VTX958-202

CLINICAL STUDY AGREEMENT

(with Institution)

This Clinical Study Agreement (the “Agreement”) is
made and entered into by and between:

Hospital Slany, with registered office Politickych
véznl 576, 207 01 Slany, Czech Republic

ID no: 00875295
Tax ID no: CZ00875295 (the “Institution”)

and
Ventyx Biosciences, Inc.

662 Encinitas Blvd, Suite 250 Encinitas, California
92024 United States (the “Sponsor”),

(each a “Party”, collectively the “Parties”).

PREAMBLE:

A, The Sponsor is conducting a clinical study
(the “Study”) of the product VTX958 (the “Study
Drug’).

B. The Study shall be conducted in full
compliance with the Sponsor's protocol VTX958-
202 “A Phase 2, Multicenter, Randomized, Double-
Blind, Placebo-Controlled, Parallel-Group Study to
Evaluate the Efficacy and Safety of VTX958 in
Participants with Moderately to Severely Active
Crohn’s Disease” and any amendments thereto (the
“Protocol”).

C. The Sponsor has engaged PSI CRO Czech
Republic s.r.o., V Parku 2343/24, 148 00 Praha 4 -
Chodov, Czech Republic, IN: 28196775 (“PSI’) as a
contract research organization to set up and conduct
the Study in the Czech Republic and unless
otherwise agreed in the Protocol, all communications
between the Sponsor and the Institution regarding
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SMLOUVA O KLINICKEM HODNOCENI

(se Zdravotnickym zafizenim)

Tato Smlouva o klinickém hodnoceni (dale jen
~Smlouva“) se sepisuje a uzavira mezi:

Nemocnice Slany, se sidlem Politickych véznua 576,
274 01 Slany, Ceska republika

ICO: 00875295
DIC: CZ00875295

(dale jen ,Zdravotnické
zafizeni”)
a

Ventyx Biosciences, Inc.

662 Encinitas Blvd, Suite 250 Encinitas, Kalifornie
92024, Spojené staty americké (dale jen
.Zadavatel”),

(dale jen jednotlivé ,Smluvni strana“, souhrnné
~Smluvni strany®).

PREAMBULE:

A, Zadavatel provadi klinické hodnoceni (dale
jen ,Studie”) pfipravku VTX958 (dale jen ,Studijni
l1ék”).

B. Studie bude provadéna v piném souladu
s Protokolem Zadavatele VTX958-202
»Multicentrickd randomizovana dvojité zaslepena
klinicka studie faze 2 kontrolovana placebem
hodnotici UCinnost a bezpe€nost VTX958 u
paralelnich skupin ucastnik(l se stfedné zavaznou
az zavaznou aktivni Crohnovou chorobou® a viemi
jeho dodatky (dale jen ,Protokol®).

C. Zadavatel angazoval PSI CRO Czech
Republic s. r. 0., V Parku 2343/24, 148 00 Praha 4
- Chodov, Ceska republika, ICO: 28196775 (dale jen
,PSI*) jako smluvni vyzkumnou organizaci, aby
zorganizovala a provedla Studii v Ceské republice,
a pokud nebude v Protokolu uvedeno jinak, bude

veSkera komunikace mezi Zadavatelem a
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the conduct of the Study shall be addressed to or
routed directly through PSI.

D. The Sponsor desires to engage the Institution
to conduct the Study, and the Institution wishes to
conduct the Study.

E. MUDr. Martin Peterka (the “Investigator”
agrees to act as the principal investigator for the
Study at the Institution.

The Parties agree as follows:
1. SERVICES AND OBLIGATIONS

1.1. Conduct of Study

a) The Institution hereby agrees to conduct the
Study in accordance with this Agreement and the
Protocol. The Institution shall also follow the
Sponsor’s and PSI’s instructions as they relate to
the Institution’s and/or the Investigator's
performance under this Agreement. Should there be
any inconsistency between the Protocol and the
terms of this Agreement, the terms of the Protocol
shall prevail for the interpretation of scientific
matters and the terms of this Agreement shall
prevail for all other matters.

b) The Study shall be conducted at the
Institution. The Institution shall ensure that the
Investigator and all individuals and entities that
perform any portion of the Study under the
Investigator's supervision (the “Study Personnel”)
conduct the Study this
Agreement. Further, the Institution shall ensure that
the Investigator and all Study Personnel are trained
on the Protocol and good clinical practices.

in compliance with

c)  TheInstitution shall conduct the Study as soon
as all of the following events have occurred: (i) the
Protocol and the Study have been approved by the
responsible ethics committee(s) and the competent
authority(ies); (i) CRFs (as defined below) and the
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Zdravotnickym zafizenim tykajici se provadeéni
Studie adresovana nebo smérovana pfimo na PSI.

D. Zadavatel si pfeje na provadéni Studie
angazovat Zdravotnické =zafizeni a Hlavniho
zkouSejiciho a Zdravotnické =zafizeni si pfeje

provadét Studii.
E. I (dale jen Hlavni

zkousSejici“) souhlasi stim, Ze bude ve
Zdravotnickém zafizeni v ramci Studie vykonavat
ulohu hlavniho zkouS$ejiciho.

Strany dohodly nasledovné:
1. SLUZBY A POVINNOSTI

1.1. Provadéni Studie

a) Zdravotnické zafizeni se timto zavazuje, Ze
provede Studii v souladu stouto Smlouvou a
Protokolem. Zdravotnické zafizeni ma téz povinnost
fidit se pokyny PSI a/nebo Zadavatele tykajicimi se
plnéni Zdravotnického zafizeni a/nebo Hlavniho
zkousejiciho vyplyvajiciho pro né z této Smlouvy.
V pfipadé rozporu mezi Protokolem a podminkami
této Smlouvy maji podminky Protokolu pfednost
v odbornych zéleZitostech a podminky této Smlouvy
maji pfednost ve vSech ostatnich zalezZitostech.

b) Studie bude provedena ve Zdravotnickém
zarizeni. Zdravotnické zafizeni ma povinnost
zajistit, aby Hlavni zkousejici a vSechny fyzické i
pravnické osoby podilejici se na provadéni Studie
pod dohledem Hlavniho zkouSejiciho (dale jen
,otudijni personal“) provadély Studii v souladu s
touto Smlouvou. Zdravotnické zafizeni dale zaijisti,
aby Hlavni zkou&ejici a veSkery Studijni personal byl
vySkolen ohledné Protokolu a spravné Klinické
praxe.

c)  Zdravotnické zafizeni ma povinnost provést
Studii, jakmile budou splnény v8echny nésledujici
podminky: (i) Protokol a Studie byly schvaleny
pFislusnymi etickymi komisemi a pfislusnymi Gfady,

(i) Zdravotnickému zafizeni byly zpfistupnény
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Study Drug have been made available to the
Institution; and (iii) the Study site at the Institution
has been activated.

d)  The Institution acknowledges PSI will assist
the Sponsor as a contract research organization and
its representative or designee as referenced herein,
to provide certain clinical study services for the
Study as directed by the Sponsor. The Institution will
cooperate with PSI in PSI's performance of such
clinical study services. This cooperation will include,
without limitation, furnishing information as
reasonably requested by PSI meeting with PSI at
designated times and allowing PSI access to the
Institution’s facilities for the purpose of monitoring
the Study.

1.2. Regulatory Compliance of Study

a) Each Party shall perform its obligations under
this Agreement with due diligence and in strict
compliance with all (i) applicable and
regulations including without limitation, Act No.
378/2007 Coll., on Pharmaceuticals, as amended,
Act No. 372/2011 Coll., on Medical Services, as
amended, and Regulation No. 226/2008 Coll.,
Specifying the Good Clinical Practice and
Stipulating the Detailed Conditions of the Clinical
Trial and (i) relevant guidelines and generally
accepted standards applicable to the conduct of the
Study, including without limitation the current Good
Clinical Practices Guidelines of the International
Council for Harmonization and the ethical principles
of the World Medical Association Declaration of
Helsinki (collectively, as amended from time to time,
the “Applicable Regulatory Requirements”).

laws

b)  Any modifications to the Protocol must be
made in accordance with the Applicable Regulatory
Requirements and must be pre-approved in writing
by the Sponsor.

[Nemocnice Slany]

Zaznamy subjekttd hodnoceni (definovany nize) a
Studijni 1€k a (i) byla vykonana zahajovaci
navstéva studijniho centra ve Zdravotnickém
zafizeni.

d)  Zdravotnické zafizeni bere na védomi, ze PSI
pomahd Zadavateli jakoZto smluvni vyzkumnd
organizace a zastupce podle toho, jak je uvedeno
v této Smlouvé, a pro Studii dle pokynu Zadavatele
poskytuje urcité sluzby z oblasti klinickych studii. P¥i
poskytovani téchto sluzeb z oblasti klinickych studii
ze strany PSI bude Zdravotnické zafizeni s PSI
spolupracovat. Tato spoluprace bude zahrnovat
zejména zajisténi informaci dle odpovidajicich
pozadavku PSI, setkavani se s PSI ve stanoveny
pfistupu PSI
Zdravotnického zafizeni pro ucely monitorovani
Studie.

¢as a umoznéni do zafizeni

1.2. Vyhovéni Studie regulacnim pozadavkim

a) Kazda ze stran bude vykonavat své povinnosti
vyplyvajici pro ni ztéto Smlouvy s nalezitou
svédomitosti a ve strikini shodé se: (i) vSemi
pravnimi pfedpisy, zejména se zakonem (.
378/2007 Sb., o léCivech v platném znéni, zakonem
€. 372/2011 Sb., o zdravotnich sluzbach v platném
znéni a vyhlaskou ¢&. 226/2008 Sb., o spravné
klinické praxi a blizSich podminkach klinického
hodnoceni |éCivych pfipravkl a (i) vSemi
pokyny a obecné pfijimanymi
standardy vztahujicimi se na provadéni Studie,
zejména aktualné Platnymi postupy Spravné
klinické praxe z Mezinarodni konference pro
harmonizaci a etickymi zasadami Helsinské
deklarace Svétové |ékarské asociace (souhrnné

,Platné regulaéni pozadavky“ v platném znéni).

relevantnimi

b)  VeSkeré upravy Protokolu musi byt provedeny
v souladu s Platnymi regulaénimi pozadavky a
pisemné schvaleny Zadavatelem.
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1.3. Replacement of Investigator

The Parties agree that the participation of the
Investigator is important to the successful
performance and completion of the Study. If the
Investigator withdraws from or, is otherwise unable
to complete his/her responsibilities under this
Agreement for any reason, the Institution shall
immediately notify the Sponsor or PSI, and the
Institution and the Sponsor shall endeavour to agree
upon a successor. However, in such event, if the
Institution and the Sponsor are unable to jointly
agree upon a successor within fifteen (15) days of
such notice for any reason, then the Sponsor may
terminate this Agreement as set forth in Section 9.2
below.

1.4. Study Subjects

a) The Investigator shall use his/her best efforts
to enroll an estimated number of 2 subjects to
participate in the Study and in accordance with the
enrollment criteria defined in the Protocol.

b)  Upon the written request of the Sponsor or
PSI, the Institution and the Investigator shall
immediately (i) cease enrolling further subjects in
the Study; and (ii) cease treating subjects according
to the Protocol, to the extent it is medically
permissible and appropriate.

1.5. Study Drug and Study Supplies

a) The Sponsor shall provide the Institution with
the Study Drug at no cost in amounts sufficient for
the conduct of the Study. The Sponsor may also, at
its sole discretion, provide additional materials,
supplies and equipment (the “Study Supplies”).
Immediately upon receipt of the Study Drug and/or
any Study Supplies, the Institution shall provide
Sponsor or PSI with an acknowledgement of receipt.
The Institution shall maintain control of the Study
Drug and the Study Supplies in accordance with:
(i) Applicable Regulatory Requirements; (ii) the

[Nemocnice Slany]

1.3. Nahrazeni Hlavniho zkousejiciho

Smluvni strany se dohodly, Ze ucast Hlavniho
zkousejiciho je dulezita pro Uspésné provedeni a
dokon&eni Studie. Pokud Hlavni zkouSejici odejde
ze Zdravotnického zafizeni Ci z jakéhokoli jiného
davodu nebude schopen dostat svym povinnostem
vyplyvajicim pro néj z této Smlouvy, je Zdravotnické
zafizeni povinno okamzité informovat Zadavatele
nebo PSI a Zdravotnické zafizeni a Zadavatel se
dohodnou na nastupci. Pokud se v§ak Zdravotnické
zarizeni a Zadavatel z jakéhokoli diivodu nebudou
schopni dohodnout na nastupci b&hem patnacti (15)
dnd od takového oznameni, smi Zadavatel ukoncit
tuto Smlouvu v souladu s Oddilem 9.2 nize.

1.4. Subjekty hodnoceni

a) Hlavni zkouSejici je povinen vynalozit nejlepsi
snahu, aby v souladu s kritérii pro zafazeni do
Studie definovanymi Protokolem zafadil odhadovany
pocet 2 subjektl, které se budou ucastnit Studie.

b) Na pisemnou zadost PSI nebo Zadavatele
Zdravotnické zafizeni a Hlavni zkouSejici (i)
okamzité zastavi nabor Subjektll hodnoceni a (ii)
okamzité zastavi lécbu subjektt lé¢enych podle
Protokolu, a to v rozsahu, v némz jim to dovoluje
zdravotni stav subjektu.

1.5. Studijni Iék a Studijni material

a) Zadavatel zdarma poskytne Zdravotnickému
zarizeni Studijni 1€k v mnozstvi dostate¢ném pro
provedeni Studie. Zadavatel smi téz dle svého
vyhradniho uvazeni poskytnout dalsi materialy,
potieby a vybaveni (dale jen ,Studijni material®).
Zdravotnické zafizeni zkouSejici po obdrzeni
Studijniho  Iéku a/nebo  Studijniho  materialu
neprodlené potvrdi pfijem Zadavateli nebo PSI.
Zdravotnické zafizeni je povinno nakladat se
Studijnim Iékem a Studijnim materialem v souladu s:
(i) Platnymi regulacnimi pozadavky, (ii) zpisobem
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manner outlined in the Protocol; and (iii) instructions
provided by the Sponsor or PSI.

b) The Institution shall ensure that the Study
Drug and the Study Supplies are solely used for the
purpose of conducting the Study in accordance with
the Protocol and for no other purpose. Unless stated
otherwise in writing by the Sponsor or PSI, the Study
Drug and the Study Supplies are and shall remain
the sole property of the Sponsor. The Institution shall
be responsible towards the Sponsor for the Study
Drug and the Study Supplies entrusted to it and shall
notify Sponsor or PSI immediately if any Study Drug
or Study Supplies are misused, lost, damaged or
destroyed.

c) Upon completion or termination of the Study
or at Sponsor’s or PSI’s request, the Institution shall
deliver all Study Supplies and/or all unused Study
Drug to the address indicated by the Sponsor or PSI,
or destroy it/them, as instructed by the Sponsor or
PSI and in accordance with the Applicable
Regulatory Requirements. The Institution shall not
destroy any Study Drug or Study Supplies without
Sponsor’s or PSI’s express written consent.

1.6. Information Provided to Study Subjects

The Investigator shall obtain, in compliance with all
Applicable Regulatory Requirements, an Informed
Consent Form (the “Informed Consent Form”)
properly signed by or on behalf of each Study subject
prior to the Study subject’s participation in the Study.
The Investigator shall use the Informed Consent
Form template(s) and other templates for Study
subjects’ information as provided by Sponsor and
approved in accordance with the Applicable
Regulatory Requirements. The Institution or the
Investigator shall promptly, but in any event within
five (5) working days after discovery of a subject’s
receipt of the Study Drug, report to Sponsor any
failure to obtain a signed Informed Consent Form
from such subject.

[Nemocnice Slany]

uvedenym v Protokolu a (iii) pokyny udélenymi
Zadavatelem nebo PSI.

b) Zdravotnické zafizeni je povinno zajistit, aby
byl Studijni 1€k a Studijni material pouzivan vyhradné
pro ucely provadéni Studie v souladu s Protokolem
a za zadnym jinym u&elem. Pokud nebude pisemné
stanoveno jinak Zadavatelem nebo PSI, je a zlistane
Studijni 1€k a Studijni material vyhradnim majetkem
Zadavatele. Zdravotnické zafizeni bude za jemu
svéfeny Studijni |ék a Studijni material odpovidat
Zadavateli a je povinno neprodlené uvédomit
Zadavatele nebo PSI, pokud dojde ke zneuZiti,
ztraté, poskozeni nebo zni€eni Studijniho Iéku nebo
Studijniho materialu.

c) PFi dokonceni nebo ukonc¢eni Studie nebo na
7adost Zadavatele nebo PSI, Zdravotnické zafizeni
doruci veSkery nepouzity Studijni material a/nebo
Studijni 1€k na adresu ur€enou Zadavatelem nebo
PSI, nebo jej zni¢i dle instrukci Zadavatele nebo PSI
a v souladu s Platnymi regulaénimi pozadavky.
Zdravotnické zafizeni nebude likvidovat Studijni lék
ani Studijni material bez vyslovného pisemného
souhlasu Zadavatele nebo PSI.

1.6. Informace
hodnoceni

poskytnuté Subjektim

Pfed zahajenim ugasti Subjektu hodnoceni ve studii
ma Hlavni zkousSejici v souladu se v8emi Platnymi
regulaénimi pozadavky povinnost ziskat od vSech
Subjektd hodnoceni nebo jejich zastupch Fadné
podepsany informovany souhlas (dale jen
.Formular informovaného souhlasu®). Hlavni
zkou$ejici ma povinnost pouzivat Formular
informovaného souhlasu a dalsi formulafe
k informovani  Subjektd hodnoceni poskytnuté
Zadavatelem a schvalené v souladu se vSemi
Platnymi regulaénimi poZadavky. Zdravotnické
zafizeni nebo Hlavni zkouSejici jsou povinni
promptné, nejpozdéji vSak do péti (5) pracovnich
dnd, informovat Zadavatele o zjisténi, ze Subjektu
hodnoceni byl podan Studijni Iék, aniz by od négj
prfedem ziskali podepsany Informovany souhlas.

CTA Template, Czech Republic, 19-AUG-2021
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1.7. Case Report Forms and Study Data

a) The Investigator shall record all data resulting
from the Study (the “Study Data”) in an accurate,
legible and complete manner. The Institution
acknowledges and agrees that the Sponsor shall
own all Study Data and Study results.

b) The Sponsor shall ensure access to the
electronic case report forms to be used and
completed by the Investigator (the “CRFs”). The
Investigator shall ensure that the CRFs are duly
completed, signed and dated in a timely manner

c) The Institution shall ensure that it has
implemented and maintains appropriate measures to
protect the confidentiality, integrity and availability of
Study Data and to prevent the loss, alteration and
unauthorized access.

1.8. Financial Disclosure

The Investigator shall complete and return to the
Sponsor or PSI the financial disclosure document(s)
provided by the Sponsor or PSI concerning financial
interests and other conflicts of interest, which the
Investigator and/or his/her family members may
have in the Sponsor and/or the Study Drug. The
Investigator shall that all sub-
investigators complete and provide the Sponsor or
PSI with such financial disclosure form(s). The
Investigator shall provide and shall ensure that the
sub-investigators provide the Sponsor or PSI with an
updated financial disclosure form(s) if the
information originally submitted changes during the
course of the Study or within one (1) year after the
completion or termination of the Study.

also ensure

1.9. Immediate Notice

The Institution shall notify the Sponsor and PSI
within the timelines defined in the Protocol, or

CTA Template, Czech Republic, 19-AUG-2021
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1.7. Zaznamy subjektu hodnoceni a Studijni
udaje

a) Hlavni zkouSejici ma povinnost
zaznamenavat vesSkeré Udaje ziskané v pribéhu
provadéni Studie (dale jen ,Studijni tdaje“) pfesné,
Citelné a uplné. Zdravotnické zafizeni bere na
védomi, Ze Zadavatel bude vlastnikem vSech
Studijnich udaji a Studijnich vysledkd.

b) Zadavatel zajisti pfistup k elektronickym
dokumentim, které Hlavni zkouSejici pouzije a
vyplni (dale jen ,Zaznamy subjektu hodnoceni®
nebo ,CRFs*). Hlavni zkouSejici zajisti, aby byly
CRFs fadné a v€as vyplnény, podepsany a
datovany.

c) Zdravotnické zafizeni ma povinnost zajistit
zavedeni a udrZovani pfiméfenych opatieni k
ochrané dlveérnosti, integrity a dostupnosti téchto
Studijnich udaju a k pfedchazeni jejich ztraté, zméné
a neopravnénému pristupu k nim.

1.8. Majetkové priznani

Hlavni zkouS$ejici vyplni a odevzda Zadavateli nebo
PSI formulaf majetkového pfiznani poskytnuty
Zadavatelem nebo PSI tykajici se finan¢nich zajmu
a dale stfetu zajm(, které Hlavni zkous$ejici a/nebo
jeho rodina mohou uplatnit viéi Zadavateli a/nebo
v souvislosti se Studijnim |ékem. Hlavni zkou3ejici
také zajisti, aby tento vykaz vyplnili i vSichni spolu-
zkou$ejici a odevzdali jej Zadavateli nebo PSI.
Hlavni zkouSejici poskytne Zadavateli nebo PSI
aktualizovany formulaf majetkového pfiznani a
zajisti, aby jej poskytli i vSichni spolu-zkouSejici,
pokud v prubéhu Studie nebo béhem jednoho (1)
roku od jejiho dokonéeni nebo ukonceni dojde ke

zméné  skute¢nosti uvedenych v plGvodnich

formulafich.

1.9. Okamzité oznameni

Zdravotnické zafizeni ma povinnost informovat

Zadavatele a PSI béhem doby stanovené
6/43
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otherwise within twenty-four (24) hours after
occurrence, of any: (i) deviation from the Protocol;
(i) serious adverse events, other reportable adverse
events as requested by the Protocol,
(iii) communications by a regulatory body having an
impact on the Study; (iv) any situation that might
require a replacement of the Investigator or any
Study Personnel; and (v) any incident that might
affect the safety and well-being of the Study subjects
or the integrity of the Study Data as well as any other
significant risks occurring in the Study.

2. COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the

Financial Arrangements enclosed as
Attachment 1. The amount(s) included in the
Financial Arrangements represent the entire

compensation under this Agreement.

b) All  payments made pursuant to this
Agreement shall be made in accordance with the
Financial Arrangements enclosed as
Attachment 1. In no event will the Sponsor or PSI
owe Institution any payment for services performed
pursuant to the requirements of the Protocol that are
in excess of the budget set forth in Annex to the
Attachment 1.

c) The Institution acknowledges that the Sponsor
is not obliged to pay for Protocol violations,
incomplete CRFs or any other improperly performed
services.

d) The Institution shall not charge a Study
subject or any third-party payer for any cost, which
the Sponsor is obligated to pay.

3. CONFIDENTIALITY

a) “Confidential Information” means all
confidential or proprietary information or data, of any
kind whatsoever and however memorialized, that is:
(i) disclosed prior to or after the effective date of this

CTA Template, Czech Republic, 19-AUG-2021
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Protokolem nebo v jinych pfipadech béhem dvaceti
Ctyf (24) hodin od doby, kdy dojde k (i) odchylce od
Protokolu, (ii) vyskytu zavazné nezadouci pfihody
nebo reportovatelné nezadouci pfihody dle
pozadavku Protokolu, (iii) komunikaci s regulaénim
Ufadem s dopadem na Studii, (iv) jakékoli situaci,
ktera by mohla vyzZzadovat nahrazeni Hlavniho
zkouSejiciho  ¢&i  kteréhokoli ¢&lena  Studijniho
personalu a (v) jakémukoli incidentu, ktery by mohl
ovlivnit bezpec€nost a zdravi Subjektd hodnoceni
nebo integritu Studijnich Gdajd, jakoz i o dalSich
vyznamnych rizicich, kterd se ve Studii vyskytnou.

2. KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfiloZzenych ktéto Smlouvé jako Prfiloha 1. Tyto
Castky ve Financ¢nich ujednanich
predstavuji celkovou kompenzaci vyplacenou na
zakladé této Smiouvy.

uvedené

b) VSechny platby uhrazené dle této Smlouvy

budou vsouladu s Finanénimi ujednanimi
pfilozenymi jako Pfiloha 1. V Zzadném pfipadé
nezlstanou  Zadavatel nebo PSI  dluzni

Zdravotnickému zafizeni Zadnou platbu za sluzby
poskytnuté dle pozadavkl Protokolu, které budou
poskytnuty nad ramec
v Dodatku k Priloze 1.

rozpo¢tu stanoveného

c) Zdravotnické zafizeni bere na védomi, Ze
Zadavatel neni povinen proveést platbu v pfipadé
poruseni Protokolu, nevyplnénych CRF nebo jinych
sluzeb, které nebyly fadné poskytnuty.

d) Zdravotnické  zafizeni nebude uctovat
Subjektim hodnoceni ani jiné treti strané zadné
vydaje, za jejichz zaplaceni je odpovédny Zadavatel.

3. DUVERNOST

a) Za ,Davérné informace” se povazuji veSkeré
informace nebo Udaje jakéhokoli druhu a v jakékoli
formé, které jsou: (i) po nabyti u€innosti této Smlouvy
zpfistupnény Zadavatelem ¢&i jeho jménem (vCetné
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Agreement by or on behalf of the Sponsor (including
by PSI) to the Institution, the Investigator or the
Study Personnel in connection with this Agreement;
or (ii) obtained, developed or generated by the
Institution, the Investigator and/or the Study
Personnel in connection with the Study. The
Confidential Information of Sponsor shall include,
without limitation, the Study, the Study Drug, the
Protocol, the Investigator's Brochure, the Study
Data, the Intellectual Property (defined below) and
all information regarding the Sponsor or its affiliates.
All Confidential Information shall belong solely and
exclusively to the Sponsor.

b) Confidential Information does not include
information that: (i) is in the public domain at the time
of its disclosure to the Institution; (ii) was, as
evidenced by written records or other competent
proof, in the Institution’s possession on a non-
confidential basis prior to its disclosure; or (iii) enters
the public domain as a result of a third party’s
activities, through no act or omission by the
Institution, the Investigator or any Study Personnel.

c) The Institution shall hold all Confidential
Information in strict confidence and use all
reasonable safeguards to prevent unauthorized use
or disclosure. The Institution shall the
Confidential Information only as required for the
purpose of this Agreement. The Institution shall limit
their disclosure of the Confidential Information to
those members of the Study Personnel who need to
know the Confidential Information for the conduct of
the Study and are subject to obligations of
confidentiality no less stringent than those contained
in this Agreement. The Institution shall advise the
Investigator and the Study Personnel of the
confidential nature of the Confidential Information
and remain liable for any breach by the Investigator
or the Study Personnel.

use

d) If the Institution or the Investigator or any
Study Personnel receive a court order or other
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PSI) Zdravotnickému zarizeni, Hlavnimu
zkouS$ejicimu nebo Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo vytvofeny Zdravotnickym zafizenim,
Hlavnim zkousejicim a/nebo Studijnim personalem
se Studii. D0vérné informace
Zadavatele zahrnuji zejména informace tykajici se
Studie, Studijniho l1éku, Protokolu, BroZury Hlavniho
zkousejiciho, Studijnich udajl, Dusevniho vlastnictvi
(definovano nize) a veskeré informace tykajici se
Zadavatele Studie, nebo jeho pobocéek. Veskeré
Davérné informace jsou ve vyhradnim vlastnictvi
Zadavatele.

v souvislosti

b) Davérné informace nezahrnuji informace,
které (i) jsou vefejné dostupné v dobé jejich pfedani
Zdravotnickému zafizeni, (ii) byly dle pisemnych
zaznaml nebo jinych dukazl
Zdravotnického zafizeni pfedtim, nez mu byly
poskytnuty, bez povinnosti jejich
davérnost, nebo (iii) které se stanou vefejné
dostupnymi na zakladé Cinnosti tfeti strany, nikoli na
zakladé opomenuti Zdravotnického zafizeni,
Hlavniho zkouS$ejiciho nebo Studijniho personalu.

ve vlastnictvi

zachovavat

c) Zdravotnické zafizeni bude zachovavat
striktni ddvérnost Duavérnych informaci a pouzije
vSechna pfiméfena bezpeCnostni opatfeni, aby
predesSlo neopravnénému pouZiti nebo predani
Dlavérnych informaci. Zdravotnické zafizeni je
povinno pouzivat Dlvérné informace pouze pro
UCely této Smlouvy. Zdravotnické zafizeni omezi
predavani Davérnych informaci na ¢leny Studijniho
personalu, ktefi tyto informace potfebuji pro
provadéni Studie a ktefi podléhaji povinnosti
uchovavat tyto informace jako divérné stejné pfisné,
jako je povinnost stanovena touto Smlouvou.
Zdravotnické zafizeni pouci Hlavniho zkouSejiciho a
Studijni personal o duvérné povaze D(vérnych
informaci a ponese odpovédnost za jakékoli
poruseni této povinnosti Hlavnim zkousSejicim nebo
Studijnim personalem.

d) V pfipadé, Ze Zdravotnické zafizeni, Hlavni
zkouS$ejici nebo kterykoli ¢len Studijniho personalu
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legally binding request to disclose Confidential
Information, the Institution shall immediately inform
the Sponsor and PSI upon the discovery of such
request and before any Confidential Information is
disclosed. The Institution shall cooperate with the
Sponsor and PSI in any efforts to seek limitation or
protection from the order demanding disclosure. In
any case, the Institution shall disclose only the
minimum amount of Confidential Information
necessary to comply with such request.

4. PERSONAL DATA

a) The Parties shall comply with all applicable
data protection laws, including the General Data
Protection Regulation (EU) 2016/679 (“GDPR”), and
the Act No. 110/2019 Coll., on Personal Data
Processing, as amended (collectively, the “Data
Protection Laws”). Any capitalized terms used
herein but not otherwise defined in the Agreement
shall have the meaning given to them in Data
Protection Laws.

b) For the purpose of the Data Protection Laws,
the Sponsor is the Controller and the Institution and
PSI are Processors of Personal Data Processed for
the purpose of the Study. The Institution is the
Controller of Personal Data Processed for purposes
other than the Study, e.g. the provision of medical
care. The Investigator shall Process Personal Data
on behalf of the Institution.

c) Where the Institution is the Sponsor's
Processor and thus where the Processing is
undertaken by the Institution for the purposes of the
Study, the Institution shall comply with the Data
Processing Requirements defined in
Attachment 2 and the information given to the Study
subjects.

d) The Institution shall share Personal Data with
the Sponsor and/or PSI only as required to comply
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obdrzi soudni pfikaz nebo jiny pravné zavazny

pozadavek pfedat Duavérné informace, je
Zdravotnické zarizeni povinno neprodlené
informovat  PSIl, jakmile se o takovém

pfikazu/pozadavku dozvi, a predtim, nez budou
Duvérné informace pfedany. Zdravotnické zafizeni je
povinno spolupracovat se Zadavatelem a PSI v usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem pozadujicim pfedani informaci. V kazdém
pfipadé Zdravotnické zafizeni pfeda pouze minimum
Duvérnych informaci nutnych k vyhovéni pozadavku.

4. OSOBNi UDAJE

a)  Smluvni strany jsou povinny byt v souladu se
v8emi platnymi zakony o ochrané udajli, zejména
s Obecnym nafizenim o ochrané udaji EU 2016/679
(dale jen ,GDPR*) a Zakonem ¢&. 110/2019 Sb., o
zpracovani osobnich udaju, v platném znéni (dale
jen souhrnné ,Zakony o ochrané udajia“). VSechny
terminy s velkym pocateCnim pismenem pouzité
v této Smlouvé, které zde v3ak nejsou definovany
jinak, maji vyznam, ktery jim pfidéluji Zakony o
ochrané udaja.

b) Pro ucely Zakonli o ochrané udaji je
Zadavatel spravcem udajl a Zdravotnické zafizeni a
PSI jsou zpracovateli osobnich udaju
zpracovavanych pro uc€ely Studie. Zdravotnické
zafizeni je spravcem osobnich udaji
zpracovavanych pro jiné ucely, nez je Studie, napf.
pro ucely poskytovani pece. Hlavni
zkouSejici je povinen zpracovavat osobni Udaje
jménem Zdravotnického zafizeni.

zdravotni

c) Vsituacich, kdy je Zdravotnické =zafizeni
Zadavatelovym zpracovatelem udaju, a tedy kdy
Zdravotnické zafizeni zpracovava Udaje pro Ugely
Studie, je Zdravotnické zafizeni povinno postupovat
vsouladu s Pozadavky na zpracovani udajt
definovanymi v Priloze 2 a informacemi
poskytnutymi Subjektiim hodnoceni.

d) Zdravotnické zafizeni je povinno predavat
osobni udaje Zadavateli a/nebo PSI pouze v souladu
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with their obligations under this Agreement or as
requested by the Sponsor in accordance with the
Applicable Regulatory Requirements. The Institution
shall ensure that the Investigator pseudonymizes
any Study subject data before entering them into the
CRFs or otherwise transferring them to PSI, the
Sponsor or their vendors.

e) Prior to and during the course of the Study, the
Sponsor Process Personal Data of the
Investigator and the Study Personnel. In order to
inform the Investigator and the Study Personnel
about the Processing of their Personal Data, the
Sponsor will provide the Institution and/or the
Investigator with data protection notice(s) which the
Institution shall promptly distribute to every member
of the Study Personnel (even if a member joins the
Study Personnel at a later stage). Any questions
should be forwarded to the Sponsor.

will

5. INTELLECTUAL PROPERTY

a) The Institution acknowledges and agrees that
the Sponsor shall have exclusive ownership rights to
all improvements, developments, discoveries,
inventions, work, know-how and other rights
(whether or not patentable), created, developed,
and/or reduced to practice as a result of or in
connection with the conduct of the Study and/or the
use of the Study Drug or the Confidential
Information, together with all intellectual property
rights relating thereto (the “Intellectual Property”).
The Institution shall promptly disclose in writing to
the Sponsor all Intellectual Property made by the
Institution, the Investigator and/or the Study
Personnel, promptly following the Institution’s receipt
of an invention disclosure form, or otherwise
following the creation of such Intellectual Property.

b) The Institution, on behalf of itself, the
Investigator and all Study Personnel, agrees to
assign, and hereby assigns, to Sponsor all right, title
and interest in and to the Intellectual Property without
additional compensation and provide reasonable
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s pozadavky ke splnéni jeho povinnosti vyplyvajicich
z této Smlouvy, nebo dle pozadavku Zadavatele
s Platnymi  regulacnimi  pozadavky.
Zdravotnické zafizeni je povinno zajistit, aby Hlavni
zkous$ejici  pseudonymizoval Udaje  Subjektl
hodnoceni pfed zaddnim do CRF nebo pfed jejich
pfedanim PSI, Zadavateli nebo jinym vendorim
jinym zplsobem.

v souladu

e) Pfed zahajenim i v pribéhu Studie bude
Zadavatel zpracovdvat osobni udaje Hlavniho
zkous$ejiciho a Studijniho personalu. Za ucelem
informovani Hlavniho zkouSejiciho a Studijniho
personalu o zpracovani jejich osobnich dajl
poskytne Zadavatel Zdravotnickému zafizeni a/nebo
Hlavnimu zkousejicimu oznameni o ochrané udaja,
které je Zdravotnické zafizeni povinno neprodlené
pfedat vSem ¢lendm Studijniho personalu (a to i
Clenlm, ktefi se ke Studijnimu personalu pfipoji
pozdéji). Veskeré dotazy je tfeba predat Zadavateli.

5. DUSEVNI VLASTNICTVi

a) Zdravotnické zafizeni uznava a souhlasi, ze
Zadavatel bude mit vyhradni vlastnicka prava ke
v§em vylepSenim, na vyvoj, k objeviim, vynalezim,
dilm, know-how (at’ uz patentovatelnym ¢i nikoli) a
dalsi prava, vytvofenym, vyvinutym, a/nebo
uvedenym do praxe v dusledku nebo v souvislosti
s provadénim Studie a/nebo pouzivanim Studijniho
léku nebo Duvérnych informaci spole¢né s pravy
dusevniho vlastnictvi s nimi souvisejicimi (dale jen
,Dusevni vlastnictvi“). Zdravotnické zafizeni je
povinno neprodlené pisemné informovat Zadavatele
o veSkerém DuSevnim vlastnictvi vytvofeném
Zdravotnickym zafizenim, Hlavnim zkouSejicim
a/nebo Studijnim personalem po obdrZeni formulaie
0 uvefejnéni vynalezu nebo jinym zplsobem po
vytvofeni tohoto DuSevniho vlastnictvi.

b) Zdravotnické zafizeni, svym jménem a
jménem Hlavniho zkouS$ejiciho a celého Studijniho
personalu se zavazuje pfevest a timto prevadi
veskera prava, tituly a zajmy tykajici se DuSevniho
vlastnictvi na Zadavatele bez dalSi odmény a
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assistance to obtain patents, including causing the
execution of any invention assignment or other
documents.

6. PUBLICATION

a) The Institution agrees that the Sponsor shall
have the sole and exclusive right to the first
publication of the results of the Study. Such Sponsor
publication is intended to be a multi-center
publication of the Study results, collected from all
investigators and institutions participating in the
Study (the “Multi-Center Publication”). Selection of
authors/participants  will be governed by the
Sponsor, considering individuals’ contribution to the
Study.

b) The Institution and the Investigator may
publish or otherwise present the results of the Study
obtained by the Institution and/or the Investigator (an
“Independent Submission”) provided that all of the
following conditions have been satisfied: (i) the Multi-
Center Publication has been published; or, if no such
publication has occurred, at least eighteen (18)
months have passed since the completion, or earlier
termination, of the Study at all participating sites
(including the final database lock); (ii) before
submitting the Independent Submission to a
publisher, reviewer or other outside party, the
Institution and/or the Investigator must submit the
proposed Independent Submission to the Sponsor
and allow the Sponsor at least sixty (60) days to
review and provide comments; (iii) if the Sponsor
requests additional time at any point during the sixty
(60) day review, the Institution and/or the
Investigator shall delay the publication or
presentation of the Independent Submission for a
period not to exceed one hundred twenty (120) days
from the date of receipt of such Independent
Submission by the Sponsor to allow the Sponsor to
file patent applications or otherwise seek proprietary
protection of subject matter disclosed in such
Independent Submission; (iv) the Institution and/or
the Investigator shall delete all Confidential

[Nemocnice Slany]

poskytnou pfiméfenou soucinnost k ziskani patentu
véetné zajisténi podpisu dokumentd k pfevodu
vynalezu nebo jinych dokumentd.

6. PUBLIKACE

a) Zdravotnické zafizeni
Zadavatel bude mit vyhradni pravo na prvni
publikaci vysledki  Studie. Tato publikace
Zadavatelem bude provedena jako publikace
vysledkd multicentrického hodnoceni ziskanych od
vSech zkouSejicich a zdravotnickych zafizeni
podilejicich se na Studii (dale jen ,Publikace
vysledk(i multicentrického hodnoceni®). Vybér
autorU/participujicich bude Fidit Zadavatel pfi
zvazeni pfispéni jednotlivych zkous$ejicich ke Studii.

souhlasi stim, ze

b) Zdravotnické zafizeni a Hlavni zkouSejici
sméji publikovat nebo jinak prezentovat vysledky
Studie ziskané Zdravotnickym zafizenim a/nebo

Hlavnim  zkouS$ejicim (dale jen ,Nezavisla
publikace®) za predpokladu, Zze byly spinény
vSechny nasledujici podminky: (i) vysledky

multicentrického hodnoceni byly publikovany, nebo
pokud nebyly, uplynulo od dokongeni nebo
predéasného  ukonéeni  Studie ve vSech
participujicich centrech (v&etné finalniho uzamdceni
databaze) alespon osmnact (18) mésicu, (ii)
Zdravotnické zafizeni a/nebo Hlavni zkousejici jsou
povinni  pred publikace
vydavateli, recenzentovi €i jiné tfeti stran& odevzdat
Nezavislou  publikaci podobé
Zadavateli a ponechat Zadavateli Ihi{tu v délce
alespon Sedesati (60) dnu na kontrolu a komentar,
(iii) Zdravotnické zafizeni a/nebo Hlavni zkouSejici
na zadost Zadavatele vyjadienou béhem
Sedesatidenni (60) kontroly odloZi publikaci nebo
prezentaci publikace o dobu
nepfesahujici sto dvacet (120) dnu od data obdrzeni
Nezavislé publikace Zadavatelem za ucelem
umoznéni Zadavateli poZadat o patent nebo jinou
ochranu pfedmétu uvefejnéného
publikaci, (iv) Zdravotnické zafizeni a/nebo Hlavni
zkousejici odstrani veSkeré Duvérné informace (s

zaslanim Nezavislé

v navrhované

Nezavislé

v Nezavislé
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Information (except the results of the Study obtained
by the Institution and the Investigator); and (v) the
Institution and the Investigator shall consider the
Sponsor’'s comments and proposed revisions in
good faith.

7. LIABILITY, SUBJECT INJURY AND
INDEMNIFICATION CLAIMS

7.1. Indemnity by the Sponsor

Subject to Section 7.3, the Sponsor shall indemnify
the Institution and its officers, directors, trustees,
employees (including the Investigator and the Study
Personnel) and agents (the ‘“Institution
Indemnitees”), from and against any and all losses,
damages, liabilities, court costs, and expenses paid
to third parties (including reasonable attorney’s fees)
(collectively, “Liabilities”) as a result of a claim,
action, or suit, in each case brought by a third party
(each, a “Claim”) which may be made or instituted
against any of them by reason of personal injury,
including death, to any person, or damage to
property, arising out of, or caused directly by, the
Study Drug or its use in accordance with the
Protocol; except in each case to the extent that (i) a
Claim is the result of the natural progression of a
Study subject’s pre-existing disease, condition or
underlying illness or (ii) the Institution is obligated to
indemnify the Sponsor for such Claims under
Section 7.2 below.

7.2. Indemnity by the Institution

Subject to Section 7.3, to the extent allowed under
Applicable Laws, the Institution shall indemnify the
Sponsor, PSI and their officers, directors,
employees, and agents (the  “Sponsor
Indemnitees”), from and against Liabilities as a
result of any Claims which may be made or instituted
against any of them as a result of Institution’s: (i)
breach of any material obligation under this
Agreement, including failure to obtain ethics
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vyjimkou vysledk( Studie ziskanych Zdravotnickym
zafizenim a Hlavnim zkouSejicim) a (v)
Zdravotnické zafizeni a Hlavni zkouSejici zvazi
komentaf Zadavatele a navrhované revize v dobré
vife.

7. ZAVAZKY, UJMA SUBJEKTU
HODNOCENi A ODSKODNENiI NAROKU

7.1. Odskodnéni Zadavatelem

S vyhradou Oddilu 7.3 je Zadavatel povinen
odskodnit Zdravotnické zafizeni a jeho funkcionare,
feditele, spravce a zaméstnance (v€etné Hlavniho
zkouS$ejiciho a Studijniho personalu) a zmocnénce
(dale jen ,Odskodnované osoby na strané
Zdravotnického zafizeni) za veSkeré ztraty,
Skody, zavazky, soudni vylohy a vydaje uhrazené
tfetim stranam (vCetné odpovidajicich poplatki
pravnimu zastupci) (dale jen souhrnné ,Zavazky*)
vzniklé vznesenim naroku nebo zahgjenim fizeni Ci
podanim zaloby ftfeti stranou (dale jen ,Narok"),
které mohou byt vzneseny ¢&i podany proti
kterémukoli z nich z dlivodu Ujmy na zdravi v¢etné
umrti nebo Skody na majetku vyplyvajici z nebo
pfimo zpusobené Studijnim Ilékem nebo jeho
pouzitim v souladu s Protokolem s vyjimkou
pripadl, kdy (i) je Narok vznesen v dlsledku
pfirozené progrese jiZz existujiciho onemocnéni,
stavu nebo zakladniho onemocnéni Subjektu
hodnoceni nebo kdy (ii) je Zdravotnické zafizeni
vazano povinnosti odskodnit Zadavatele v pfipadé
téchto Narokl dle Oddilu 7.2.

7.2. Odskodnéni Zdravotnickym zafrizenim

S vyhradou Oddilu 7.3 vrozsahu stanoveném
Platnymi zakony je Zdravotnické zafizeni povinno
od3kodnit Zadavatele, PSI a jejich funkcionare,
feditele, zaméstnance a zmocnénce (dale jen
,LOdSkodnované osoby na strané Zadavatele®) za
veskeré Zavazky vzniklé v dasledku Narok, které
mohou byt vzneseny proti komukoli z nich
v dusledku (i) poruseni podstatné povinnosti
vyplyvajici z této Smlouvy Zdravotnickym zafizenim
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committee approvals or a signed Informed Consent
Form from each Study subject or failure to adhere to
the terms of the Protocol or to the Sponsor’s or PSI’s
other written instructions concerning the Study Drug;
(i) failure to comply with Applicable Laws; (iii)
negligence or willful misconduct; or (iv) use of a
product (including a product purporting to be Study
Drug) other than those produced or supplied by the
Sponsor.

7.3. Notification of Claims

An Indemnitee (whether an Institution Indemnitee or
a Sponsor Indemnitee) that intends to claim
indemnification under this Article 7 shall promptly
notify the indemnifying Party in writing of any Claim
with respect to which such Indemnitee intends to
claim such indemnification, and the indemnifying
Party shall have sole control of the defense and
settlement of the Claim; provided that the
indemnifying Party shall not enter into any settlement
that admits the fault of such Indemnitee or otherwise
materially adversely prejudices Indemnitee without
such Indemnitee’s prior written consent, such
consent not to be wunreasonably withheld,
conditioned or delayed. The failure to deliver written
notice to the indemnifying Party within a reasonable
period of time after the commencement of a Claim
shall relieve such indemnifying Party of any liability
to the Indemnitee under this Article 7 solely to the
extent such failure is prejudicial to the indemnifying
Party’s ability to defend such Claim. The Indemnitee
shall have the right to participate, at its own expense,
with counsel of its own choosing in the defense or
settlement of the Claim. The indemnification
obligations under this Article 7 shall not apply to
amounts paid in settlement of any Claim if such
settlement is effected without the consent of the
indemnifying Party. The Indemnitee and its
employees, at the indemnifying Party’s request and

expense, shall provide full information and
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vCetné neziskani souhlasu etickych komisi nebo
podepsaného Informovaného  souhlasu  od
jednotlivych Subjektdl hodnoceni nebo nedodrzeni
podminek Protokolu nebo pisemnych pokyn0
Zadavatele ¢i PSI tykajicich se Studijniho léku, (ii)
nesouladu s Plathymi  zadkony ze  strany
Zdravotnického zafizeni, (iii) nedbalosti nebo
umysiného pochybeni ze strany Zdravotnického
zarizeni, nebo (iv) pouziti pfipravku Zdravotnickym
zafizenim (v€etné pfipravku, ktery je zamyslen jako
Studijni 1€k) jiného nez, které vyrobil nebo dodal
Zadavatel.

7.3. Oznameni naroku

OdSkodniovana osoba (OdSkodfiovana osoba
Zdravotnického zafizeni nebo Zadavatele), ktera
zamySli uplatnit narok na odSkodnéni dle tohoto
Clanku 7 je povinna neprodlené pisemné informovat
odSkodnujici Smluvni stranu o v8ech Narocich
sohledem na ty Naroky, za které tato
OdSkodrnovana osoba zamysli poZzadovat odSkodné
a odSkodnujici Smluvni strana bude mit vyhradni
kontrolu nad obranou a vypofadanim tohoto Naroku
za prfedpokladu, Ze odSkodnujici Smiluvni strana
nebude vyporfadavat zadné Naroky zplsobem
pfipoustéjicim vinu OdSkodriované osoby nebo jinak
podstatnym  zplsobem vyvolavat nepfiznivé
predsudky Odskodriované osobé bez
pfedchoziho pisemného souhlasu OdSkodriované
osoby, kteryzto souhlas nesmi byt bezdlvodné
odepfen, podminén nebo zpozdén. Nedoruéeni
pisemného oznameni odskodnujici Smluvni strané
béhem pfiméfené doby od vzneseni Naroku
zproStuje danou odsSkodfujici Smluvni stranu
vesSkerych zavazkl vici OdSkodrované osobé dle
tohoto Clanku 7, a to vyhradné v rozsahu, v némz
toto nedoru€eni poSkozuje schopnost odSkodriujici
Smluvni strany branit tento Narok. Odskodriovana
osoba ma pravo ucastnit se na své vlastni naklady a
s obhajcem dle svého vlastniho vybéru obrany nebo
vypofadani Naroku. Povinnosti od3kodnéni dle
tohoto Clanku 7 se nevztahuji na ¢astky vyplacené
pfi vyporfadavani jakéhokoli Naroku, pokud bylo toto

vUGi
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reasonable assistance to indemnifying Party and its
legal representatives with respect to Claims.

7.4. Insurance

The Sponsor executes and will maintain the
mandatory clinical trial insurance required by the
Applicable Regulatory Requirements.

7.5. Subject Injury

The Sponsor agrees, without admission of
wrongdoing, to pay all reasonable medical expenses
incurred as the result of necessary medical
treatment of injuries that are not covered by the
Study subject’s medical or hospital insurance or
governmental programs providing such coverage;
provided that: (i) the Study subject is enrolled in the
Study in accordance with the Protocol; (ii) the injury
is a direct result of receiving the Study Drug
administered in accordance with the Protocol and
this Agreement, or research procedures required
and conducted in accordance with the Protocol and
this Agreement; and (iii) the injury is not caused in
any way by Investigator's or associated staff’'s or
Institution’s or its trustees’, officers’, agents’ or
employees’ negligence, willful misconduct or failure
to adhere to the Protocol or the terms and conditions
of this Agreement. The Sponsor shall not be
obligated to pay for the treatment of medical
complications that are a part of the natural course of
the primary disease. No other compensation of any
type shall be provided by the Sponsor to any Study
subject with respect to any injury. The Institution
shall promptly notify the Sponsor and PSI of any
such apparent impending need for treatment or such
treatment.
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vypofadani provedeno bez souhlasu odskodnujici
Smluvni strany. OdS8kodfiovand osoba a jeji
zameéstnanci jsou s ohledem na Narok povinni na
Zadost a naklady odS8kodrujici Smluvni strany
poskytnout odskodfujici Smluvni strané a jejim
pravnim zastupclim uplné informace a odpovidajici
soucinnost.

7.4. Pojisténi
Zadavatel uzavie a bude udrZovat v platnosti
povinné pojisténi klinického hodnoceni v souladu

s Platnymi regulaénimi pozadavky.

7.5. Ujma Subjektu hodnoceni

Zadavatel se zavazuje, aniz by pfiznal provinéni,
uhradit veSkeré odpovidajici zdravotni vydaje
vynalozené v dusledku nezbytného Iékafského
o8etfeni v pfipadé ujmy, které nejsou hrazeny
zdravotnim pojisténim Subjektu hodnoceni ani jinym
zpusobem z vefejného rozpoctu za predpokladu, ze
(i) Subjekt hodnoceni byl zafazen do Studie
v souladu s Protokolem; (i) uUjma je pfimym
disledkem podani Studijniho Iéku v souladu
s Protokolem a touto Smlouvou nebo vyzkumnych
procedur vyZzadovanych a provedenych v souladu
s Protokolem a touto Smlouvou a (iii) Ujma nebyla
nijak zplsobena nedbalosti, umysinym pochybenim
¢i nedodrZzenim Protokolu nebo podminek této
Smlouvy ze strany Hlavniho zkou$ejiciho nebo jeho
spolupracovnikli nebo Zdravotnického zafizeni ¢i
jeho  spravcu, funkcionaru,
zaméstnancu. Zadavatel nema povinnost hradit
IéCbu zdravotnich komplikaci, které jsou projevem
pfirozeného postupu primarniho onemocnéni.
S ohledem na Ujmu nebude Zadavatel poskytovat
Zadnou dalsi kompenzaci Zzadnému Subjektu
hodnoceni. Zdravotnické zafizeni je povinno
promptné informovat Zadavatele a PSI o vSech
téchto zjevnych nadchazejicich potfebach IéEby
nebo o takové lécbé.

zmocnéncl  Ci
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7.6. Limitation of Liability

EXCEPT FOR LIABILITIES ARISING FROM A
BREACH OF SECTION 3 OR A PARTY'S
INDEMNIFICATION OBLIGATIONS IN SECTION 7,
IN NO EVENT SHALL EITHER PARTY BE LIABLE
TO THE OTHER PARTY OR ANY THIRD PARTY
FOR ANY SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES ARISING OUT OF
OR RELATING TO THIS AGREEMENT, OR THE
SUBJECT MATTER HEREOF, HOWEVER
CAUSED AND WHETHER SUCH CLAIM IS BASED
IN CONTRACT, TORT (INCLUDING NEGLIGENCE
AND STRICT LIABILITY) OR OTHERWISE, EVEN
IF AN AUTHORIZED REPRESENTATIVE OF
SPONSOR IS ADVISED OF THE POSSIBILITY OF
SUCH DAMAGES.

8. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

8.1. Regulatory Inspections

a) The Institution shall permit any regulatory,
governmental or law agency (including without
limitation the EMA and the US FDA) to conduct
inspections of the Institution’s facilities with respect
to the Study as they may request and shall
cooperate with such government agency and such
other regulatory authorities with respect to the
inspections and any matters concerning the Study.
The Institution shall promptly notify Sponsor of any
inspection or investigation relating to the Study by
any regulatory, governmental or law agency
(including without limitation the EMA and the US
FDA) which they become aware of, subject to the
Applicable Regulatory Requirements. PSI, the
Sponsor and/or their representatives shall have the
right to attend and/or participate in any such
inspection or investigation, subject to the Applicable
Regulatory Requirements. To the extent allowed by
Applicable Regulatory Requirements, the Institution
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7.6. Omezeni odpovédnosti

S VYJIMKOU ZAVAZKU VZNIKLYCH
V DUSLEDKU PORUSENIi ODDILU 3 NEBO
POVINNOSTI ODSKODNENI NEKTERE SMLUVNI
STRANY STANOVENYCH V ODDILE 7 NESMI
BYT ZADNA SMLUVNI STRANA ZA ZADNYCH
OKOLNOSTI ODPOVEDNA DRUHE STRANE ANI
ZADNE TRETI STRANE ZA ZADNE ZVLASTNI,
NAHODILE ANI NASLEDNE SKODY VYPLYVAJICI
ZTETO SMLOUVY NEBO VZNIKLE
V SOUVISLOSTI SNi  NEBO S JEJIM
PREDMETEM, AT JIZ BYLY ZPUSOBENY
JAKYMKOLI ZPUSOBEM A TENTO NAROK SE
ZAKLADA NA SMLOUVE, PRECINU (VCETNE
NEDBALOSTI A STRIKTNi ODPOVEDNOSTI)
NEBO JINAK, A TO | KDYZ OPRAVNENY
ZASTUPCE ZADAVATELE BUDE POUCEN O
MOZNOSTI VZNIKU TECHTO SKOD.

8. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

8.1. Regulaéni kontroly

a) Zdravotnické zafizeni je povinno umoznit
v8em regulacnim, statnim nebo pravnim agenturam
(zejména EMA a americké FDA) provést inspekci
zafizeni Zdravotnického zafizeni tykajici se Studie
a spolupracovat se statni agenturou a dalSimi
regulacnimi agenturami s ohledem na inspekci a
zélezitosti tykajici se Studie. S vyhradou Platnych
regulacénich pozadavkl je Zdravotnické zafizeni
povinno neprodlené oznamit Zadavateli kazdou
regulaéni kontrolu nebo Setfeni tykajici se Studie,
kterou provadi regulaéni, statni Urfad nebo pravni
agentura (zejména EMA a americka FDA) a o niz se
dozvi. S vyhradou Platnych regulaénich pozadavki
budou mit PSI, Zadavatel a/nebo jejich zastupci
pravo byt pfitomni u takovych kontrol a Setfeni
a/nebo se na nich podilet. V rozsahu povoleném
Platnymi regulaénimi pozadavky je Zdravotnické
zarizeni povinno poskytnout Zadavateli kopie vSech
relevantnich informaci a dokumentace vydané
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shall provide the Sponsor with copies of all pertinent
information and documentation issued by or to any
regulatory, governmental or law agency in
connection with such inspection(s).

b)  Before the Institution submits any materials or
information to an agency in connection with an
inspection or investigation related to the Study,
Sponsor shall have the right to review, provide
and/or comment on any such materials and/or
information. The Institution shall: (i) cooperate with
any regulatory agency; (ii)comply with the
reasonable requirements of any inspection; and
(iii) ensure it, the Investigator and Study Personnel
are available to explain and discuss any Records
(defined below) and documentation related to the
Study.

8.2. Audit and Monitoring Visits by PSI and the

Sponsor

The Institution shall cooperate and ensure that the
Investigator cooperates with PSI, the Sponsor and
their representatives for the performance of Study
monitoring and audits during normal business hours
and with reasonable frequency and prior notice. In
particular, PSI, the Sponsor and their
representative(s) may (i) inspect and examine the
Institution’s facilities at which the Study is being
conducted; (ii) inspect and copy the Records; and (iii)
verify the Institution’s compliance with the terms and
conditions of this Agreement and the Protocol.

8.3. Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all Study
Data, including Study results, CRFs, documentation
regarding Study Drug and Study Supplies handling,
including accountability records, relevant source
documents, any other essential documents and
materials, as required by the Protocol, the Applicable
Regulatory Requirements, and the Sponsor’s
instructions (collectively the "Records"). The
Institution shall keep all the Records in a safe and

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022

[Nemocnice Slany]

regulacni, statni nebo pravni agenturou nebo
poskytnuté regulacni, statni nebo pravni agenture
v souvislosti s inspekci nebo Setfenim.

b) Zadavatel bude mit pravo revidovat,
poskytovat a/nebo komentovat tyto materialy
a/nebo informace predtim, nez je Zdravotnické
zafizeni poskytne regulaCnimu Gfadu v souvislosti
s inspekci nebo Setfenim souvisejicim se Studii.
Zdravotnické zafizeni je povinno: (i) spolupracovat
s regulaénim ufadem, (ii) dodrzovat odpovidajici
pozadavky inspektord a (iii) zajistit, aby Hlavni
zkousejici a Studijni personal byli k dispozici pro
vysvétleni a  diskusi ohledné  Zaznamu
(definovanych nize) a dokumentace souvisejici se
Studii.

8.2. Audit a monitorovani
a Zadavatelem

provadéné PSI

Zdravotnické zafizeni je povinno béhem bézné
pracovni doby a s pfiméfenou frekvenci a po
pfedchozim spolupracovat s PSI,
Zadavatelem a jejich zastupci pfi monitorovani
Studie a pfi auditech a zajistit spolupraci Hlavniho
zkouSejiciho. PSI, Zadavatel a jejich zastupci
zejména mohou (i) provadét inspekci a Setfeni
v zafizenich Zdravotnického zafizeni, v nichz se
provadi Studie, (ii) kontrolovat a kopirovat Zaznamy
a (iii) ovéfovat soulad Zdravotnického zafizeni
s podminkami této Smlouvy a Protokolu.

oznameni

8.3. Zaznamy

Zdravotnické zafizeni a Hlavni zkouS$ejici povedou
pfesné, uplné a aktualni zaznamy o vSech Studijnich
Udajich, které budou zahrnovat veSkeré Studijni
Udaje vcetné Studijnich vysledk(l, Zaznamy subjekt
hodnoceni, dokumentaci k nakladani se Studijnim
lékem a Studijnim materidlem vc€etné evidence,
pfislusné zdrojové dokumenty a jakékoli dalSi
nezbytné dokumenty nebo materialy dle pozadavki
Protokolu, Platnych regulaénich pozadavkd a
pokynu Zadavatele (dale jen souhrnné ,Zaznamy").
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secure location for the period required by the
Applicable Regulatory Requirements or for a period
of twenty-five (25) years following the completion of
the Study, whichever term is longer. The Institution
may destroy the Records at the end of the Records
keeping period on the condition that the Institution
sends written notice to the Sponsor at least sixty (60)
days prior to the date deletion/disposal will occur,
and, if requested by the Sponsor, cooperates with
the Sponsor in: (i) extending the Records keeping
period; or (ii) shipping the Records to another facility
for storage, at the Sponsor’s reasonable expense.

9. TERMINATION AND SUSPENSION

9.1. Term

The term of this Agreement shall commence on the
last date of signature by the Parties. Unless
terminated earlier in accordance with this Section 9,
this Agreement shall remain in effect until the Study
closeout visit at the Institution.

9.2. Termination by the Sponsor

The Sponsor may terminate this Agreement (i) for
any reason upon thirty (30) calendar days written
notice to Institution or (ii) with immediate effect upon
written notice to Institution if the Investigator
withdraws from, or is otherwise unable to complete,
his/her responsibilities under this Agreement for any
reason, and the Institution and the Sponsor are
unable to jointly agree upon a successor as
described in Section 1.3.

9.3. Termination by the Institution

The Institution may terminate this Agreement with
immediate effect: (i)if the Sponsor materially
breaches this Agreement and fails to cure such
breach within thirty (30) calendar days from the

[Nemocnice Slany]

Zdravotnické zafizeni je povinno uchovavat
Zaznamy na bezpe€ném a zabezpefenim misté po
dobu poZzadovanou Platnymi regulaénimi poZzadavky
nebo po dobu dvaceti péti (25) let od dokoncéeni
Studie podle toho, ktera doba bude delsi.
Zdravotnické zafizeni smi Zaznamy po uplynuti lhdty
pro uchovavani Zaznamu zlikvidovat za podminky,

ze Zdravotnické zarizeni zaSle Zadavateli oznameni

alespon Sedesat (60) dn0 pred datem
vymazani/likvidace Zaznamd a na Zzadost
Zadavatele snim bude spolupracovat na

(i) prodlouzeni Ihity pro uchovavani Zaznamu nebo
(i) na zaslani Zaznam( do jiného zafizeni, kde
budou uloZzeny, a to na pfiméfené naklady
Zadavatele.

9. UKONCENI A POZASTAVENI

9.1. Doba trvani

Tato Smlouva zac¢ina platit k datu jejiho podpisu
posledni ze Smluvnich stran. Pokud nebude tato
Smlouva ukonéena pfedCasné dle Oddilu 9, bude
ucinna do vykonani zavéreCné navstévy ve
Zdravotnickém zafizeni.

9.2. Ukonceni Zadavatelem

Zadavatel smi ukoncit tuto Smlouvu (i) z jakéhokoli
dlvodu po pisemném oznameni s vypovédni Ihiitou
tficeti (30) kalendafnich dnd, nebo (ii) s okamzitou
ucinnosti po pisemném oznameni Zdravotnickému
zarizeni, pokud Hlavni zkou$ejici odstoupi od této
Smlouvy, nebo pokud nebude z jakéhokoli jiného
didvodu schopen dostat svym povinnostem
vyplyvajicim pro néj z této Smlouvy, a Zdravotnické
zafizeni a Zadavatel nebudou schopni se spolu
dohodnout na nastupci v souladu s Oddilem 1.3.

9.3. Ukonéeni ze strany Zdravotnického zafizeni

Zdravotnické zafizeni smi ukoncCit tuto Smlouvu
s okamzitou Gcinnosti: (i) pokud Zadavatel
podstatné porusuje tuto Smlouvu a toto poruseni
nenapravi do tficeti (30) kalendafnich dnG od
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receipt of written notice; or (ii) if the Institution and/or
the Investigator in good faith believe that the
continuation of the Study presents an unreasonable
medical risk to the Study subjects

9.4. Effects of Termination

a) In the event of termination of this Agreement,
for any reason, the Investigator shall (i) notify the
ethics committee that the Study has been
terminated (if ethics committee approval was
obtained for such Study); (ii) cease enrolling further
subjects in the Study; (iii) cease treating Study
subjects according to the Protocol, to the extent it is
medically permissible and appropriate; and (iv)
terminate as soon as practicable, but in no event
more than thirty (30) days after the effective date of
termination, all other Study activities; provided
however, that upon the Sponsor's request, the
Institution and the Investigator shall continue to
collect Study subject data and prepare and complete
CRFs for subjects treated in the Study prior to
Within ninety (90) days after the
effective date of any termination or expiration of this
Agreement, Investigator and Institution shall provide
to Sponsor all Study Data and shall return to
Sponsor all Confidential Information, provided that
the Institution may retain one (1) copy of the Study
Data and the Confidential Information solely for legal
compliance purposes.

termination.

b) The Sponsor shall remain liable for any
payments earned pursuant to the Attachment 1 —
Financial Arrangements for Services provided prior
to the effective date of termination or, to the extent
requested by Sponsor pursuant to this Section 9.4,
within ninety (90) days thereafter, in compliance with
the_terms of this Agreement. Sponsor agrees to
reimburse Institution for reasonable non-cancelable
obligations properly incurred for the Study by
Institution prior to the effective date of termination;
provided that such amounts are not in excess of the
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obdrzeni pisemného oznameni; nebo (ii) pokud je
Zdravotnické zafizeni nebo Hlavni zkouSejici
v dobré vife prfesvédéen, Ze pokracovani Studie
predstavuje pro Subjekty hodnoceni nepfiméfené
zdravotni riziko.

9.4. Uginky ukonéeni

a) V pfipadé ukonceni této Smlouvy z jakéhokoli
ddvodu Hlavni zkouS$ejici povinnost (i)
informovat etické komise o ukonéeni Studie (pokud
byl pro tuto Studii ziskan souhlas etické komise); (ii)
ukongit nabor dalSich subjektt do Studie; (iii) ukongit
Ié¢bu Subjektd hodnoceni dle Protokolu v rozsahu,
vnémz je to zlékafského hlediska pFipustné a
vhodné a (iv) ukonéit vSechny Studijni aktivity,
jakmile to bude proveditelné, nejpozdéji vdak do
tficeti (30) dnd od data nabyti ucinnosti ukonceni, a
to vSak za pfedpokladu, ze Zdravotnické zafizeni a
Hlavni zkou$ejici jsou povinni na Zadost Zadavatele
pokratovat ve shromazdovani u(dajii Subjektd
hodnoceni a pfipravit a vyplnit CRF pro subjekty
|éCené ve Studii pfed ukonéenim. Zdravotnické
zafizeni a Hlavni zkouS$ejici jsou povinni poskytnout
Zadavateli veSkeré Studijni idaje béhem devadesati
(90) dnli od data nabyti ucinnosti ukonéeni nebo
vyprSeni této Smlouvy a vratit Zadavateli veSkeré
Davérné informace za predpokladu, Zze si
Zdravotnické zafizeni smi ponechat jednu (1) kopii
Studijnich udaju a Davérnych informaci vyhradné
pro ucely zachovani souladu s platnymi zakony.

ma

b) Zadavatel zUstava odpovédny za veSkeré
platby, které maji byt uhrazeny dle Pfilohy 1 —
FinanCnich ujednani za Sluzby poskytnuté pfed
datem nabyti u€innosti ukon&eni, nebo v rozsahu
pozadovaném Zadavatelem dle tohoto Oddilu 9.4
béhem devadesati (90) dnli v souladu s podminkami
této Smlouvy. Zadavatel se zavazuje uhradit
Zdravotnickému zafizeni odpovidajici nezrusSitelné
finanéni z&vazky Fadné vytvofené Zdravotnickym
zarizenim pro UcCely Studie pfed datem nabyti
u€innosti ukongeni za predpokladu, Ze tyto Castky
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budget attached to Attachment 1 — Financial

Arrangements.

9.5. Surviving Clauses

The termination or expiration of this Agreement shall
not relieve any Party of its obligation to the other with
respect to the following provisions: Section 1.5 b)
and c) [Study Drug and Study Supplies], Section 1.8
[Financial Disclosure], Section 3 [Confidentiality],
Section 4 [Personal Data], Section 5 [Intellectual
Property], Section 6 [Publication], Section 7
[Liability, Subject Injury and Indemnification Claims],
Section 8 [Inspections, Audits, Monitoring and
Record Keeping], Section9.4 [Effects of
Termination], 9.5 [Surviving Clauses], Section 10 d)
[Non-Debarment and Anti-Corruption], Section 11
[Miscellaneous] and Section 12 [Applicable Law and
Place of Jurisdiction].

10. NON-DEBARMENT
CORRUPTION

AND ANTI-

a) The Institution represents and warrants that
neither it nor the Investigator and nor any of the
Study Personnel have been and will be Debarred
and that they will not make use of, nor otherwise
involve any Debarred person or organization in the
Study. For the purposes of this Agreement,
‘Debarred” means disqualified, excluded or
suspended from participation in clinical research by
any competent authority, including the US FDA.

b) The Institution shall not, either directly,
indirectly or through any third party: (i) make or
promise to make or receive any payment or
(i) provide, transfer or receive anything of value for
the purpose of: (a) unduly inducing or influencing
any person to do or refrain from doing any official
act; (b) attempting to improperly gain or maintain
any business; or (c)securing any improper
advantage.

[Nemocnice Slany]

nepiekracuji rozpocet pfilozeny k Pfiloze 1 -
Finanénim ujednénim.

9.5. Platnost po ukonceni

Ukonc€eni nebo vyprdeni této Smlouvy nezbavuje
zadnou ze Smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
ustanoveni: Oddil 1.5 b) a c¢) [Studijni Iék a Studijni
material], Oddil 1.8 [Majetkové pfiznani], Oddil 3
[Davérnost], Oddil 4 [Osobni udaje], Oddil 5
[DuSevni vlastnictvi], Oddil 6 [Publikace], Oddil 7
[Zavazky, ujma subjektu hodnoceni a odSkodnéni
narokl], Oddil 8 [Kontroly, audity, monitorovani a
zaznamy], Oddil 9.4 [Uginky ukong&eni], Oddil 9.5
[Platnost po ukongeni], Oddil 10 d) [Nevylougeni a
protikorupéni ustanoveni], Oddil 11 [Razné], Oddil
12 [Platné zakony a soudni pfisluSnost].

10. NEVYLOUCENI A PROTIKORUPCNI

USTANOVENI

a)  Zdravotnické zafizeni prohlaSuje a zarucuje,
Ze jemu ani Hlavnimu zkouS$ejicimu ¢&i Zzadnému
Clenovi Studijnimu personalu nebyla a nebude
zakazana ucast v klinickém vyzkumu a Zze nepouzije
ani do Studie jinak nezapoji Zzadnou osobu ani
organizaci, které byla zakazana ucast na klinickém
vyzkumu. Pro ucely této Smlouvy zahrnuje termin
.zakazat® i vyznam vyloudit z ucasti v klinickém
vyzkumu, zabranit v UCasti nebo pozastavit ucast
v klinickém vyzkumu pfisluSnymi ufady, zejména
americkou FDA.

b)  Zdravotnické zafizeni nebude pfimo, nepfimo
ani prostfednictvim tfeti strany (i) platit nebo
slibovat, ze zaplati, pfijimat zadné &astky ani (ii)
poskytovat, prevadét &i pfijimat Zadné cenné
predméty za ucelem (a) nepatficného presveédceni
¢i ovlivnéni jakékoli osoby, aby jednala nebo naopak
nejednala urcitym zplsobem, (b) pokusu o ziskani
nebo udrzeni obchodni pfileZitosti, nebo (c) zajisténi
necestné vyhody.
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c) The Institution represents and warrants that
neither it, nor the Investigator and nor the Study
Personnel have been convicted of any act of bribery
or any other crime of unethical business conduct
and that it will not involve in the Study any person
convicted of bribery or any crime related to unethical
business conduct.

d) The Institution shall promptly notify the
Sponsor and PSI if it becomes aware of any
activities or circumstances, which may constitute or
lead to a violation of this Section and shall stop
utilizing the services of any person or organization
subject to any investigation about non-compliance
with this Section.

11. MISCELLANEOUS

a) The Institution represents that it is authorized
to enter into this Agreement under the Applicable
Regulatory Requirements and the internal rules of
the Institution.

b) The Institution may not assign or subcontract
any rights or obligations under this Agreement
without the prior written consent of the Sponsor.
Even if the Sponsor authorizes assignment or
subcontracting, the Institution remains fully
responsible and liable for the performance of the
assigned or subcontracted obligations.

c) If there is a discrepancy between the English
and the Czech versions of this Agreement, the
Parties agree to use good faith efforts to determine
the intention of the Parties by considering both
versions. In case a discrepancy cannot be resolved
by such interpretation, the Czech version shall
prevail.

d) If any provision(s) of this Agreement shall be
declared invalid by a court of competent jurisdiction,
such determination shall not affect the remaining
provisions of this Agreement, which shall remain in
full force and effect. The Parties hereto shall,

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022
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c)  Zdravotnické zafizeni prohlasuje a zarucuje
se, Ze ani Zdravotnické =zafizeni ani Hlavni
zkousejici €i Studijni personal nebyli obvinéni
z 7zadného uplatku ani jiného trestného ¢inu
neetického obchodu a Ze do Studie nezapoji osobu
obvinénou zuplatku nebo trestného Cinu
souvisejiciho s neetickym obchodem.

d)  Zdravotnické zafizeni je povinno promptné
uvédomit Zadavatele a PSI, pokud se dozvi o
¢innostech nebo okolnostech, které by mohly
predstavovat nebo vést k poruseni tohoto Oddilu a
je povinno ukoncit uzZivani sluzeb kterékoli osoby
nebo organizace podléhajici vySetfovani
nedodrzZeni tohoto Oddilu.

11. RUZNE

a) Zdravotnické zafizeni prohlasSuje, Ze je
opravnéno uzavfiit tuto Smlouvu dle Platnych
regulacnich pozadavk(h a internich predpisl
Zdravotnického zafizeni.

b)  Zdravotnické zafizeni nesmi postoupit sva
prava nebo angaZovat subkontrahenty na plnéni
svych povinnosti vyplyvajicich z této Smlouvy bez
pfedchoziho pisemného souhlasu Zadavatele. |
v pfipadé, Ze Zadavatel schvali delegovani C¢&i
angazovani subkontrahentl, zUstava Zdravotnické
zafizeni plné odpovédné za pInéni veSkerych
delegovanych povinnosti i povinnosti, na jejichz
plnéni byli angaZzovani subkontrahenti.

c) V pfipadé rozporu mezi anglickou a ¢eskou
verzi této Smlouvy bude skute&ny umysl smluvnich
stran stanoven vykladem obou verzi v dobré vife.
V pfipadé, Ze rozpor nebude mozné vyfesit
takovymto vykladem, pfevaZuje verze Ceska.

d)  Pokud bude nékteré ustanoveni této Smlouvy
prohlaseno za neplatné soudem pfisludné jurisdikce,
nebude mit toto rozhodnuti vliv na zbyvajici
ustanoveni této Smlouvy a tato zbyvajici ustanoveni
zustavaji v pIné platnosti a 4€innosti. Smluvni strany
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however, attempt to replace the provision(s)
declared invalid as aforesaid with legally valid
provision(s), which reflect(s) the same purpose of
the invalid provision(s) to the greatest extent
possible.

e) This Agreement is entered into between the
Parties hereto on principal to principal basis. Nothing
contained in this Agreement shall be construed to
imply a joint venture, employment, partnership, or
principal agent relationship  between the
Institution/Investigator and Sponsor; and no Party
hereto by virtue of this Agreement shall have the
right, power or authority to act or create any
obligation, express or implied, on behalf of any other
Party.

f) The parties acknowledge that Act No.
340/2015 Coll., on the Contract register (the “Act on
the Contract Register”) obliges the Institution to
publish this Agreement. PSI| shall prepare a
machine-readable electronic format of this
Agreement which will blind out sensitive information
in compliance with Section 3 Subsection 1 of the Act
on the Contract Register and send it to the Institution
for publication. Once the Institution publishes the
Agreement, the Institution shall inform PSI of the
publication via the PSI data box with identifier:

B ¢ by email sent to:
. The Act on the Contract

Register also obliges the Institution to publish the
estimated value of this Agreement. The parties
agree that this amount shall be defined as EUR 5
900.

12. APPLICABLE LAW AND PLACE OF
JURISDICTION

a) This Agreement shall be governed by the laws
of the Czech Republic, without regard to its conflict
of law principles.

[Nemocnice Slany]

se v8ak pokusi nahradit ustanoveni prohlasené
za neplatné ustanovenim platnym, které pini stejny
ucCel jako neplatné ustanoveni v co nejvétSim
mozném rozsahu.

e) Smluvni strany uzaviraji tuto Smlouvu na
zakladé rovnosti postaveni stran. Na zakladé zadné
skute€nosti obsazené v této Smlouvé neni mozné
interpretovat Zdravotnickym
zafizenim/Hlavnim zkouSejicim a Zadavatelem jako
spoleCny  podnik, zaméstnance a
zaméstnavatele, partnerstvi nebo vztah nadfizeného
a podfizeného a zaroven zadné ze Smluvnich stran
nezaklada tato Smlouva pravo, pravomoc nebo
opravnéni vykonavat nebo vytvafet jménem
ostatnich stran jakékoli povinnosti, at' jiZ vyslovné i
nepfimo.

vztah mezi

vztah

f) Smluvni strany berou na védomi, Ze
Zdravotnické zafizeni je povinno uvefejnit tuto
Smlouvu v souladu se zdkonem €. 340/2015 Sb., o
registru smluv (dale jen ,zakon o registru smluv®).
PSI pfipravi strojové Citelnou verzi
v elektronickém formatu se znecitelnénymi citlivymi
udaji v souladu s ustanovenim § 3 odst. 1 zakona o
registru smluv a za$le ji Zdravotnickému zafizeni k
uvefejnéni. Zdravotnické zafizeni bude PSI
informovat o uvefejnéni Smlouvy prostfednictvim
datové schranky PSI s identifikatorem: | N 2
adresy: [N
Zdravotnické zafizeni je povinno na zakladé zakona
o registru smluv rovnéz uvefejnit pfedpokladané
celkové finanéni plnéni poskytnuté na zakladé této
Smlouvy. Smluvni strany se dohodly, Ze jde o ¢astku
5900 Euro.

Smlouvy

emailové

12. PLATNE ZAKONY A SOUDNI

PRISLUSNOST

a) Tato Smlouva se fidi a vyklada podle platnych
zékond Ceské republiky bez ohledu na kolizni
ustanoveni.

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022
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b) All disputes arising out of this Agreement shall
be subject to the exclusive jurisdiction and venue of
the competent courts located in the Czech Republic.
In case of disputes falling within the competency of
regional courts, the Parties stipulate the exclusive
jurisdiction of the Municipal Court in Prague.

[SIGNATURE PAGE TO FOLLOW]

CTA Template, Czech Republic, 19-AUG-2021
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b) Veskeré spory vzniklé v souvislosti s touto
Smlouvou budou pfedloZeny k feSeni vyhradné
soudim pfisluéné jurisdikce v Ceské republice.
V pfipadé sporl spadajicich do kompetence
krajskych soudu, uréuji Smluvni strany za soud
s vyhradni jurisdikci Méstsky soud v Praze.

[NASLEDUJE PODPISOVA STRANA]
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By signing below, each Party hereby accepts and
agrees to the above terms and conditions. This
Agreement has been executed in two originals, one
for each Party.

[Nemocnice Slany]

PFipojenim podpisu nize kazda ze Smluvnich stran
pfijima a souhlasi s vy$e uvedenymi podminkami.

Tato Smlouva byla podepsana ve dvou
vyhotovenich, po jednom pro kazdou Smluvni

stranu.

The Institution | Zdravotnické zafizeni: Nemocnice Slany

Name | Jméno: MUDr. Stépan Votosek
Title | Pozice: Director | Reditel

Dated | Datum:

The Sponsor/Zadavatel: Ventyx Biosciences, Inc.

(signed by PSI Czech Republic s.r.o. in the name of the Sponsor, based on a power of attorney/podepsala PSI Czech Republic

s.r.o. jménem Zadavatele, na zakladé piné moci))

|
Name | Jméno: I
Title | Pozice: I

Dated | Datum:

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022

@ :
Name | Jméno: I
Title | Pozice: I

Dated | Datum:
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ATTACHMENT 1
FINANCIAL ARRANGEMENTS

1. FEES

a) The compensation to be paid under this
Agreement is defined in the Annex to the Financial
Arrangements attached hereto.

b) All amounts defined in these Financial
Arrangements are exclusive of VAT, which will be
added, if applicable.

2. INVOICING

a) For the fees where the invoicing process is
initiated by the Sponsor through PSI, the Sponsor
shall ensure that PSI sends quarterly overviews to
the Institution, setting out the amounts earned by
the Institution, based on the Study visits and Study
procedures completed and the Study data reported
in compliance with this Agreement (each a
“Quarterly Overview”). If the Institution agrees
with the Quarterly Overview, the Institution shall
issue an invoice for the amount indicated in the
Quarterly Overview, converted into CZK, using the
conversion rate of Czech National Bank on the date
of invoicing.

b) For the fees where the invoicing process is
initiated by the Institution, the Institution shall
invoice these items not later than thirty (30) days
after they become invoiceable, converted as
described above.

c) The Institution’s invoice shall comply with tax
requirements and indicate the Protocol number.
The Institution shall issue the final invoice not later
than thirty (30) days after the closeout visit to the
Institution.

d) All invoices shall be addressed and sent to
PSI at the following address:

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022
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PRILOHA 1
FINANCNi UJEDNANI

1. POPLATKY

a) Kompenzaci, ktera ma byt na zakladé této
Smlouvy vyplacena, stanovuje niZe pfipojena
Pfiloha k Finan¢nim ujednanim.

b) VSechny  &astky stanovené v téchto
Finan¢nich ujednanich jsou bez DPH, ktera bude
pfipadné pfipocitana.

2. FAKTURACE

a) V pfipadé poplatka, u kterych fakturacni
proces iniciuje Zadavatel prostfednictvim PSI, je
Zadavatel povinen zajistit, aby PSI zaslala ¢tvrtletni
prehledy Zdravotnickému zafizeni, v nichZ budou
uvedeny castky pfipadajici Zdravotnickému
zarizeni na zakladé provedenych Studijnich
navstév a Studijnich procedur a odevzdanych
Studijnich udajl v souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled”). Pokud Zdravotnické zafizeni
se Ctvrtletnim prehledem souhlasi, vystavi fakturu
na &astku uvedenou ve Ctvrtletnim prehledu,
prevedenou na K& za pouziti kurzu CNB ke dni
vystaveni faktury.

b) V pfipadé poplatka, u kterych fakturacni
proces iniciuje Zdravotnické zafizeni, vystavuje
Zdravotnické zafizeni fakturu na tyto polozky
nejpozdéji tficet (30) dnd od okamziku, kdy se
stanou fakturovatelnymi, prevedené dle vySe
uvedeného popisu.

c) Faktury Zdravotnického zafizeni museji
splfiovat dafiové pozadavky a uvadét Cd&islo
Protokolu. Kone€nou fakturu vystavi Zdravotnické
zafizeni nejpozdéji tficet (30) dnli od zavérecné
navstévy Zdravotnického zafizeni.

d) VeSkeré faktury budou adresovany a
zasilany PSI na nize uvedenou adresu:
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PSI CRO Czech Republic s.r.o.

Email: I

3. PAYMENTS

a) The Sponsor shall ensure that PSI makes
the payments in CZK within thirty (30) days after
receipt of the undisputed invoice.

b) The Sponsor will
payments to bank accounts located in the country
where the services under this Agreement have

been performed.

only accept making

c) The Sponsor shall be entitled to withhold the
last payment untii the Investigator has
appropriately answered all data clarification
requests, all Study Supplies and/or Study Drug has
been returned/destroyed as per the Sponsor or PSI
instructions, and the Sponsor or PSI has performed
a closeout visit to the Institution.

CTA Template, Czech Republic, 19-AUG-2021
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PSI CRO Czech Republic s.r.o.
Email: I

3. PLATBY

a) Zadavatel je povinen zajistit, aby PSI
provedla platby v K¢ do tficeti (30) dnt od obdrzeni
nesporné faktury.

b) Zadavatel povoluje zasilani plateb pouze na
bankovni uc€ty nachazejici se v zemi, kde byly
sluzby na zakladé této Smlouvy poskytovany.

c) Zadavatel m& pravo pozdrzet posledni
platbu, dokud Hlavni zkouS$ejici nalezité nezodpovi
veSkeré zadosti o objasnéni udajl, nedojde k
vraceni/likvidaci veskerého Studijniho materialu
a/nebo Studijniho Iéku dle pokynl Zadavatele
nebo PS|I a Zadavatel nebo PSI nevykona
zavére€nou navstévu ve Zdravotnickém zafizeni.
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ANNEX TO THE FINANCIAL ARRANGEMENT

This Annex defines the compensation to be paid under the Agreement.

The column "Invoice initiated by" indicates if the payment of the
particular fee will be initiated by PSI via a Quarterly Overview or by the
Institution via an invoice.

1. Per Visit Fees

The per visit fees shall be calculated in accordance with the below table
based on (i) the number of Study subjects and (ii) the number of visits
performed and completed CRF sections and verified by a PSI monitor
with respect to these Study subjects in compliance with the Agreement.
Payment for the 1st randomized Study subject will be done according
Table No. 1. Payment for 2" and each subsequent Study subject will
be done according Table No. 2. After randomization of 2" Study
subject, the difference between Table No. 2 and Table No. 1 will be paid
for the 1t randomized Study subject retrospectively. In case enroliment
is stopped by the Sponsor within 3 months after site activation, the
difference between Table No. 2 and Table No. 1 will be paid for the 1st
randomized Study subject retrospectively.

[Nemocnice Slany]

PRILOHA K FINANCNiM UJEDNANIM

Touto Prilohou se definuje odména, ktera ma byt vyplacena dle
Smlouvy.

Sloupec nazvany "Fakturu inicioval" uvadi, zda platbu dané &astky
iniciuje PSI prostfednictvim Ctvrtletniho prehledu nebo Zdravotnické
zarizeni prostfednictvim faktury.

1. Poplatky za jednotlivé navstévy

Poplatky za jednotlivé navstévy budou vypocCitany podle nize uvedené
tabulky na zakladé (i) poctu Subjektd hodnoceni a (ii) poctu
uskuteénénych navstév a vyplnénych oddild CRF ovéfenych monitorem
PSI s ohledem na uvedené Subjekty hodnoceni v souladu se Smlouvou.
Platba pro 1. randomizovany subjekt hodnoceni bude probihat dle
Tabulky 1. Platba za druhy a kazdy dalSi zrandomizovany subjekt
hodnoceni bude probihat dle Tabulky 2. Po randomizaci 2. subjektu
hodnoceni bude proplacen zpétné rozdil mezi platbou
za 1. randomizovany subjekt hodnoceni dle Tabulky 2 a Tabulky 1.
V pfipadé, Zze ze strany Zadavatele dojde k ukonceni naboru Subjektd
hodnoceni do 3 mésicl od aktivace Zdravotnického zafizeni, bude
Zdravotnickému zafizeni zpétné& proplacen rozdil mezi platbou
za 1. randomizovany subjekt hodnoceni dle Tabulky 2 a Tabulky 1.

Table No. 1 — Payment for first randomized Study subject / Tabulka €. 1 — Platby pro prvni randomizovany Subjekt hodnoceni

Double-Blind Induction Period/Dvojité zaslepena indukéni ¢ast studie

.....ﬂl

CTA Template, Czech Republic, 19-AUG-2021
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Maintenance Period/Udrzovaci ¢ast studie

[Nemocnice Slany]

OLE Year 1, Week 0 - Week 12/OLE Rok 1, Tyden 0 - 12

OLE Year 1, Week 16 - Week 40/OLE Rok 1, Tyden 16 - 40

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022

27/43

CONFIDENTIAL



VTX958-202
[Nemocnice Slany]

OLE Year 2/OLE Rok 2

OLE Year 3/OLE Rok 3

Table No. 2 — Payment for second and each subsequent randomized Study subject / Tabulka €. 2 — Platby pro druhy a kazdy dal$i randomizovany
Subjekt hodnoceni

Double-Blind Induction Period/Dvojité zaslepena indukéni ¢ast studie

1L}
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Maintenance Period/Udrzovaci ¢ast studie

OLE Year 1, Week 0 - Week 12/OLE Rok 1, Tyden 0 - 12

0 A1
i i i

OLE Year 1, Week 16 - Week 40/OLE Rok 1, Tyden 16 - 40
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OLE Year 2/OLE Rok 2

OLE Year 3/OLE Rok 3

2. Additional Procedural Fee/ 2. Dodatec¢né procedury

Further to the per visit fees, the following unscheduled and/or additional Dale budou vedle poplatki za jednotlivé navstévy uhrazeny nize

procedures or visits will be compensated upon occurrence. uvedené neplanované a/nebo dodatec¢né procedury &i navstévy po
'e"ich uskute€néni.
CTA Template, Czech Republic, 19-AUG-2021 30/43
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[Nemocnice Slany]

1
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[Nemocnice Slany]

*

3. Screen Failures

A Screen Failure shall be defined as a Study subject
who has signed an Informed Consent Form but could
not be included in the Study under the
inclusion/exclusion criteria or for other reasons.

Screen Failures will be reimbursed the cost of the
Screening visit per Table 1 above.

Payments will be made for up to an initial 3 Screen
Failures and for additional 1 SF for every 2 randomized
patients.

Additional Screen Failures may be reimbursed upon
prior written Sponsor approval.

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022

3. Neuspésny screening

Neuspé&Sny screening je definovan

jako Subjekt
hodnoceni, ktery podepsal Informovany souhlas, avSak

nemohl byt zafazen do Studie dle kritérii pro
ne/zarazeni nebo z jinych ddvodld. Za Neuspésny
screening budou uhrazeny naklady za Screeningovou
navstévu dle Tabulky 1 vySe. Uhrazeny budou
maximalné 3 inicialni NeuspésSné screeningy a dale
kazdy 1 SF za kazdé 2 randomizované subjekty
hodnoceni. DalSi NelUspé&3né screeningy mohou byt
uhrazeny po pFechozim pisemnym souhlasu
Zadavatele.
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4. Patient Reimbursement

PSI shall reimburse reasonable travel and meal expenses incurred by
Study subjects, where applicable as per the Informed Consent Form and
local regulations.
Evidence of costs and mode of transport, such as bus and train or taxi
receipts, as well as other supporting documentation, must be attached to
the Reimbursement Log indicating the Study subject number, the visit
number and date, travel details, type of transport.
1. PSI shall reimburse all reasonable expenses in connection with
subject's participation in this study in the amount of [l for each visit
(including travel-related expenses, accommodation, etc.). If the amount is
exceeded, all the exceeded costs of subject's participation in the study
will be reimbursed to the subject upon prior sponsor's approval, which is
required before the reimbursement and upon submitting the supportive
evidence of such costs
2. PSI shall reimburse all reasonable expenses resulting from the
colonoscopy performed on the subject during study visit in the amount of
. For the colonoscopy visit study subject may bring a person to
accompany. The escort will be reimbursed in the amount of .
Reimbursement of travel expenses shall be made through the
Investigator/ Institution/Vendor who shall reimburse the Study subject.

5. Administrative Fees

[Nemocnice Slany]

4. Cestovni nahrady pacientiim

PSI uhradi odpovidajici cestovni vydaje a vydaje za jidlo vzniklé
Subjektu hodnoceni v souladu s Informovanym souhlasem a lokalnimi
pfedpisy.

K Deniku nahrad (Reimbursement Log) musi byt pfipojeny doklady o
vynaloZenych nakladech a zplsobu dopravy, napf. autobusové nebo
vlakové jizdenky €i uctenky taxi sluzby a dalSi doklady a je tfeba uvést
Cislo Subjektu hodnoceni, Cislo a datum navstévy, podrobnosti cesty
a druh dopravy.

1. PSI je povinna uhradit veSkeré odpovidajici vydaje v souvislosti s
ucast subjektu ve studii ve vysi ﬂ za kazdou
navstévu (v€etné cestovnich vydaja, ubytovani atd.). V pfipadé
prekroeni této &astky, bude subjektu uhrazena celd &astka po
pfedchozim schvaleni zadavatelem. Toto schvaleni se vyZzaduje pfed
uhrazenim vydaju a po pfedani doklad( vydaju.

2. PSI je povinna uhradit veSkeré odpovidajici naklady spojené s
kolonoskopii, kterou subjekt podstoupi v ramci studijni navstévy ve
vySi — Na navétévu s kolonoskopii si subjekt smi
vzit doprovod, kterému bude téZ uhrazena &astka —
Nahrady cestovnich vydaji bude Subjektim hodnoceni vyplacet
Hlavni zkouSejici/Zdravotnické zafizeni/dodavatelska firma.

5. Administrativni poplatky

I i —
| e———

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022

34/43

CONFIDENTIAL



VTX958-202
[Nemocnice Slany]

CTA Template, Czech Republic, 19-AUG-2021 35/43
Approved, 03-Aug-2022
CONFIDENTIAL



VTX958-202

ATTACHMENT 2
DATA PROCESSING REQUIREMENTS
1. The Institution confirms that it has

knowledge of the Data Protection Laws and that
the Sponsor will be determining the purposes of
each Study and the means by which it is
conducted.

2. “Controller”, “Data Subject”, “Personal Data”,
“Personal Data Breach”, “Processing”,
“Processor”, and “Supervisory Authority” have the
meaning given to them in the GDPR.

3. The Institution agrees only to Process
Personal Data for and on behalf of the Sponsor in
accordance with the documented instructions of
the Sponsor and for the purpose of the Study and
to ensure the Sponsor’s compliance with the Data
Protection Laws. For the avoidance of doubt, the
Institution is prohibited from Processing Personal
Data for any other purpose.

4. The Institution’s Processing of Personal
Data, as a Processor of the Sponsor, shall be
governed by this Agreement, the Protocol and the
information given to the Study subjects, which set
out the subject matter, duration, nature and
purpose of the Processing, the type of Personal
Data and the categories of Data Subjects, the
rights and obligations of the Parties as well as the
rights of the Sponsor as Controller.

5. The Institution agrees to comply with the
obligations applicable to Processors described by
Article 28 GDPR, as well as those additional
obligations required by the Sponsor pursuant to
this Agreement, including but not limited to the
following:

a) implementing and maintaining appropriate
technical and organizational security
measures sufficient to comply at least with
the obligations imposed on the Sponsor as

CTA Template, Czech Republic, 19-AUG-2021
Approved, 03-Aug-2022
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PRILOHA 2
POZADAVKY NA ZPRACOVANI UDAJU

1. Zdravotnické zafizeni potvrzuje, Ze je znalé
ZakonU o ochrané udaju a Ze Zadavatel urci ucely
kazdé Studie a prostfedky, pomoci nichz bude
provedena.

2. Pojmy ,Spravce®, ,Subjekt udajd“, ,Osobni
udaje“, ,Poruseni ochrany osobnich udajd“,
LZpracovani‘, ,Zpracovatel® a ,DohliZejici organ®
maiji vyznam, ktery jim pfidéluje GDPR.

3. Zdravotnické  zafizeni se  zavazuje
zpracovavat pouze osobni udaje pro Zadavatele
ajeho jménem v souladu s pokyny Zadavatele
a pro ucely Studie a zajistit soulad se Zakony o
ochrané udaju ze strany Zadavatele. Za Ucelem
vyhnuti se pochybam je Zdravotnickému zafizeni
zakdzano zpracovavat osobni Udaje pro jakékoli
jiné Ucely.

4, Zpracovavani osobnich udaju
Zdravotnickym zafizenim jakozto Zadavatelovym
zpracovatelem se fidi touto Smlouvou, Protokolem
a informacemi poskytnutymi Subjektum
hodnoceni, které stanovuji pfedmét, délku, povahu
a ucel zpracovani, druh osobnich Udajl a kategorie
subjekt(l udajl, prava a povinnosti Smluvnich stran
a prava Zadavatele jakozto spravce udaj(.

5. Zdravotnické zafizeni se zavazuje plinit
povinnosti, které se vztahuji na zpracovatele a
které jsou popsany v Clanku 28 GDPR, jakoZ i
dal§i povinnosti, jejichz plnéni je pozadovano
Zadavatelem dle této Smlouvy, zejména pinéni
niZze uvedenych povinnosti:

a) zavést a udrzovat v platnosti vhodna
technicka a organizani bezpec&nostni
opatifeni dostaCujici alespori ke splnéni
povinnosti, které ma Zadavatel jakoZto
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b)

c)

d)

e)

a Controller by Article 28(1) GDPR, which
are annexed to this Attachment 2;

Processing Personal Data for and on behalf
of the Sponsor only in accordance with the
documented instructions of the Sponsor,
including with regard to transfers of
Personal Data to a third country or an
international organization. If the Institution is
required by law to otherwise Process the
Personal Data, the Institution shall notify
PSI and the Sponsor before undertaking the
Processing, or as soon as possible
thereafter, unless such notification is
prohibited on important grounds of public
interest in accordance with Article 28(3)(a)
GDPR,;

ensuring that Study Personnel authorized to
Process Personal Data have committed
themselves to confidentiality or are under an
appropriate  statutory  obligation of
confidentiality (Article 28(3)(b) GDPR);

taking all measures required by Article 32
GDPR in relation to the security of
Processing (Article 28(3)(c) GDPR);

subject to Section 4 below, complying with
the conditions described in Article 28(2) and
(4) GDPR for engaging another Processor
(Article 28(3)(d) GDPR);

taking into account the nature of the
Processing, assisting the Sponsor, by
appropriate technical and organizational
measures, insofar as this is possible, to
respond to requests for exercising Data
Subjects’ rights (Article 28(3)(e) GDPR). In
particular, the Institution shall inform PSI
immediately (and no later than within one
(1) working day) of any request received
from or on behalf of a Study subject (or any
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b)

c)

d)

e)

[Nemocnice Slany]

spravce udaju dle Clanku 28 odst. 1
nafizeni GDPR pfipojenych k této Pfiloze
2

zpracovavat osobni udaje pro a jménem
Zadavatele pouze na zakladé dolozenych
pokynu Zadavatele, zejména s ohledem
na predavani osobnich Udaju do tfetich
zemi nebo mezinarodni organizaci. Pokud
od Zdravotnického zakon
vyzaduje jiné zpracovani osobnich udaju,
ma Zdravotnické povinnost
uvédomit PSI a Zadavatele pred
zpracovanim udajl, nebo co nejdfive poté,
pokud vSak toto uvédomeéni neni zakazano
z dulezitych d0vod( vefejného zajmu
v souladu s Clankem 28 odst. 3 pism. a)
nafizeni GDPR,;

zarizeni

zarizeni

zajistit, aby se Studijni personal opravnény
zpracovavat osobni udaje zavazal Kk
mi&enlivosti, nebo aby byl vazan zakonnou
povinnosti mi&enlivosti (Clanek 28 odst. 3
pism. b) GDPR);

pfijmout veSkera opatfeni vyzadovana
Clankem 32 GDPR v souvislosti
s bezpeé&nosti zpracovavani udajt (Clanek
28 odst. 3 pism. ¢) GDPR);

s vyhradou Oddilu 4 nize byt v souladu
s podminkami popsanymi ve Clanku 28
odst. 2 a 4 GDPR pro angazovani
zpracovatele udaji (Clanek 28 odst. 3
pism. d) GDPR);

pfi ~ zohlednéni  povahy zpracovani
napomahat Zadavateli prostfednictvim
vhodnych technickych a organizacnich
opatfeni, pokud je to mozné, pfi reagovani
na zadosti o uplatnéni prav subjektt udaja
(Clanek 28 odst. 3 pism. e) nafizeni
GDPR). Zdravotnické zafizeni ma zejména
povinnost neprodlené informovat PSI
(nejpozdéji do jednoho (1) pracovniho dne)
o vSech Zzadostech, které obdrzi od
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)]

other Data Subjects) who exercises his/her
rights under GDPR in the context of the
Study. The Institution shall handle those
requests in accordance with PSI's and
Sponsor’'s reasonable instructions and in
compliance with the Data Protection Laws.
Further, the Institution shall inform the
Sponsor or PS| immediately (and no later
than within one (1) working day) if the
Institution and the Investigator: receive a
request, complaint, or other inquiry
regarding the Processing of Personal Data
from a Data Subject or Supervisory
Authority; receive a binding or non-binding
request to disclose Personal Data from law
enforcement, courts or any government
body; or are subject to a legal obligation that
requires them to Process Personal Data in
contravention of Sponsor’s instructions;

assisting the Sponsor, to ensure
compliance with the obligations pursuant to
Articles 32 to 36 GDPR, taking into account
the nature of the Processing and the
information available to the Institution
(GDPR Atrticle 28(3)(f) GDPR). In particular,
in the event of any Personal Data Breach by
the Institution as a Processor of the
Sponsor, the Institution shall: (i) within
twenty-four (24) hours following discovery of
such Personal Data Breach, send written
notice of the incident via e-mail to
I (i) not make any
statements or notifications about the
Personal Data Breach, as it relates to the
Processing for the purpose of the Study, to
any individual affected by the incident, the
public or any third party without Sponsor’s
prior written approval; and (iii) immediately
take steps to investigate and mitigate the
Personal Data Breach and reasonably
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[Nemocnice Slany]

Subjektd hodnoceni nebo jejich jménem
(nebo od jinych Subjektt udajd), které
uplatfuji sva prava dle nafizeni GDPR v
kontextu Studie. Zdravotnické zafizeni ma
povinnost s témito zadostmi nakladat v
souladu s pfiméfenymi pokyny PSI a
Zadavatele a v souladu se Zakony o
ochrané udajll. Zdravotnické zafizeni ma
dale povinnost okamzité informovat
Zadavatele nebo PSI| (nejpozdéji do
jednoho (1) pracovniho dne), pokud
Zdravotnické zafizeni a Hlavni zkou$ejici
obdrzi Zadost, stiZnost nebo dotaz od
Subjektu udaju nebo Dohlizejiciho organu
tykajici se Zpracovavani osobnich udajd,
zavaznou nebo nezavaznou zadost o
zpfistupnéni Osobnich 0daji k vynuceni
prava, od soudu nebo statniho Ufadu, nebo
pokud budou podléhat zakonné povinnosti
vyZzadujici od nich Zpracovani osobnich
udajl v rozporu s pokyny Zadavatele;

napomahat Zadavateli zajistit dodrZzovani
povinnosti vyplyvajicich z Clanks 32 az 36
GDPR a vzit pfi tom v uUvahu povahu
Zpracovani udaju a informace dostupné
Zdravotnickému zafizeni (Clanek 28, odst.
3, pism. f) GDPR). V pfipadé Poruseni
ochrany osobnich udaji Zdravotnickym
zafizenim jakozto zpracovatelem daj(,
ma Zdravotnické zafizeni (i) do dvaceti Etyf
(24) hodin od incidentu zaslat pisemné
oznameni na [ GG )
bez pfedchoziho pisemného souhlasu
Zadavatele necinit Zadné prohladeni ani
oznameni o Poruseni ochrany osobnich
udaju, nebot souvisi se zpracovanim udaju
pro ucely Studie, fyzické osobé dotéené
incidentem, na vefejnost nebo tfeti strané;
a (i) okamzité podniknout kroky
k vySetieni PoruSeni ochrany osobnich
udajd a zmirnéni jeho dopadu a pfiméfené
spolupracovat se Zadavatelem a/nebo
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h)

cooperate with the Sponsor and/or PSI. The
Institution shall, either in the initial notice or
in subsequent notices as soon as the
information becomes available, inform the
Sponsor or PSI of the nature of the Personal
Data Breach, the categories and number of
Data Subjects, the categories and amount
of Personal Data, the likely consequences
of the Personal Data Breach, and the
measures taken or proposed to be taken to
address the Personal Data Breach and
mitigate possible adverse effects. If the
notice or subsequent notices are delayed,
they will be accompanied by reasons for the
delay. The Institution shall document all
Personal Data Breaches, including at least
the information referred to in this section
5(g), and provide a copy to Sponsor upon
request. ;

destroying or returning, at the choice of the
Sponsor, all Personal Data to the Sponsor
at the expiry or early termination of the
Agreement, unless storage is legally
required (Article 28(3g) GDPR) or where
that Personal Data is lawfully held by the
Institution as Controller for its own
purpose(s);

providing the Sponsor and/or PSI with
evidence of its compliance with the
obligations set out in this Attachment 2,
and/or, at the Sponsor’s or PSI’s discretion
and on reasonable notice, allowing the
Sponsor and/or PSI, or a third party
appointed by the Sponsor and/or PSI, to
audit the Institution’s compliance with the
obligations described in this Attachment 2,
Data Protection Laws (including but not
limited to Article 28 GDPR), subject to the
Sponsor and/or PSI, or the appointed third
party, complying with all relevant health and
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[Nemocnice Slany]

PSI. Zdravotnické zafizeni ma povinnost
v pocatecnim oznameni nebo
v naslednych  oznamenich informovat
Zadavatele nebo PSI o povaze Poruseni
ochrany osobnich udaju, kategorii a poctu
Subjektta udajli, kategorii a mnozZstvi
Osobnich udaja, pravdépodobnych
nasledcich PorusSeni ochrany osobnich
udaja a pfijatych &i navrzenych opatfenich
k FeSeni Poruseni ochrany osobnich udaja
a zmirnéni moznych nezadoucich uginki.
V pfipadé zpozdéni uvodniho oznameni
nebo naslednych oznameni, je tfeba uvést
spolu s oznamenim ddvody zpozdéni.
Zdravotnické  zafizeni je povinno
zdokumentovat vSechna Poruseni ochrany
osobnich udaju véetné alespon informaci,
na néz se odkazuje tento oddil 5 pism. g),
a na zadost poskytnout kopii Zadavateli;

po vyprSeni platnosti nebo predéasném
ukon&eni Smlouvy zlikvidovat nebo vratit
Zadavateli — dle rozhodnuti Zadavatele —
veskeré Osobni Udaje, pokud neni jejich
uloZeni pozadovano zakonem (Clanek 28
odst. 3 pism. g) nafizeni GDPR) nebo
pokud tyto osobni Udaje nejsou
v zakonném drzeni Zdravotnického
zafizeni jakoZto spravce pro vlastni ucely;

poskytnout Zadavateli a/nebo PSI dlikaz o
dodrzovani povinnosti stanovenych touto
Pfilohou 2 a/nebo dle rozhodnuti
Zadavatele a/nebo PSI a po odpovidajicim
oznameni umoznit Zadavateli a/nebo PSI
nebo tfeti strané jmenované Zadavatelem
a/nebo PSI provést audit
Zdravotnického zafizeni s povinnostmi
popsanymi v Pfiloze 2, Zakonech o
ochrané udajd (zejména Clanku 28 GDPR)
s vyhradou souladu Zadavatele a/nebo
PSI, nebo jmenované tfeti strany se vSemi

souladu

relevantnimi zdravotnimi a
bezpecnostnimi narizenimi
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safety and security policies of the Institution
(Article 28 (3h) GDPR); and

i) maintaining a record to demonstrate
compliance with this Attachment 2 and Data
Protection Laws, including the records
required pursuant to Article 30(2) GDPR,
and provide a copy of such records to the
Sponsor upon request.

6. In furtherance of its obligations under Article
28 GDPR, the Institution agrees that it will not
engage another Processor for the purpose of the
Study without prior written authorization from or on
behalf of the Sponsor (Article 28(2) GDPR). If the
Sponsor provides such prior written authorization
to engage other Processors, the Institution shall
inform Sponsor at least thirty (30) days prior to any
intended change of other Processor. The Institution
shall obtain sufficient guarantees from all other
Processors that they will implement appropriate
technical and organizational measures in such a
manner that the Processing will meet the Data
Protection Laws and this Attachment 2. The
Institution shall enter into a written agreement with
all other Processors which imposes the same
obligations on the other Processors as this
Attachment 2 imposes on the Institution. The
Institution shall provide a copy of the Institution’s
agreements with other Processors to the Sponsor
upon request. If any other Processor fails to fulfil its
obligations under the Data Protection Laws, this
Attachment 2, or the agreements between the
Institution and other Processors, the Institution
shall be fully liable to the Sponsor for the
performance of such obligations

7. The Institution shall:

a) ensure that the Investigator and Study
Personnel do not Process Personal Data
except in accordance with the Agreement,
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[Nemocnice Slany]

Zdravotnického zafizeni (Clanek 28 odst. 3
pism. h) GDPR); a

i) vést zaznamy k prokazani souladu s touto
Pfilohou 2 a Zakony o ochrané udaju
véetn& zdznamu vyzadovanych dle Clanku
30 odst. 2 nafizeni GDPR a na Zadost
poskytnout Zadavateli  kopii  téchto
zaznamu.

6. K podpore svych povinnosti dle Clanku 28
GDPR se Zdravotnické zafizeni zavazuje, Zze bez
pfedchoziho pisemného souhlasu udéleného
Zadavatelem nebo jeho jménem nebude
angazovat dalSiho zpracovatele udaju pro ucely
Studie (Clanek 28 odst. 2 GDPR). Pokud Zadavatel
pfedem poskytne pisemny souhlas s angazovanim
dalSich Zpracovatelt, ma Zdravotnické zafizeni
povinnost informovat Zadavatele alespon tficet
(30) dnu pred jakoukoli zamySlenou zménou
Zpracovatele. Zdravotnické zafizeni je povinno
ziskat dostateCnhou zaruku od vSech dalSich
Zpracovatelli, ze odpovidajici
technickd a organizaéni opatfeni takovym
zpusobem, aby Zpracovani bylo v souladu se
Zakony o ochrané udaju a touto PFilohou 2.
Zdravotnické zafizeni je povinno uzavfit pisemnou
dohodu se vSemi dalSimi Zpracovateli, ktera
Zpracovatelim uklada stejné povinnosti, jaké tato
Pfiloha 2 ukladad Zdravotnickému zafizeni.
Zdravotnické zafizeni je povinno na zadost
predlozit Zadavateli kopie dohod uzavienych mezi
Zdravotnickym zafizenim a dalSimi Zpracovateli.
Pokud kterykoli dal$i Zpracovatel nesplni své
povinnosti, které mu ukladaji Zakony o ochrané
udajl, tato PFiloha 2 nebo dohody uzaviené mezi
Zdravotnickym zafizenim a dalSimi Zpracovateli, je
Zdravotnické zafizeni plné odpovédné Zadavateli
za vykonavani téchto svych povinnosti.

tito zavedou

7. Zdravotnické zafizeni je povinno:

a) zajistit, aby Hlavni zkouSejici a Studijni
personal nezpracovavali osobni udaje
s vyjimkou zpracovani v souladu s touto
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the Protocol and information given to the
Study subjects;

b) take all required steps to ensure the
reliability and integrity of the Investigator
and any of the Study Personnel who have
access to the Personal Data and will ensure
that the Investigator and Study Personnel:
(iyare aware and comply with the
Institution’s duties under this Attachment 2;
(i) received relevant data protection
trainings; and  (iii) have = committed
themselves to confidentiality.

8. The Institution shall obtain prior written
agreement of the Sponsor or PSI to Process
Personal Data outside of the European Economic
Area, the United Kingdom, or Switzerland.

9. Where the Institution, acting as the
Sponsor’s Processor, Processes Personal Data
outside of the European Economic Area or the
United Kingdom, the Institution warrants that it
does so in compliance with the Data Protection
Laws.
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Smlouvou, Protokolem a informacemi
poskytnutymi Subjektiim hodnoceni;

b) podniknout veSkeré pfiméfené kroky
k zajisténi spolehlivosti a integrity Hlavniho
zkousejiciho a vSech ¢lenl Studijniho
personalu, ktefi maji pfistup k Osobnim
Uudajim, a k zajisténi, aby (i) si Hlavni
zkouSejici a Clenové Studijniho personalu
byli védomi povinnosti Zdravotnického
zafizeni dle této PFilohy 2 a dodrzovali je; (ii)
podstoupili povinné Skoleni tykajici se
ochrany Udaji; a (i) zavazali se
k mi€enlivosti.

8. Zdravotnické zafizeni je povinno ziskat
pfedchozi pisemny souhlas Zadavatele nebo PSI
se Zpracovavanim osobnich udajd mimo Evropsky
hospodafsky prostor nebo mimo uUzemi Velké
Britanie nebo Svycarska.

9. V pfipadech, kdy Zdravotnické zafizeni
jakozto Zadavateliv zpracovatel zpracovava
osobni udaje mimo Evropsky hospodafsky prostor
nebo mimo Uzemi Velké Britanie, se Zdravotnické
zafizeni zaru€uje, ze tak €ini v souladu se Zakony
o ochrané udaju.
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Annex to the Attachment 2 —
Technical and Organizational
Measures

Security

As applicable to the Personal Data Processing
performed by the Institution, the Institution shall:

1) ensure that Personal Data can be accessed by
Institution’s authorized personnel for only the
purposes set forth in Attachment 2, as further
detailed in paragraphs 2 and 3 below;

2) take reasonable measures to prevent
unauthorized access to Personal Data through
the use of appropriate physical security
measures, as necessary for securing areas
within  Institution’s facilities where data
processing activities occur;

3) use passwords, logon procedures, malware
protection, encryption and authentication
technology, as feasible and proportionate to
the risks associated with the data processing
activities of Institution;

4) maintain audit trails in the systems through
which, data processing activities occur, as is
feasible and reasonable;

5) understand and take measures to mitigate the
risks of accidental or unlawful destruction,
loss, alteration, unauthorized disclosure of, or
access to Personal Data which is processed
by Institution;

6) maintain pseudonymization of Personal Data
of Study subjects, as proportionate to the
processing by Institution;

7) maintain the ability to ensure the ongoing
confidentiality, integrity and availability of
systems used by Institution to process
Personal Data;

8) maintain controls to restore the operability of
systems used by Institution to process
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Doplnék k Pfiloze 2
Technickd a organizaéni
opatreni

bezpecénostni

Zdravotnické zafizeni ma v prislusnych pfipadech,
kdy Zdravotnické zafizeni zpracovava Osobni
udaje, povinnost:

1) zajistit, aby k Osobnim udajum méli pfistup
opravneéni Zdravotnického
zafizeni pouze pro ucely stanovené v Pfiloze
2, podrobnéji v odstavcich 2 a 3 nize;

zameéstnanci

2) pfijmout odpovidajici opatfeni k zabranéni
neopravnénému pristupu k Osobnim udajum
prostfednictvim vhodného fyzického
zabezpecCeni nezbytného pro zabezpeceni
prostor vramci zafizeni Zdravotnického
zarizeni, kde dochazi ke zpracovavani udaj(;

3) pouzit dostupna hesla, pfihlaSovaci udaje,
ochranu pfed malwarem, kédy a autentifikaéni
technologie pfiméfené riziku souvisejicimu se
zpracovanim udaji Zdravotnickym zafizenim;

4) uchovavat zaznamy o auditech v systémech,
jejichz prostfednictvim se provadi zpracovani
udaji, a to proveditelnym a pfiméfenym
zpusobem;

5) pochopit a zavést opatieni ke zmirnéni rizik
nahodilé nebo nezakonné likvidace, ztraty,
zmeény, neopravnéného zpfistupnéni nebo
pfistupu k Osobnim udajim zpracovavanym
Zdravotnickym zafizenim;

6) zachovavat pseudonymizaci Osobnich udaju
Subjektd  hodnoceni uUmérnou zpracovani
udajt Zdravotnickym zafizenim;

7) zachovavat schopnost zajistit nepfetrzitou
divérnost, integritu a dostupnost systému
pouzivanych Zdravotnickym zafizenim ke
zpracovani Osobnich udajq;

8) udrzovat kontrolni mechanismy k v€asnému
obnoveni funkénosti systém(l pouzivanych
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9)

Personal Data, in a timely manner, in the event
of an incident rendering such systems
inoperable;

provide training to personnel, as appropriate,
to ensure Institution can carry out and
implement the above technical and
organizational measures.
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Zdravotnickym zafizenim ke zpracovani
Osobnich udaji v pfipadé incidentu, ktery
vyfadi tyto systémy z provozu;

poskytnout  zaméstnancum  odpovidajici
Skoleni k zajisténi realizace a zavedeni vyse
uvedenych technickych a organizaénich

opatfeni.
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