Smlouva o klinickém hodnoceni

Agreement on Study

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC 28401,
USA

dale jen “PPD”

PPD Investigator Services LLC.,

with its registered address at 929 North Front St,
Wilmington, NC 28401, USA

further, “PPD”

a

and

Nemocnice Jihlava, p.o., se sidlem Vrchlického 59,

586 33 Jihlava, Ceska republika, jednajici
prostiednictvim MUDr. Lukase Veleva, MHA,
feditelem.

1C0:000 90 638
DIC: CZ00090638
dale jen ,,poskytovatel*

Nemocnice Jihlava, p.o., with its registered address
at Vrchlickeho 59, 586 33 Jihlava, Czech Republic,
represented by MUDr. Lukas Velev MHA, Director.

Company ID no.: 000 90 638
VAT no.: CZ00090638
further, the “Institution”

dale jen “hlavni zkousSejici”

a and
XXX XXX
trvalym bydlistém XXX permanent residence at XXX

further, the “Principal Investigator”

dale jednotlivé jako ,smluvni strana“ a spolecné jako
“smluvni strany”

each a “Party” and collectively the “Parties”

uzaviraji tuto s m | o u v u (dale jen ,,smlouva‘®)

conclude thisagreement (“Agreement”):

I
Predmét a acel smlouvy

I
Subject and purpose of the Agreement

1) Pfedmétem smlouvy je klinické hodnoceni huméanniho
[éCivého  piipravku  BMS-986177 (nebo JINJ-
70033093) vysoky afinitni, pfimy inhibitor aktivované
formy lidského koagulaéniho faktoru XI (FXla) s
malou molekulou, vyvinuty spole¢né spole¢nosti
Bristol-Myers Squibb Company a jejim vyzkumnym
partnerem, Janssen Pharmaceuticals, Inc.
(""hodnocené lé¢ivo zadavatele') a zahrnuje dalsi
zkuSebni 1écivé piipravky, jak to vyzaduje protokol
(vCetné hodnoceného 1éCiva zadavatele, souhrnné
"hodnocené 1é¢ivo’") (dale jen “hodnocené lé¢ivo™)
(dale jen “klinické hodnoceni”), které provadi PPD
jako nezavisly subjekt ve prospéch farmaceutické
firmy  Bristol Myers Squibb International
Corporation se sidlem na adrese chaussée de la Hulpe
185, 1170 Brussels Belgium (dale jen “zadavatel”)

podle protokolu ¢. CV010-031 < Globalni,
randomizované, dvojité zaslepené, placebem
kontrolované  klinické  hodnoceni faze 2

s adaptivnim davkovanim hodnoceného pripravku
BMS-986177 (peroralniho inhibitoru faktoru Xla)
dle léc¢ebné odpovédi, v prevenci nové ischemické
cévni mozkové piihody nebo nového skrytého
mozkového infarktu u pacientii uZivajicich aspirin

1) The subject of the Agreement is the clinical
evaluation of BMS-986177 (or JNJ-70033093) a
high affinity, direct small molecule inhibitor of the
activated form of the human coagulation Factor XI
(FXIa) being collaboratively developed by Bristol-
Myers Squibb Company and it’s Research Partner,
Janssen Pharmaceuticals, Inc., (“Sponsor’s Study
Drug”) and may involve other investigational
medicinal products as required by the Protocol
(including Sponsor’s Study Drug, collectively,
“Study Drug”) (further, the “Study”), which PPD
is conducting as an independent contractor for the
benefit of a pharmaceutical company, Bristol
Myers  Squibb  International Corporation
registered address is chaussée de la Hulpe 185,
1170 Brussels Belgium (further the “Sponsor”)
pursuant to Protocol CV010-031 “ A Global, Phase
2, Randomized, Double-Blind, Placebo-
Controlled, Response-Adaptive Dose-Ranging
Study of BMS-986177, an Oral Factor Xla
Inhibitor, for the Prevention of New Ischemic
Stroke or New Silent Brain Infarction in Patients
Receiving Aspirin and Clopidogrel Following
Acute Non-Hemorrhagic Stroke or Transient
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a klopidogrel po akutni ischemické mozkové Ischemia Attack (TIA)” (“Protocol”), which
prihodé nebo tranzitorni ischemické atace (TIA)” describes in detail the activities conducted in the
(dale jen ,,protokol), jenz podrobné popisuje ¢innosti Study and the division of responsibilities among
provadéné v ramci klinického hodnoceni a rozdéleni Parties.

zodpovédnosti mezi smluvni strany.

2) Utelem smlouvy je stanovit podminky k provedeni | 2) The purpose of the Agreement is to set out
klinického hodnoceni a vymezit prava a povinnosti conditions for conducting the Study and to provide
smluvnich stran pro pribéh a provedeni klinického the rights and obligations of the Parties for
hodnoceni nejvySe profesionalnim zptsobem (vietné conducting the Study, in highly professional manner
v&asného poskytovani vSech dat a informaci tykajicich (which shall include but not be limited to,
se klinického hodnoceni, a CRF — Case Report Forms, submitting all data and other information related to
poptipadé elektronickych CRF, tzv. e-CRF). the Study in a timely manner, including all case

report forms (CRFs), or electronic CRFs, also
called e-CRFs).

3) Poskytovatel prohlasuje, Ze jak on tak ihlavni | 3) The Institution declares that it, and the Principal
zkouSejici maji zkuSenosti, schopnosti, v péci Investigator, have the experience, capability,
pfiméfeny pocet odpovidajicich subjekti a zdroje, adequate number of subjects in care and resources
véetné personalu a vybaveni, aby mohli piesné, G¢elné including, but not limited to, personnel and
a vCas provést klinické hodnoceni profesionalnim a equipment to  accurately, efficiently and
kvalifikovanym zptsobem, a Ze tyto zdroje budou expeditiously perform the Study in a professional
trvale pouzivat tak, aby klinické hodnoceni takto and competent manner and shall use these resources
provedli. at all times to perform the Study in such manner.

4) Hlavni zkouSejici prohlasuje, Ze neni zaméstnancem | 4) The Principal Investigator declares that he/she is
nebo zastupcem PPD. not an employee or agent of PPD.

5) V pifipadé jakéhokoli rozporu ¢&i neshody mezi | 5) If there is any discrepancy or conflict between the
naleZitostmi obsazenymi Vv protokolu a v této smlouvé terms contained in the Protocol and this Agreement,
budou smluvni podminky ur¢ujici pro plnéni pravnich the terms of the Agreement shall govern and control
zavazkl smluvnich stran, zatimco protokol bude with regards to legal obligations of the Parties and
urCuyjici pro zplsob vedeni tohoto klinického the Protocol shall govern and control with regards
hodnoceni. to the conduct of the Study.

1. 1.
Zahajeni klinického hodnoceni Commencement of the Study

1) Klinické hodnoceni bude zahajeno na =zakladé | 1) The Study will be commenced on the basis of a
povoleni Statniho ustavu pro kontrolu 1éCiv, permit from the State Institute for Drug Control, the
souhlasného stanoviska prislusné lokalni etické komise concurring opinion of the relevant local ethics
a pfislusné multicentrické etické komise (dale committee and the relevant multi-center ethical
souhrnné jen ,,SUKL/etické komise®). committee (further collectively, the “Regulatory

Authority/Ethics Committees®).

2) Kopie rozhodnuti a souhlasného stanoviska podle | 2) Copies of the decision and of the concurring
odst. 1 budou wuloZeny v misté poskytovatele u opinion pursuant to par.1 will be filed at the
zkouSejiciho v dokumentaci o provedeni klinického Institution, with the Principal Investigator, in the
hodnoceni. documentation about the conduct of the Study.

. 1.
Misto a doba provedeni klinického hodnoceni Place and term of conducting the Study and the
a resitelské centrum Study Site

1) Klinické  hodnoceni  bude  provedeno na| 1) The Study shall be conducted at Neurology
neurologickém oddéleni poskytovatele (dale jen department of the Institution (further, the “Study
»resitelské centrum®), v Cele se zkousejicim XXX Site”), headed by the Principal Investigator XXX as
jako hlavnim zkouSejicim a dal§imi povéfenymi the Principal Investigator and other authorized
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pracovniky (dale jen ,,Studijni tym®).

employees (further, the “Study Team”).

2) Ke zméng fesitelského centra a ve jmenovani ¢i | 2) Changes in the Study Site and appointment or
doplnéni povéfenych pracovnikli mize dojit jen po addition of authorized employees can be made only
dohod¢ PPD, poskytovatele a hlavniho zkousSejiciho. after Agreement between PPD, the Institution and
Pisemny doklad o takové dohodé musi byt ulozen v the Principal Investigator. A written document about
dokumentaci o provedeni klinického hodnoceni. such Agreement must be filed in the documentation

about the conduct of the Study.

3) Klinické hodnoceni nebude v feSitelském centru | 3) The Study will not be started in the Study Site
zahajeno dfive, neZ vejde v platnost tato smlouva, a before this Agreement becomes valid and other
budou splnény dalsi podminky vyzadované conditions required by relevant legal regulations are
pfislusnymi pravnimi pifedpisy. Zafazovani subjekti fulfilled. Study subject recruitment at the Study Site
hodnoceni do Kklinického hodnoceni v feSitelském is scheduled to start in XXX and the Study is
centru je planovano na XXX; ptedpokladany cas scheduled to be completed by XXX (unless
ukonceni klinického hodnoceni je XXX (pokud PPD otherwise notified in writing by PPD). The term of
neoznami jinak). Doba provadéni klinického the Study may be extended or shortened during its
hodnoceni miiZe byt v jeho pribéhu prodlouzena nebo course. Any alteration of above mentioned timelines
zkracena. Jakoukoliv zménu ve vySe uvedenych shall not necessitate an amendment to this
terminech nebude nutno upravovat pomoci dodatku, Agreement and may be communicated to
ale bude mozno ji oznamit poskytovateli/hlavnimu Institution/Principal Investigator in writing; e-mail
zkouSejicimu pisemné, pfiCemZ email je oboustranné is mutually agreeable.
pfijatelny.

4) Klinické hodnoceni subjektd nebude zahajeno dfive, | 4) No subject treatments will be initiated prior to
nez bude obdrzen souhlas vsech pfislusnych etickych receipt of approval of all relevant Ethics
komisi a jakakoliv dal$i povoleni, kterd jsou nezbytna Committees and any other approvals required to
k provadéni tohoto klinického hodnoceni. conduct the Study.

5) Ukaze-li se v pribéhu klinického hodnoceni, Ze | 5) If, during the Study, it becomes apparent that the
nebude mozné jej ukonéit véas v predpokladaném Study will not be completed on schedule, the
terminu, hlavni zkouSejici je tuto skute¢nost povinen Principal Investigator has to notify PPD
neprodlené ozndmit PPD. immediately.

V. V.
Zikladni podminky pro provadéni klinického Basic conditions for conducting the Study
hodnoceni
1) ZkousSejici provede klinické hodnoceni pfi dodrzeni | 1) While conducting the Study, the Principal

veskerych piislusnych zédkond a pravnich predpisd,
véetné téch, které souvisi s plnénim
protikorupcnich zasad, jak je blize uvedeno
v priloze C, kterd je nedilnou soucasti této
smlouvy, a dale zejména zakona ¢. 378/2007 Sh., o
lé¢ivech, ve znéni pozdéjSich piedpist, zdkona
¢.372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdé&jsich predpist, vyhlasky ¢&. 226/2008 Sb.,
kterou se stanovi spravna klinickd praxe a blizsi
podminky klinického hodnoceni 1é¢iv, ve znéni
pozdé&jSich predpisti, v souladu s poskytnutymi
informacemi a ve shod¢ se zdkladnimi podminkami
a zasadami stanovenymi:

a) v protokolu klinického hodnoceni vydaném
zadavatelem a vsouladu s pozadavky vsech
pfislusnych etickych komisi. Pfipadné zmény
protokolu lze provést jen s pisemnym
souhlasem zadavatele a vSech smluvnich stran,

Investigator shall comply with all applicable laws,
rules and regulations, including those related to
anti-corruption compliance as more specifically set
forth in Exhibit C attached hereto and incorporated
herein, and also in particular Act no. 378/2007 Coll.
on  Pharmaceuticals, as amended, Act
no. 372/2011 Coll. on Medical Services, as
amended, Decree no. 226/2008 Coll. on the Good
Clinical Practice and Detailed Conditions for
Clinical Studies of Pharmaceuticals, as amended, in
accordance with the information provided, and in
accordance with the basic conditions and principles
provided by:

a) the Protocol of the Study issued by the Sponsor
and in strict accordance with the requirements
of all relevant Ethics Committees. The Protocol
can be changed only with the written consent of
Sponsor and all Parties, on the basis of a
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2)

3)

4)

5)

na zakladé ohlaSeni Statnimu ustavu pro
kontrolu 1éCiv, popft. schvaleni Statnim ustavem
pro kontrolu 1é¢iv a souhlasného stanoviska
etické komise, ledaze je to nezbytné
k odvraceni akutniho nebezpeéi hroziciho
subjektim hodnoceni. Hlavni zkouSejici se
zavazuje na dikaz svého souhlasu postupovat
podle protokolu piedat PPD podepsanou
Protocol Signature Page (podpisovou stranu
protokolu).

b) v instrukci zadavatele nazvané Investigator
brochure obsahujici veskeré v soucasné dobé
znamé informace o 1é¢ivu a jeho vlastnostech.
Tento dokument bude pfipojen k dokumentaci
0 provedeni klinického hodnoceni; a

€) v povoleni vydaném k provedeni klinického
hodnoceni Statnim ustavem pro kontrolu léciv
Vv pfipadech, kdy klinické hodnoceni vyZaduje
takovéto povoleni, jakoz 1 v souhlasném
stanovisku etickych komisi ve smyslu €L Il.
smlouvy.

Klinické hodnoceni bude provedeno ve shodé
stouto smlouvou, s etickymi normami Ceské
lékaiské komory, spravnou klinickou praxi,
podminkami vychazejicimi z Helsinské deklarace
Svétoveé asociace 1¢ékartl, jakoZ i smérnici o Spravné
klinické praxi (Guideline for Good Clinical
Practice) stanovenou mezinarodni konferenci pro
harmonizaci technickych pozadavkl pro registraci
huménnich 1éCivych pfipravkd  (International
Conference for Harmonization of Technical
Requirements  for  the  Registration  of
Pharmaceuticals for Human Use), (dale jen ICH
GCP  Guidelines), americkym zakonem o
zahrani¢nich  korupcnich praktikach, britskym
zdkonem o Uplatkafstvi a dalS§imi piisluSnymi
obecné zavaznymi dokumenty.

Dokumenty uvedené v odst. 1 pism. a) a b) jsou
divérmné a informace o jejich obsahu mohou byt
poskytnuty jen pracovnikum feSitelského centra
povefenym ¢i jmenovanym podle €. II1. odst. 1 této
smlouvy a organtim a institucim uvedenym v ¢lL. V1.

Hlavni zkouSejici se déale zavazuje pfedat PPD
fadné vyplnény a podepsany formulat FDA 1572,
je-li tento zadavatelem pozadovan.

Prislusné zaznamy tykajici se tohoto klinického
hodnoceni, v¢etné zdznami o identifikaci subjektt
hodnoceni, klinickych pozorovanich, laboratornich
testech, pfijeti 1€kl a jejich predani, budou nalezité
vedeny tak, aby hlavni zkous$ejici a poskytovatel

2)

3)

4)

5)

notification to the State Institute for Drug
Control or an approval from the State Institute
for Drug Control, and the concurring opinion of
the Ethics Commission, unless to eliminate an
immediate hazard to Study subjects. The
Principal Investigator agrees, as an evidence of
his consent to follow the Protocol, to deliver to
PPD the signed Protocol Signature Page

b) the Sponsor’s instruction titled Investigator
brochure which contains all presently known
information about the Study Drug and its
qualities. This document shall be attached to
the documentation about the conduct of the
Study; and

¢) the permit to conduct the Study issued by the
State Institute for Drug Control, in cases where
such permit is required, and the concurring
opinion of the Ethics Committee as specified in
art. 1. of the Agreement.

The Study shall be conducted in accordance with
this Agreement, the ethical standards of the Czech
Medical Association, good clinical practice,
conditions under the World Medical Association’s
Declaration of Helsinki and the Guideline for Good

Clinical Practice set by the International
Conference for Harmonization of Technical
Requirements  for  the  Registration  of

Pharmaceuticals for Human Use (further the “ICH
GCP Guidelines”), the US Foreign Corrupt
Practices Act, the UK Bribery Act and other
generally accepted applicable documents.

The documents specified in par. 1 (a) and (b) are
confidential, and information about their contents
may be provided only to employees of the Study
Site authorized or named pursuant to art. Ill. par. 1
of this Agreement and to institutions specified in
art. VI.

The Principal Investigator agrees further, to deliver
to PPD a duly completed and signed form FDA
1572, if the Sponsor requires so.

Adequate records with respect to the Study shall be
maintained, including without limitation records
relating to subject identification, clinical
observations, laboratory tests, and drug receipt and
disposition, in all cases sufficient to enable the
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6)

byli schopni poskytnout zadavateli hodnoceni iplné
a presné informace o vSech aspektech a vysledcich
tohoto klinického hodnoceni. Spole¢nosti PPD
a/nebo zadavateli bude po pfiméfeném avizu
umoznéno tyto studijni ziznamy (v€etné vySe
uvedenych) provéfovat a auditovat.

Poskytovatel  povéfi  fadné  kvalifikovaného
zameéstnance na funkci delegovaného farmaceuta,
aby po dobu uchovani 1éciva v 1ékarné zajistil
spravné zachdzeni s hodnocenym lé¢ivem a jinym
lé¢ivem pouzivanym v souladu s provadénim
klinického hodnoceni (véetné placeba), v souladu
S Protokolem, spravnou lékarenskou praxi a
vyhlagkou €. 226/2008 Sb.  Postup  nakladani
S hodnocenym lé¢ivem a jeho skladovani bude blize
upiesnén monitorem spolecnosti PPD
delegovanému farmaceutovi.

6)

Principal Investigator and Institution to furnish the
Sponsor with complete and accurate information
regarding all aspects and results of the Study. PPD
and/or Sponsor shall be allowed to inspect and audit
the records (including without limitation records
relating to subject identification, clinical
observations, laboratory tests, and drug receipt and
disposition) and other Study related information
upon reasonable advance notice.

The Institution will authorize an employee
appropriately qualified to act as the Delegated
Pharmacist to secure proper handling of the Study
Drug and any related medication used in the Study
(including placebo), in accordance with Protocol,
Good Pharmaceutical Practice and Decree
no. 226/2008 Coll. during the period the Study
Drug is maintained in the pharmacy. Procedures for
handling the Study Drug will be communicated by a
PPD monitor to the Delegated Pharmacist.

V.

Vybér subjektt hodnoceni pro klinické hodnoceni a

informovany souhlas

V.

Selection of trial subjects for Study and informed

consent

1) Zatazovani do klinického hodnoceni probiha na | 1) Enrollment to the Study is performed on competitive
kompetitivni  bazi. Poskytovatel =zafadi do basis. Approximately XXX Study subjects shall be
klinického hodnoceni ptiblizné XXX subjekti enrolled at the Institution. Any alteration of above
hodnoceni. Pokud dojde k upravé vyse uvedenych mentioned timelines, or number of enrolled Study
Casovych udaji nebo poctu subjekti hodnoceni, subjects shall not necessitate an amendment to this
nebude tieba provést kvuli tomu v této smlouvé Agreement and may be communicated to
zadné zmény; zména muze byt poskytovateli nebo Institution/Principal Investigator in writing; e-mail
hlavnimu  zkouSejicimu  oznamena  pisemné, is mutually agreeable.
pfiemz pro obé& strany je pfijatelna komunikace e-
mailem.

2) Zatazeni subjektd hodnoceni do klinického | 2) The Study subjects may be included in the Study
hodnoceni bude mozné: only:

a) jen s pisemnym informovanym souhlasem a) with informed written consent pursuant to
podle § 51 par. 2 (h) of Actno.378/2007 Coll., as
§ 51 odst. 2 pism. h) zak. ¢. 378/2007 Sb.,  ve amended, and § 8 Decree no. 226/2008 Coll.,
znéni pozdéjsich predpisu, a § 8 wvyhlasky including annex, as amended, and after they
¢. 226/2008 Sb., vcetné prilohy, ve znéni have been duly instructed; or
pozdé€jSich predpist, a po faddném pouceni;
popr.

b) vsouladu s pozadavky stanovenymi v b) in compliance with the legal requirements
§ 52 zak. ¢. 378/2007 Sb., ve znéni pozdéjsich stipulated in § 52 of Act no. 378/2007 Coll., as
predpisu. amended.

3) Formulai informovaného souhlasu (a opravnéni | 3) Informed consent documentation (and/or privacy

tykajici se soukromi) musi:

authorizations) shall:
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a) odpovidajicim zpisobem popisovat
predvidatelnd rizika spojend
klinickém hodnoceni, véetné

informaci  pro
informovaného
zadavatelem;

zkousejiciho a
souhlasu

osobam v rozsahu vyzadovaném; a

C) udélovat zadavateli a jeho

ucely klinického  hodnoceni  a
souCasnych i1 budoucich,
nesouvisejicich vyzkumd.

predchoziho pisemného souhlasu zadavatele.

doporuceni uvedenych zejména v ¢l IV.
smlouvy.

bez ziskani tohoto informovaného souhlasu.

v souladu s protokolem

v souladu s touto smlouvou a vyjimkou.

do klinického hodnoceni.

veskera
s ucasti

predvidatelnych zévaznych rizik spojenych
S hodnocenym lékem, v souladu se souborem
vzorem
poskytnutého

b) wudélovat opravnéni ktomu, aby tdaje/vzorky
identifikujici subjekty hodnoceni mohly byt
zptistupnény a piedany zadavateli a dalSim

vyzkumnym
partnerim opravnéni (nebo jiné povoleni)
k pouziti, zvefejnéni a pfevodu kodovanych
udaju/vzorkli z klinického hodnoceni pro
dalsich
souvisejicich i

4) Hlavni zkouSejici a poskytovatel souhlasi, Ze
jménem zadavatele neuéini zadné sliby ani
prohlaseni ve vztahu k subjektim hodnoceni (ve
formularich informovaného souhlasu ani jinak) bez

5) Pfi zpracovani, vyzadani a uchovani informovaného
souhlasu jsou PPD, hlavni zkousejici 1 poskytovatel
povinni dbat pfislusnych pravnich predpisi a

6) Doklad tykajici se této dohody hlavni zkousSejici
uchova dle internich pfedpisti svého poskytovatele a
na vyzadani poskytne jeho kopii zadavateli
klinického hodnoceni. Zadny subjekt hodnoceni pfi
tom nemuze byt zatfazen do klinického hodnoceni

7) Pokud hlavni zkouSejici v pribéhu klinického
hodnoceni zjisti, Ze subjekt hodnoceni zatazeny do
klinického hodnoceni nevyhovuje jeho Kkritériim,

subjekt hodnoceni

klinického hodnoceni vyfadi a okamzit¢ o tom

v souladu s protokolem informuje PPD resp. po

dohodé¢ s PPD, v pfipadé vyjimky postupuje

8) Hlavni zkouSejici, poskytovatel i PPD jsou povinni
v pribéhu klinického hodnoceni i po jeho ukonceni
dbat prislusnych pravnich ptedpisi o ochrané
osobnich udaju a informaci o subjektech zatazenych

4)

5)

6)

7)

8)

a) adequately describe all foreseeable risks
associated with participating in the Study,
including all foreseeable material risks
associated with the Study Drug consistent with
the investigator brochure and informed consent
sample provided by Sponsor;

b) authorize identifiable subject
information/samples to be accessed by and
disclosed and transferred to Sponsor and others
to the extent required in connection with the;
and

c) authorize (or otherwise permit) key-coded
Clinical Study data/samples to be used,
disclosed and transferred by Sponsor and its
research partners in connection with the
Clinical Study and other current and future
related and unrelated research.

Principal Investigator and Institution agree not to
make any promises or any other statements on
behalf of Sponsor to Study subjects (in the
informed consent forms or otherwise) without
Sponsor’s prior written consent.

When drafting, requesting and filing the informed
consent, PPD, the Principal Investigator and the
Institution have to comply with the relevant legal
regulations and recommendations mentioned, in
particular, in art. IV. of this Agreement.

The Principal Investigator will retain such
document according to the policies of the Institution
and will forward a copy to the Sponsor upon
request. No subject may be enrolled in the Study
until such informed consent has been obtained.

If the Principal Investigator discovers during the
course of the Study that a study subject included in
the Study does not meet its criteria, he shall in
accordance with the Protocol remove the study
subject from the Study and immediately in
accordance with the Protocol inform PPD or, as an
exception, after Agreement with PPD leave the
study subject in the Study in accordance with this
Agreement and exception.

The Principal Investigator, the Institution and PPD
are required, during the Study and after it is
completed, pursuant to the applicable legal
regulations, to ensure protection of personal data
and information about the subjects included in the
Study.
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VI. VI.
Sledovani (monitorovani) a kontrola pribéhu Monitoring and inspection of the conduct of the
Kklinického hodnoceni Study

1) Pribéh a provadéni klinického hodnoceni budou | 1) The conduct of the Study shall be inspected and
kontrolovany a sledovany ve smyslu pravnich monitored in accordance with the legal regulations
pfedpist  a doporuCeni uvedenych zejména and recommendations stated, in particular, in
VELIV.odst. 1  této  smlouvy  povéfenymi art. IV.par.1 of this Agreement by PPD’s
pracovniky PPD, kterym poskytovatel i hlavni authorized employees, to whom the Institution and
zkousejici umozni pfistup ke vSem informacim the Principal Investigator shall permit access to all
ziskanym v ramci klinického hodnoceni i k information acquired in the Study and to all results
vysledktim laboratornich testl, vySetfeni a jinych of laboratory tests, examinations and other records
zaznami o subjektech zafazenych do klinického about the subjects included in the Study.
hodnoceni.

2) Pribéh klinického hodnoceni a jeho vysledky | 2) The conduct and results of the Study may also be
mohou byt kontrolovany také auditory PPD ¢&i inspected by PPD’s or the Sponsor’s auditors; this
zadavatele; tim neni dotéeno pravo kontroly does not affect the right of inspection of the relevant
piislusnych statnich organd CR a zahrani¢nich authorities of the Czech Republic and foreign
kontrolnich ufadi. Poskytovatel a hlavni zkousSejici inspection offices. The Institution and the Principal
se zavazuji poskytnout zminénym auditorim Investigator agree to provide to the above-
veskera klinickd data zapsana do CRF (case report mentioned auditors all clinical data recorded in the
form), jakoz i dalsi relevantni informace v¢etné téch CRF (case report form) as well as other relevant
generovanych  jako  vysledky  provadéného information, including information generated as
klinického hodnoceni. results of the conducted Study.

3) Obdrzi-li poskytovatel nebo hlavni zkousSejici | 3) In the event that the Institution or Principal
oznameni o tom, ze misto provadéni klinického Investigator receives notice that the Study Site shall
hodnoceni bude pfedmétem Setfeni ¢i auditu be the subject of an investigation or audit by any
jakéhokoli statniho ¢i kontrolniho organu, takova governmental or regulatory authority, the Party
smluvni strana o tom neprodlené uvédomi PPD. receiving such notice shall inform PPD
Jestlize takova smluvni strana neobdrzi takové immediately. In the event that the Party does not
oznameni o Setfeni ¢i auditu pfedem, uvédomi PPD receive prior notice of such investigation or audit,
pii prvni vhodné pfilezitosti. the Party shall notify PPD at the first available

opportunity.

4) Zadavatel a/nebo PPD budou mit pravo ucastnit se | 4)  Sponsor and/or PPD will have the right to attend
jakékoli inspekce nebo schiize statniho &i any inspection or meeting by a governmental or
regulaéniho organu vztahujici se ke klinickému regulatory agency relating to the Study.
hodnoceni.

5) Kazdy ze subjekti hodnoceni musi byt pouéen | 5) Each of the Study subjects must be instructed
podle ¢l. V. odst. 2 této smlouvy a informovan také pursuant to art. V. par. 2 of this Agreement and also
o tom, Ze udaje ziskané o ném v prub¢hu klinického informed that the data acquired about him/her in the
hodnoceni mohou byt pro tcely kontroly pouzity a course of the Study may be used and submitted to
predloZeny také piisluSnym kontrolnim organim. the appropriate inspection authorities for purposes

of inspection.
VII. VII.
Jina ustanoveni Other provisions

1) Za Gcelem provadéni klinického hodnoceni | 1) Study Drug shall be provided to, or obtained by,
v souladu s ustanovenimi uvedenymi v ptiloze A Institution and Principal Investigator to conduct the
musi byt poskytovateli a hlavnimu zkouSejicimu Study in accordance with the provisions set out in
poskytnuto, nebo jimi ziskdno hodnocené IécCivo. Exhibit A. If applicable, Institution and Principal
Poskytovatel a hlavni zkouSejici nesmi v Investigator may not use or dispose of the Study
ptislusnych ptipadech pouZivat nebo nakladat Drug in any way other than as specified in the
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s hodnocenym 1é¢ivem jinak, nez je stanoveno Protocol and the Study Drug must be returned as
Vv protokolu, a hodnocené 1é¢ivo musi byt vraceno v set forth in the Protocol. Sponsor, through PPD,
souladu s protokolem. Zadavatel mize may provide the Institution materials specified by
prostiednictvim PPD poskytnout poskytovateli the Study Protocol, which are necessary to conduct
materialy  vymezené  protokolem  klinického the Study, so that the terms of the Study provided in
hodnoceni a nezbytné k provadéni klinického art. 111. of this Agreement can be met.

hodnoceni tak, aby mohly byt dodrzeny podminky

klinického hodnoceni uvedené v ¢l III.  této

smlouvy.

2) Hodnocené 1éCivo i1 ostatni material poskytnuty | 2) The Study Site and the Principal Investigator shall
spole¢nosti PPD, jehoz specifikace je uvedena use the Study Drug and other material provided by
v protokolu o klinickém hodnoceni (¢l. IV. odst. 1 PPD, the specifications of which are provided in the
pism. a) této smlouvy), pouziji fesitelské centrum a Study  Protocol (art. IVpar.1(a) of this
hlavni zkouSejici pouze pro provadéni klinického Agreement), only for conducting the Study. The
hodnoceni. VSechny hodnotici materialy, které Study Site and the Principal Investigator shall
nebudou pouzity v ramci klinického hodnoceni, return to PPD all evaluation materials, which are
vrati feSitelské centrum a zkousSejici spoleénosti not used in the Study.

PPD.

3) Hodnocené 1é¢ivo mize byt subjektim hodnoceni | 3) The Study Drug may be administered only by
podano pouze delegovanym personalem delegated employees of the Institution under the
poskytovatele pod dohledem hlavniho zkousejiciho, supervision and control of the Principal
a to pouze vramci vedeni tohoto klinického Investigator, and only for the purpose of conducting
hodnoceni. Hodnocené 1é¢ivo nesmi byt poskytnuto the Study. The Study Drug may not be transferred
jiné tfeti osobé mimo osob piesné stanovenych to any third party except as specifically provided in
v protokolu amusi byt pouzito pouze v souladu the Protocol, and may be used only in accordance
s podminkami protokolu. with the Protocol.

4) Poskytovatel a hlavni zkouSejici budou jednat v | 4) Institution and Principal Investigator will comply
souladu s veSkerymi pokyny na provoz a Gdrzbu with any operating and maintenance instructions
poskytnutymi zadavatelem, dodavatelem, vyrobcem provided by or on behalf of Sponsor, vendor or the
nebo jejich jménem a budou uchovavat vybaveni za manufacturer and will store Equipment under
podminek odpovidajicich povaze vybaveni a conditions that are appropriate to the nature of the
minimalizujicich riziko jeho ztraty nebo poskozeni. Equipment and that minimize the risk of loss or
Poskytovatel a hlavni zkouSejici  ponesou damage. Institution and Principal Investigator shall
odpovédnost za vybaveni v piipadé kradeze, ztraty be responsible for the Equipment in case of theft,
nebo poskozeni (vyjma béZného opotiebeni). loss or damage (excluding the normal wear and
Zadavatel neodpovidd za zadné Skody, véetné tear). Sponsor shall have no liability for damages of
osobni jmy nebo majetkové Skody, zplsobené any sort, including personal injury or property
béhem wuzivani vybaveni, s vyjimkou Skod damage, resulting from the use of Equipment except
zpusobenych  nedbalosti  nebo  umyslnym to the extent that such damages were caused by the
protipravnim jednanim zadavatele nebo dodavatele. negligence or willful misconduct of Sponsor or the

vendor.

5) Pokud zadavatel vybaveni vlastni, mize dle svého | 5) If Sponsor owns the Equipment, Sponsor may at its
vyhradniho uvaZeni dat vybaveni poskytovateli a sole discretion make Equipment available for
zkouSejicimu k dispozici ke koupi za aktualni trzni purchase by Institution and Investigator at its then
cenu. Zadavatel pievod vlastnickych prav pisemné market value. Sponsor will document this transfer
zdokumentuje. V ptipadé, ze se vlastnicka prava k of ownership in writing. If ownership to any
jakémukoli vybaveni pfevedou na poskytovatele Equipment is transferred to Institution and/or
a/nebo hlavniho zkousejiciho, zadavatel pievede Principal Investigator, Sponsor transfers the
vybaveni ,tak, jak je“ a ve vztahu k vybaveni Equipment ‘as is’ and does not make any
neucini zadna prohldSeni, ani nenabidne zaruky representation or provide any warranty (express or
(vyslovné ¢i predpokladané) jakéhokoli druhu. implied) of any kind concerning the Equipment.

6) Hlavni zkouSejici a poskytovatel se zavazuji | 6) The Principal Investigator and the Institution agree
uschovat veskerou dokumentaci u poskytovatele o to preserve all documentation about the conduct of
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provedeni klinického hodnoceni i dokumentaci
vztahujici se k subjektim hodnoceni po dobu
dvaceti péti (25) let od data ukonceni klinického
hodnoceni. Pro piipad, ze prvotni udaje budou
dostupné pouze v elektronické podobé, se hlavni
zkousejici zavazuje pro ucely jejich ovéreni poridit
vytisky téch dat, ktera se tykaji subjektti hodnoceni
ajsou vyznamna pro klinické hodnoceni. Tyto
vytisky budou opatieny datem a podpisem hlavniho
zkousejiciho a fadné uchovany.

7) Zadavatel bude opravnén uchovavat originaly vSech
CRF (Case Report Forms) (nebo e-CRF), které
budou zaroven jeho vlastnictvim. Originaly vSech
dal§ich zaznamti a materiali budou uchovany
poskytovatelem abude snimi nakladano dle
platnych zakonl a nafizeni. Na vyzadani budou
kopie téchto dokumentii poskytnuty zadavateli.

8) Poskytovatel a hlavni zkouSejici se zavazuji, Ze
pokud pouziji k provedeni analyzy pro ucely
klinického hodnoceni jakoukoliv externi laboratof,
zajisti, aby tato laboratof byla zplsobila k
provedeni takové prace podle zasad spravné
laboratorni a klinické praxe. Zptsobilost externi
laboratofe se prokazuje pfisluSnym certifikatem
udélenym laboratofi k provadéni takovychto analyz.
Dale poskytovatel a hlavni zkousSejici zajisti, aby
byla externi laboratof vazana toutéz dohodou
0 diivérnosti jako smluvni strany.

9) Hlavni zkouSejici a poskytovatel se zavazuji, ze
nebudou pouzivat nazvu ani vyrobkd PPD ¢i
zadavatele souvisejicich s provadénim tohoto
klinického hodnoceni za ucelem jakékoli propagace
¢i reklamy bez jejich predchoziho souhlasu.

10) PPD se zavazuje neuvadét vetejné jméno hlavniho
zkousejiciho v souvislosti s provadénim klinického
hodnoceni nad ramec stanoveny v ¢l. X. odst. 4 této
smlouvy.

7)

8)

9)

the Study and documentation related to the Study
subjects for twenty-five (25) years from the date the
Study is completed at the Institution. If any source
data are kept on computer files only, for the purpose
of source data verification, the Principal
Investigator agrees to make a print-out of all data
related to the Study subjects relevant to the Study.
These print-outs will be dated and signed by the
Principal Investigator and duly retained as source
documents.

The Sponsor will be entitled to keep originals of all
case reports forms (CRFs) (or e-CRFs), which will
be the property of the Sponsor. The originals of all
other records and materials will be maintained by
the Institution and will be held in accordance with
all applicable laws and regulations. A copy of such
materials will be provided to the Sponsor upon
request.

The Institution and the Principal Investigator agree
that if any external laboratory is used to perform
analyses for the purposes of the Study, they will
ensure that the laboratory is qualified to perform
such work pursuant to the principles of good
laboratory and clinical practice. The qualification of
the external laboratory shall be proved by the
appropriate certificate issued to the laboratory to
perform such analyses. In addition, the Institution
and the Principal Investigator agree to ensure that
the external laboratory shall be bound by the same
confidentiality Agreement that applies to the
Parties.

The Principal Investigator and the Institution agree
not to use the name or products of PPD or Sponsor
connected with the Study for purposes of
promotion or advertising without their prior
consent.

10) PPD agrees not to make public the name of the

Principal Investigator connected with the Study
other than as provided in art. X.par.4 of this
Agreement.

VIIL.
Nezadouci prihody v prubéhu klinického hodnoceni

VIII.
Adverse events in the course of the Study

1) Hlavni zkouSejici a poskytovatel jsou povinni do
Ctyfiadvaceti (24) hodin sdé€lit medicinskému
monitorovi PPD, nebo Vvjeho nepfitomnosti
projektovému  manaZerovi nebo  klinickému
manazerovi PPD nebo monitorovi klinického
hodnoceni telefonicky, faxem ¢i elektronickou
postou jakoukoliv zavaznou nezddouci piihodu,
jakoz 1 zavazny nezadouci aneocekavany
nezadouci ucinek, ke kterym dojde v pribcéhu

1)

The Principal Investigator or Institution shall,
within twenty-four (24) hours, inform the PPD
Medical Monitor or in his/her absence, the PPD
Project Manager/Clinical Team Manager or the
Clinical Research Associate by telephone, fax or
electronic mail of any serious adverse events or
serious adverse drug reactions and unexpected
adverse drug reactions, which occur during the
Study. This applies also for any event that could
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klinického hodnoceni. To se tyka také jakékoliv affect the safety of the Study subjects or the conduct
piihody, ktera by mohla ovlivnit bezpecnost of the Study.

subjekti hodnoceni nebo provadéni klinického

hodnoceni.

2) Nezadouci a zavazné nezadouci piihody jakoZz i | 2) Adverse events and serious adverse events as well
zavazné nezadouci ulinky a neocekavané zavazné as serious adverse drug reactions and unexpected
nezadouci G¢inky jsou definovany v § 3 odst. 4-6 serious adverse drug reactions are defined in
zakona ¢.378/2007 Sb., ve znéni pozd&jSich § 3 par. 4-6 of Act no. 378/2007 Coll., as amended,
predpisti, a podléhaji zaznamenani a hlaseni and are to be recorded and reported by the Principal
hlavnim zkouSejicim dle tohoto zakona jakoZ Investigator pursuant to the above Act and pursuant
i v souladu s ICH GCP Guidelines. to the ICH GCP Guidelines.

3) Relevantni informace je téeba doplnit do ,,formulate | 3) The relevant information should be completed on
pro odesilani urychleného hlaSeni nezadoucich the "adverse event form for expedited reporting™
ptihod“, ktery se nachazi ve slozce klinického that is located in the Study binder. The form must
hodnoceni. Formulaf je tfeba okamzité vyplnit a be completed and forwarded immediately by fax to
preposlat faxem spolecnosti PPD, ktera ihned PPD who will notify the Sponsor immediately.
upozorni zadavatele.

IX. IX.
Pojisténi a odSkodnéni Insurance and indemnification

1) V souladu s ust. §52zak. ¢. 378/2007 Sb. | 1) The Sponsor, in accordance with par.52 of
vplatném znéni zadavatel na celou dobu Act No. 378/2007 Coll. as amended, has arranged
provadéni klinického hodnoceni zajistil pojisténi liability insurance for the Principal Investigator and
odpovédnosti za $kodu pro hlavniho zkousejiciho the Sponsor for the entire duration of the Study,
a zadavatele, jehoZz prostiednictvim je zaji$téno i through which compensation in the event of death
odskodnéni v pfipadé smrti subjektu hodnoceni or in the event of injury to the health of the Study
nebo piipadé $kody vzniklé na zdravi subjektu subjects as result of conducting the Study is
hodnoceni v dasledku provadéni klinického covered.
hodnoceni.

2)  Zadavatel hlavniho zkousSejiciho a poskytovatele | 2) Sponsor will indemnify (including defending)
odSkodni (a bude branit) v Souvislosti se vSemi Principal Investigator and Institution against all
naroky vznesenymi tfeti stranou, pokud takovy claims by any third party to the extent such claim
narok vznikne jako ptimy désledek (a) podani arises directly from (a) the Study Drug
hodnoceného 1é¢iva v souladu s protokolem administrated in accordance with the Protocol
a/mebo (b) Iékafskych postupli provadénych and/or (b) medical procedures performed in
v souladu s protokolem. accordance with the Protocol.

3) Toto odskodnéni se nevztahuje na piipady (a | 3) This indemnification does not apply (and Principal
hlavni zkouSejici a poskytovatel odSkodni Investigator and Institution shall indemnify Sponsor
zadavatele a PPD), kdy lze takové naroky pfipsat: and PPD) to the extent any such claims are

attributable to:

a) zanedbani, umyslnému protipravnimu | a). the negligence, willful act/omission of the
jednani/opomenuti ze strany poskytovatele, Institution, Principal Investigator or subordinate
hlavniho  zkouSejictho  nebo  podiizenych employees of the Study Site;
zaméstnancu feSitelského centra;

b) nedodrzeni podminek této smlouvy nebo | b) the failure of Principal Investigator, Institution or
protokolu ze strany hlavniho zkousejiciho, subordinate employees of Institution to follow the
poskytovatele nebo podfizenych zaméstnanci terms of this Agreement or Protocol;
poskytovatele;

c) standardni 1é¢bé (véetné podavanych 1ékd a | ¢) Standard of care medical treatment (inclusive of
postupll)  primarniho  onemocnéni  subjektu drugs and procedures) for a Study subject’s
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d)

4)

hodnoceni; nebo

(a) nedodrzeni pokynt tymu klinického hodnoceni
ze strany subjektu hodnoceni; (b) imyslnému a
protipravnimu jednani nebo opomenuti.

Nutnou podminkou, ktera predchazi odSkodnéni
ze strany zadavatele, je, Ze:

je zadavateli neprodlené sd€len narok,
zadavatel ma pravo se branit a proverit narok a

odskodnovany plné¢ spolupracuje se zadavatelem.

Poskytovatel prohlasuje, ze ma dle § 45 odst. 2
pism.n) zakona ¢&.372/2011 Sh., 0 zdravotnich
sluzbach uzavienu pojistnou smlouvu na pojisténi
odpoveédnosti za Skodu zplisobenou pii poskytovani
zdravotni péce. Tato pojistnd smlouva je uzaviena
v zdkonem pozadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu zplisobenou pii
provadéni klinického hodnoceni. Dle § 45 odst. 2
pism. n) zékona ¢. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu, po kterou poskytovatel
poskytuje zdravotni péci.

underlying condition; or

d) Study subject’s (a) failure to follow instructions
provided by Study Team member; (b) willful and
wrongful acts or omissions.

4) It is a condition precedent to
indemnification obligation that:

Sponsor’s

a) Sponsor is promptly notified of claim,

b) Sponsor has the right to conduct defense and
control claim, and

¢) indemnitee fully cooperates with Sponsor.

5) The Institution declares that it has insurance
coverage in accordance with § 45 par. 2 Itr. n) of
Act no. 372/2011 Coll., on Medical Services, with
respect to liability it may have while providing
medical care. This insurance coverage is in
correlation with the applicable laws and does not
include liability insurance with respect to
conducting a Study. According to § 45 par. 2 Itr. n)
of Act no. 372/2011 Coll., this insurance coverage
must be valid for the entire length of the
Institution’s provision of medical care.

6) Hlavni zkouSejici a poskytovatel se zavazuji | 6) The Principal Investigator and the Institution agree to
pisemné informovat PPD a zadavatele o jakémkoli inform PPD and Sponsor in writing about any
ptipadu reklamace vad hodnocenych 1é¢iv a dalSich instance of recall of Study Drug or other products
vyrobkl pouzitych pii klinickém hodnoceni, které used in the Study provided by the Sponsor or PPD.
poskytnul zadavatel ¢i PPD.

7) Smluvni strany se zavazuji plné€ spolupracovat pfi | 7) The Parties agree to cooperate fully in resolving the
feSeni piipadl uvedenych v tomto ¢1. IX. smlouvy. situations described in this Article 1X. hereof.

X. X.
Ochrana diivérnych informaci Protection of Confidential Information

XXX XXX

XI. XI.
Vlastnictvi vysledki klinického hodnoceni, jeho Ownership, protection, and publication of Study
ochrana a publikovani vysledki results

XXX XXX
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XII.
Ochrana osobnich tidaju

XII.
Data Protection

1) Definice:

»Zakony na ochranu osobnich udaji“ znamena
vSechny platné zakony, predpisy a regulacni pozadavky
a nafizeni souvisejici s ochranou osobnich udaji a
soukromi obecné véetné: (a) smérnice EU o ochrané
osobnich udaji (smérnice 95/46/ES, dale jen
»smérnice™), kterou s U¢innosti od 25. kvétna 2018
nahrazuje obecné nafizeni o ochrané osobnich udaju
(nafizeni ¢.2016/679, dale jen ,nafizeni); (b)
kteréhokoliv pravniho pfedpisu zajist'ujiciho provedeni
této smérnice nebo nafizeni nebo souvisejici
kteréhokoliv pravniho ptedpisu kteréhokoliv ¢lenského
staitu  Evropského hospodaiského prostoru; nebo (c)
jakéhokoliv jiného zakona v ramci kterékoliv soudni
pravomoci, at' jiz platného v soucasnosti nebo
v budoucnu, postihujici zpracovani osobnich udaja
kterékoliv strany této smlouvy.

,,Osobni udaje®, SHZpracovani‘, »Spravcee®,
»Zpracovatel“ a ,,Subjekt idaji“ maji stejny vyznam
jako vnafizeni a =zahruji také podminky nebo
odpovidajici podminky jak jsou definovany jinymi
zakony na ochranu osobnich udaji. Osobni udaje
zahrnuji kodované idaje a snimky pacientd.

2) Soulad: Smluvni strany se vzajemné zavazuji, ze
budou nakladat s osobnimi tidaji v souladu se vSemi
zakony na ochranu osobnich tdaji a s pokyny pro
spravnou klinickou praxi Mezinarodni konference o
harmonizaci (ICH-GCP).

3) Vzijemnd odpovédnost podle natizeni:
Smluvni strany berou na védomi, ze poskytovatel a
zadavatel jsou spolecnymi spravci a PPD je
zpracovatel jednajici podle instrukci zadavatele
S ohledem na nakladani s osobnimi tidaji spojeném
se sluzbami poskytovanymi podle této smlouvy.

Podle ¢lanku 26 nafizeni je kazdy ze spolecnych
spravcll povinen stanovit vzajemnou umluvou svou
odpovédnost za dodrzovani natizeni. V souladu
stimto cilem je dohodnuto, ze jelikoZz pfistup
K totoznosti subjektd 1daji v ramci klinického
hodnoceni bude mit poskytovatel, zajisti on
dodrzovani povinnosti podle natfizeni, pokud jde o
vykon prav téchto subjektii udaji. Subjekty udaju
budou sva prava vykonavat prostiednictvim
povéfence pro ochranu osobnich udaji, kterého
poskytovatel podle ¢lanku 37 nafizeni ustanovi.

Informace, které museji byt subjektim udaji

1) Definitions:

“Data Protection and Privacy Laws” mean all
applicable  laws, regulations, and regulatory
requirements and guidance relating to data protection
and privacy globally, including (a) the EU Data
Protection  Directive  95/46/EC  (“Directive”),
superseded by the General Data Protection Regulation
2016/679 (“Regulation”) on 25 May 2018; (b) any
legislation transposing the Directive, Regulation or
related legislation of any member state of the
European Economic Area; or (c) any other law now in
force or that may in future come into force, in any
relevant jurisdiction, governing the Processing of

Personal Data applicable to any party to this
Agreement.
“Personal Data”, “Process/Processing”,

“Controller”, “Processor” and “Data Subject”
shall have the same meaning as in the Regulation and
shall also include these terms, or corresponding
terms, as defined under any other Data Protection and
Privacy Laws. Personal Data shall include patient-
level key-coded data and images.

2) Compliance: The parties warrant to each other that
they will Process Personal Data in compliance with
all Data Protection and Privacy Laws, and in
compliance with the International Conference on
Harmonisation Guideline for Good Clinical Practice
(ICH-GCP).

3) Mutual Responsibilities under the Regulation: The
parties acknowledge that each of the Institution and
Sponsor are joint Controllers and that PPD is a
Processor acting under instructions from Sponsor
with respect to the Processing of Personal Data
relating to the services provided under this
Agreement.

Article 26 of the Regulation requires that joint
Controllers  shall determine their respective
responsibilities for compliance with the Regulation
through an arrangement between them. Pursuant to
this objective, it is agreed that because Institution
will have access to the identity of trial Data Subjects,
it shall therefore ensure compliance with the
obligations under the Regulation as regards the
exercising of the data protection rights of Data
Subjects. Data Subjects should seek to exercise their
rights through the Data Protection Officer that is be
appointed by the Institution under Article 37 of the
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poskytnuty podle c¢lanku 13 nafizeni, zafadi Regulation.

zadavatel do formulafe informovaného souhlasu Sponsor shall include the information that must be

subjektu  hodnoceni. K zajisténi  zakonnosti provided to Data Subjects as required by Article 13

zpracovani osobnich udaji ziska poskytovatel od of the Regulation in subject informed consent forms.

subjektt udaju pottebny informovany souhlas. Institution shall gain necessary informed consents
from Data Subjects to ensure the lawfulness of data
Processing.

4) Bezpeénost informaci: VSechny smluvni strany | 4) Information Security: All parties shall implement
zavedou fadna technickd a organizacni opatieni appropriate technical and organisational measures to
k ochrané osobnich udaji a divémych informaci, protect the Personal Data and Confidential
jak je pozadovano ICH-GCP a zakony na ochranu Information as required by ICH-GCP and Data
osobnich tdaji. Smluvni strany zajisti, aby se Protection and Privacy Laws. The parties shall
osoby opravnéné zpracovavat osobni udaje pfedem ensure that persons authorized to Process Personal
zavazaly mlCenlivosti, pokud se na né tato Data have committed themselves to confidentiality
povinnost nevztahuje jiz ze zékona. Zejména pak or are under an appropriate statutory obligation of
bude poskytovatel uplatiovat ptisnou kontrolu confidentiality. Institution shall in particular apply
k zajisténi, Ze pavodni Ilékaiska dokumentace strict controls to ensure Data Subjects’ original
subjektt  udaji bude  zabezpeCena  vuci medical documents are secured from unauthorized
neopravnénému  piistupu a nadhodné  ztraté. access and accidental loss. Sponsor and/or PPD may
Zadavatel a/nebo PPD mohou mit k piivodnim access original medical records to perform
lékafskym  zaznamim  pfistup za  ucelem monitoring activities and shall handle such
monitorovani a budou s t¢mito dokumenty zachazet documents in the strictest confidence.
jako s ptisné diaveérnymi.

5) Bezpecnostni incidenty:  Poskytovatel  bude | 5) Security Incidents: Institution shall be responsible
opovédny za vySetfovani a napravu vSech for investigating and remediating any unauthorised
neopravnénych pfistupti, tniku nebo zpiistupnéni access, acquisition, or disclosure of Personal Data
osobnich udaji z lékaiské dokumentace held within original medical records (“Security
(,,bezpeCnostni  incident) nebo  divérnych Incident”) or of any Confidential Information.
informaci. Poskytovatel musi v pfipadé takového However, Institution shall notify PPD immediately
bezpeénostniho incidentu neprodlené informovat of any such Security Incident. Such notice shall
PPD. Toto oznameni musi ptiméfené podrobné summarize in reasonable detail the Security Incident
popsat  tento  bezpecnostni incident i and the corrective action to be taken by Institution.
poskytovatelem provedena napravna opatieni.

6) Pozadavek na ochranu osobnich udaju: Pokud | 6) Data Protection Requests: Institution shall promptly
poskytovatel obdrzi od nékterého subjektu udaju, notify PPD in writing if they receive any
organu na ochranu osobnich tdaji nebo jiného communication with regards to data protection
spravniho organu jakékoliv sdéleni tykajici se relating to the services from a Data Subject, a data
ochrany osobnich udaji ve spojitosti se sluzbami, protection authority or other regulatory authority
uvédomi o tom neprodlené pisemné spole¢nost and provide PPD with full cooperation and
PPD a poskytne ji vtomto ohledu veskerou assistance in relation to any such communication, at
soud¢innost a pomoc, a to aniz by to pro spole¢nost no additional cost to PPD or Sponsor.

PPD nebo pro zadavatele predstavovalo
vicendklady.

7) Pievody udaji: Poskytovatel bude nakladat nebo | 7) Data Transfers: Institution shall only Process or
jinak pfevadét osobni wdaje mimo Evropsky otherwise transfer Personal Data outside the
hospodatsky prostor (staty Evropské Unie plus European Economic Area (member states of the
Norsko, Island a Lichtenstejnsko) jen jak je European Union plus, Norway, Iceland &
uvedeno v této smlouvé Liechtenstein) as set out in this Agreement or the

Protocol.

8) Dusledky vyprSeni nebo ukonceni: Povinnosti | 8) Consequences of Expiry or Termination: The
obsazené v tomto ¢lanku pretrvaji ukonceni nebo obligations contained in this Section shall survive
vyprseni této smlouvy. the termination or expiry of this Agreement.
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X111,
Trestni bezahonnost

XII1.
Clean criminal records

1)

2)

Hlavni zkousSejici prohlasuje a zarucuje, ze jemu
apodle jeho nejlepsich védomosti ani zadnému
jinému c¢lenu feSitelského tymu nebyl nikdy
vysloven zakaz c¢innosti ani nebyl trestdn za
spachani trestného ¢inu, za ktery mize byt lékari
zakaz ¢innosti ve zdravotnictvi uloZen.

Hlavni zkousejici prohlasuje, Ze ani on ani zadny
z ¢lenu Fesitelského tymu nebyl nikdy v souvislosti
s provadénim klinického hodnoceni obvinén,
vysetfovan ani odsouzen.

1)

2)

The Principal Investigator represents and warrants
that neither he nor, to the best of his knowledge,
any other member of the Study Team, was ever
prohibited from practicing or was sentenced for a
crime for which a doctor may be prohibited from
practicing in the medical field.

The Principal Investigator declares that neither
he/she nor any member of the Study Team has ever,
in connection with the conduct of a Study, been
accused, investigated or convicted.

XIV.
ResSeni sport a smir¢i fizeni

XIV.
Dispute resolution and conciliation proceedings

1

2)

3)

Smluvni strany se dohodly, Ze pravni vztahy a
pomery vznikle ztéto smlouvy se fidi platnymi
zakony a predpisy Ceské republiky.

Smluvni strany se zavazuji, ze si pii provadéni
klinického hodnoceni budou vzijemné pomahat a
pfipadné spory arozdilnost nazori na postup a
zplisob praci budou feSit smirnym jednanim
obvyklym u smluvnich stran.

Smluvni strany berou na védomi a zaroven souhlasi,
ze k projednani a rozhodovani ptipadnych spord,
které nebudou vyfeSeny smirem podle odst. 2,
budou nalezet do soudni pravomoci piislusnych
organti Ceské republiky.

1)

2)

3)

The Parties have agreed that the legal relationships
arising under this Agreement shall be governed by
the valid laws and regulations of the Czech
Republic.

The Parties agree to assist each other in conducting
the Study and to resolve any disputes or differences
of opinion about work procedures and methods
through their usual negotiations.

The Parties take note of and agree that any disputes
which are not settled through cooperation pursuant
to par. 2 shall come under the jurisdiction of the
courts of the Czech Republic.

XV.

Finan¢ni vyrovnani

XV.
Financial provisions

2)

1) PPD bude poskytovat finan¢ni podporu uvedenou

v priloze A této smlouvy za ucelem provadéni
klinického hodnoceni v souladu s podminkami
Protokolu. Finanéni podpora zahrnuje vSechny
¢innosti provedené podle protokolu. Piiblizna
castka vyplacend poskytovateli za provedeni
klinického hodnoceni je 384 536,- K¢.

Spole¢nost PPD se zavazuje zaplatit poskytovateli a
hlavnimu zkouSejicimu za fadné provedené ¢innosti
na zakladé této smlouvy, kdy prislusné ¢asti odmén
budou spole¢nosti PPD vyplaceny poskytovateli a
hlavnimu zkous$ejicimu oddélené na jejich oddélené
bankovni ucty. Hlavni zkouSejici Se zavazuje
z obdrzenych plateb dle pFilohy A vyplatit odmény
¢lenim  studijniho tymu véetné farmaceuta dle
odvedené prace jednotlivymi ¢leny studijniho tymu.
Spole¢nost PPD se zavazuje, Ze ani PPD ani
zadavatel neuzaviou separdtni smlouvu se

1)

2)

PPD will provide the financial support set out in
Exhibit A attached to this Agreement for the
conduct of the Study in accordance with the terms
of the Protocol. Financial support covers all
activities to be performed under the Protocol. The
approximate amount payable to the Institution for
the conduct of the Study is CZK 384 536.

PPD agrees to reimburse the Institution and
Principal Investigator for activities properly
performed based on this Agreement when the
relevant parts of the remuneration shall be paid by
PPD to the Institutiotn and Principal Investigator to
their separate individual bank accounts. The
Principal investigator agrees to provide payments to
the Study Team, including the Delegated
Pharmacist out of the received funds as per Exhibit
A hereto, according to the work done by each
member of the Study Team. PPD warrants that
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zkouSejicim ani jinym zaméstnancem poskytovatele

neither PPD, nor the Sponsor will enter into any

v souvislosti s provadénim  tohoto  klinického ancillary Agreement with the Principal Investigator
hodnoceni. or any employee of the Institution in connection
with the conduct of this Study.

3) PPD/zadavatel smi zvefejnit podminky této | 3) PPD/Sponsor may disclose the terms of the
smlouvy, zejména vysi celkové odmény (poplatki a Agreement, including without limitation, the total
nakladi) splatné podle této smlouvy. compensation (fees and expenses) payable or paid

pursuant thereto.

4) Hlavni zkousSejici a poskytovatel souhlasi, Ze budou
v prabéhu klinického hodnoceni a po dobu jednoho | 4) Principal Investigator and Institution agree to provide
roku od jeho ukonéeni poskytovat zadavateli Sponsor with information and data relating to its
informace a udaje tykajici se jejich celkového overall financial relationship with the Sponsor
finan¢niho vztahu se zadavatelem. during the course of the Clinical Study and for a one

year period thereafter.

5) Veskeré platby u¢inéné PPD a piesahujici skuteéné | 5) Any payments made by PPD exceeding the amount
vydélanou ¢&astku budou neprodlené navraceny actually earned will be promptly refunded to PPD.
PPD.

XVI. XVI.
Doba platnosti smlouvy Term of the Agreement

1) Tato smlouva se wuzavira na dobu provadéni | 1) This Agreement is concluded for the duration
klinického hodnoceni. of the Study.

2) V nasledujicich pfipadech je PPD opravnéna | 2) In the following situations PPD may terminate this

ukoncit tuto smlouvu pisemnou vypoveédi ostatnim
smluvnim strandm, ktera je U¢inna po uplynuti
tficeti (30) dnii ode dne nasledujiciho po doruceni
smluvnim stranam:

a) pokud hlavni zkouSejici nebo poskytovatel
neplni néktera z ustanoveni této smlouvy;

b) pokud bude rozhodnuto, Ze jsou hlavni
zkouSejici a poskytovatel v tupadku podle
insolven¢niho zikona ¢&. 182/2006 Sh., ve znéni
pozdéjsich predpist;

c) pokud hlavni zkouSejici a poskytovatel
pozbudou opravnéni k puisobeni v dané oblasti;

d) bude-li riziko pro subjekty hodnoceni neumérné
zZvyseno;

e) pokud potiebna opravnéni, ohlaSeni, povoleni
nebo souhlasy nezbytné k provedeni klinického
hodnoceni jsou revokovany, pozbudou platnosti
bez  pfislusného  prodlouzeni,  klinické
hodnoceni je pozastaveno, zakazano, nebo neni
zahajeno ve stanovené dobé od vzniku
opravnéni;

f) v ptipadé, Ze vhodné subjekty nejsou do
klinického hodnoceni zatazeny vcas, takze je
ohrozen dohodnuty ¢asovy rozvrh.

Agreement by giving thirty (30) days written notice
to the other Parties, which begins to run on the day
after the notice is delivered to the Parties:

a) if Principal Investigator and Institution fails to
fulfil any of the provisions of this Agreement;

b) if it is declared that Principal Investigator and
Institution is in  bankruptcy proceedings
according to the insolvency  Act
no. 182/2006 Coll., as amended,;

¢) if Principal Investigator and Institution loses its
authorization to practice in the given field;

d) if available data indicates that the risk for Study
subjects increases disproportionately;

e) if a necessary authorization, notification, permit
or consent necessary for conducting of the
Study is revoked, its validity expires without
appropriate extension, the Study is suspended,
prohibited or is not commenced within the
statutory time period from the date that the
authorization arose;

f) in the event of an inadequate rate of adding
suitable subjects to the Study which endangers
the agreed time schedule.
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g) v ptipadé ukonéeni smluvniho vztahu mezi
firmou PPD Development LLC nebo PPD
Global Limited nebo jakoukoli jinou
spole¢nosti ve skupiné PPD a zadavatelem
podle toho, ktera z téchto spolecnosti uzaviela
smlouvu se zadavatelem;

h) jestlize nabor subjektd hodnoceni v fesitelském
centru nebyl ukoncen, avSak celkovy pocet
subjektd hodnoceni povolenych pro klinické
hodnoceni byl jiz naplnén; nebo

i) jestlize se zkousSejici stane nedivéryhodnym ¢i
bude diskvalifikovan z provedeni klinického
hodnoceni (debarment and disqualification) a
bude zafazen na tzv. ,,Cernou listinu® vedenou
FDA vsouladu s Generic Drug Enforcement
Act z roku 1992.

3) Poskytovatel a/nebo hlavni zkousejici mohou ukongit
tuto smlouvu na zakladé pisemné vypovédi druhé
strané s vypovédni lhiitou tficeti (30) dni, a to
z nésledujicich davodi:

a) je-li to nutné k ochrané nejlepSich zajmt
subjektd hodnoceni; nebo

b) doslo-li k zavaznému poruseni této smlouvy ze
strany PPD nebo zadavatele, pti¢emz nedoslo
k napravé do tficeti (30) dni od obdrZzeni
pisemného vyrozuméni o takovém poruSeni od
strany, ktera se poruSeni nedopustila.

4) Smluvni strany se mohou kdykoliv pisemné
dohodnout na ukonceni této smlouvy.

5) Okamzité¢ po obdrzeni zadosti o ukonceni zastavi
poskytovatel a zkousejici jak nabor dalSich subjektt
do klinického hodnoceni, tak v 1ékaisky piipustném
rozsahu doprovodné procedury podstupované
pacienty, ktefi jiz do klinického hodnoceni
vstoupili, a Vv mozné mife omezi vznik dodate¢nych
nakladi a vydaju.

9) Pokud spole¢nost PPD ¢i zadavatel ziska v obdobi
plnéni této smlouvy informace, které zpochybiiuji
bezpecnost ¢i ucinnost studijniho lé¢iva nebo
souvisejiciho produktu, anebo pokud bude studijni
1é¢ivo schvaleno FDA, smluvni strany v dobré vife
vyjednaji modifikaci této smlouvy, jez se bude tykat
(a) snizeni poctu studovanych subjektt, (b)
ukonceni klinického hodnoceni a/nebo (c) Upravy
jakychkoli  dal§ich  pfislusnych  ustanoveni
vyplyvajicich z této smlouvy.

7) Po dokonceni ¢&i piedasném ukonceni klinického
hodnoceni jsou poskytovatel a/mebo zkousejici

3)

4)

5)

6)

7)

g) if the contractual relationship between PPD
Development LLC or PPD Global Limited or any
other company within the PPD Group, depending
on which of these companies has concluded the
contract with the Sponsor, and the Sponsor
terminates;

h) if the overall Study enrolment has been met
but the enrolment in the Study Site has not been
completed yet; or

i) if the Principal Investigator is debarred or
disqualified under the Generic  Drug
Enforcement Act of 1992 and is added to the
“Black list” maintained by FDA.

Institution and /or Principal Investigator may
terminate this Agreement upon thirty (30) days
written notice to the other parties for the following
reasons:

a) if necessary to protect the best interests of the
Study subjects; or

b) for material breach of this Agreement by PPD
or Sponsor, where the breach is not cured
within thirty (30) days following receipt of
written notice thereof from the non-
breaching party

The Parties may terminate this Agreement by
written Agreement at any time.

Immediately upon receipt of a notice of termination,
the Institution and the Principal Investigator shall
cease entering subjects into the Study, cease
conducting procedures to the extent medically
permissible on subjects already entered into the
Study, and refrain from incurring additional costs
and expenses to the extent possible.

Notwithstanding anything herein to the
contrary, if during the term of this Agreement,
information becomes available to PPD or Sponsor
which places the safety or efficacy of the Study
Drug or related product in doubt or if the Study
Drug is approved by FDA, the Parties shall
negotiate, in good faith, a modification of this
Agreement to (i) reduce the number of subjects to
be studied, (ii) terminate the Study, and/or (iii)
modify any other relevant provision of this
Agreement.

Upon completion of the Study or earlier termination
thereof, Institution and/or Principal Investigator
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povinni piedlozit spolecnosti PPD zavéreénou
zpravu zahrnujici vSechny piislusné informace
tykajici se klinického hodnoceni tak, jak je popsano
v Protokolu, v&etné vSech dat a vysledku klinického
hodnoceni a rovné€Z jsou povinni navratit vSechny
divérné informace zadavatele ¢i spole¢nosti PPD
jejich piislusnému majiteli.

shall prepare and forward a final report containing
all relevant information for the Study as described
in the Protocol, including all data and Study results
to PPD, and shall return all PPD and Sponsor
Confidential Information, as defined herein, to its
respective owner.

tim, ze zadavatel je beneficientem tieti strany
smlouvy a ze se zadavatel mize domahat svych
prav plynoucich z této smlouvy. Dale poskytovatel
a hlavni zkousejici vyslovné souhlasi, ze v piipade,
ze zadavatel neni schopen prosazovat sva prava
jako pfijemce plateb tfeti strany, zajisti
poskytovatel a hlavni zkousejici, aby PPD mohl mit

8) Po dokonéeni ¢i pred¢asném ukonceni klinického | 8) Upon completion of the Study or early termination
hodnoceni bude veskeré nepouzité studijni 1é¢ivo, thereof, all unused Study Drug, compounds, devices
vybaveni a pfislusné materidly klinického and related Study materials furnished to Institution
hodnoceni  poskytnuté  poskytovateli  a/nebo and/or Principal Investigator by or on behalf of
zkouSejicimu spoleénosti PPD ¢&i  zadavatelem Sponsor or PPD shall be returned to PPD in
vraceny spole¢nosti PPD v souladu s touto accordance with this Agreement.
smlouvou.

Clanek XVIIL. XVIL.
Etické chovani Ethical Conduct

1) Poskytovatel/zkousejici se zavazuji, ze nebudou, at’ | 1) Institution/Principal Investigator undertakes that
pfimo ¢i nepiimo, prostiednictvim jakékoli tieti Institution/Principal Investigator shall not, directly
strany poskytovat, nabizet nebo slibovat Zadnou or indirectly through any third party, give, offer or
platbu, dar nebo jinou cennou véc zddné osobé, aby promise any payment, gift or other thing of value to
tak tuto osobu nepatfiéné ovlivnili, nebo aby tato any person in order to improperly influence them or
osoba byla poskytovateli/zkousejicimu, spole¢nosti otherwise assist Institution/Principal Investigator,
PPD nebo zadavateli napomocna pti ziskavani PPD or the Sponsor in obtaining an improper
necestného zvyhodnéni. advantage.

2) Poskytovatel/zkouSejici se zavazuji, ze nebudou, at’ | 2) Institution/Principal Investigator undertakes that
ptimo ¢&i neptimo prostiednictvim jakékoli tieti Institution/Principal Investigator shall not, directly
strany pfijimat, schvalovat, ziskavat ¢i pozadovat or indirectly through any third party, accept, agree
zadnou platbu, dar nebo jinou cennou véc od zadné or receive or request any payment, gift or other
osoby, ktera jim bude nabidnuta ¢i pfedana jako thing of value from any person offered or given as a
odména za nepatficné ovlivnéni nebo se zadmérem reward for or with the intention of improperly
nepatficné ovlivnit  poskytovatele/zkousejiciho, influencing Institution/Principal Investigator, PPD
spole¢nost PPD nebo zadavatele. or the Sponsor.

XVIIL. XVIII.
Spole¢na a zavérecna ustanoveni Closing provisions

1) Kazda ze smluvnich stran stvrzuje, Zze jakékoli | 1) Each of the Parties acknowledge that any breach of
poruSeni prohlaSeni ¢i zaruk kdykoli bé&hem representations or warranties at any time during the
platnosti této smlouvy predstavuje Vv kazdém validity of this Agreement represents in any case a
pfipadé poruseni této smlouvy se vSemi dusledky breach of this Agreement with all consequences
zakotvenymi v &eskych pravnich pifedpisech pro provided for in Czech law for the case of failure to
pfipad neplnéni zavazkt plynoucich z této smlouvy fulfil obligations under this Agreement. Breach of a
pfislusnou stranou. Porusenim prohlaseni ¢i zaruky representation or a warranty means that the
se mini, Ze toto prohlaSeni nebo zaruka neni representation or warranty is not true, complete or
pravdiva, uplna nebo spravna. correct.

2) Poskytovatel a hlavni zkouSejici vyslovné souhlasi s | 2) Institution and Principal Investigator expressly

agree that Sponsor is a third-party beneficiary to the
Agreement and that the Sponsor may enforce its
rights under the Agreement. Furthermore,
Institution and Principal Investigator expressly
agree that to the extent Sponsor is not able to
enforce its rights as a third-party beneficiary,
Institution and Principal Investigator will grant PPD

CV010-031_Czech Republic_P1 XXX_PPD-Inst-Pl Agreement
Template Version December 2016_Updated April 2018
Approved for signature XX/22Apr2020

17/23




prospéch z prav zadavatele v rozsahu vyplyvajicim the benefit of Sponsor's rights under the Agreement,
z této smlouvy, a PPD bude mit pravo pievést tato who will have the right to transfer such rights and
prava a vyhody na zadavatele. N&ktera z téchto benefits to Sponsor. In particular, some of these
dilezitych prav zahrnuji zejména zvetejovani, important rights include publication, confidentiality
divérnost informaci a prava k duSevnimu and intellectual property rights.

vlastnictvi.

3) Vztahy neupravené touto smlouvou se fidi zakonem | 3) Relationships not covered by this Agreement are
¢. 89/2012 Sb., Obcanského zakoniku, ve znéni governed by Act. no. 89/2012 Coll., of the Civil
pozdgjsich predpist, zakonem ¢. 378/2007 Sh., o Code, as amended, Act. no. 378/207 Coll., on
1é¢ivech, ve znéni pozd&jsich predpisi a vyhlaskou Pharmaceuticals, as amended and Decree
¢. 226/2008 Sb., kterou se stanovi spravna klinicka no. 226/2008 Coll., on good clinical practice and
praxe a bliz§i podminky klinického hodnoceni conditions for clinical studies, as amended.
1€¢iv, ve znéni pozdéjsich predpist.

4) Tato smlouva nabyva platnosti a ucinnosti dnem | 4) This Agreement is valid and effective upon its
podpisu v§emi smluvnimi stranami. Tato smlouva signature by all Parties. This Agreement shall be
je zavazna pro smluvni strany, jakoZ i pro jejich binding upon the Parties, their successors and
pravni nastupce a odsouhlasené postupniky. permitted assignees.

5) Poskytovatel a/nebo hlavni zkousSejici nesmi tuto | 5) This Agreement may not be assigned or transferred
smlouvu postoupit bez piedchoziho pisemného by Institution and/or Principal Investigator without
souhlasu spole¢nosti PPD. PPD ma pravo tuto the prior written consent of the PPD. PPD shall
smlouvu postoupit zadavateli nebo vyzkumnému have the power to assign this Agreement to Sponsor
partnerovi zdavatele nebo jeho pobockam bez or Sponsor’s Research Partner, or its Affiliate,
pfedchoziho  souhlasu  poskytovatele a/nebo without Institution and/or Principal Investigator
hlavniho zkousejiciho. Zdavatel miZe postoupit sva consent.  Sponsor may assign its rights and/or
prava a/nebo delegovat své povinnosti na své delegate its duties to an Affiliate, Sponsor’s
pobocky, vykumného partnera nebo na kupce Research Partner, or its Affiliate, or to a purchaser
vSech, nebo vétSiny svych aktiv nebo akcii bez of all or substantially all of its assets or stock
ptedchoziho pisemného scvhaleni smluvnich stran. without the prior written consent of the Parties.

6) Jakékoli vzdani se prava ¢&i zdrzeni se jednani | 6) Any waiver or forbearance by any Party with
kterékoli smluvni strany v souvislosti s porusenim respect to a breach of any provision of this
nékterého ustanoveni této smlouvy neznamena Agreement shall not be deemed to constitute a
vzdani se prava v souvislosti s jakymkoli dal§im waiver with respect to any subsequent breach of any
porusenim této smlouvy. provision hereof.

7) Smluvni strany se zavazuji, Ze dodrzi vSechna | 7) The Parties agree that they will observe all the
ustanoveni této smlouvy, ktera trvaji déle nez provisions of this Agreement, which last longer than
platnost smlouvy, i po skonéeni tohoto klinického the term of the Agreement, even after termination of
hodnoceni. the Study.

8) S vyjimkou tohoto prohlaSeni, spole¢nost PPD a | 8) Except as expressly stated herein, PPD and Sponsor
zadavatel neposkytuji zadné, at’ pfimé ¢i implicitni make no warranties, expressed or implied, with
zaruky tykajici se tohoto klinického hodnoceni, respect to the Study, the Study Drug or any
studijniho 1é¢iva a materialu ¢i postupu, véetné materials or processes provided hereunder,
jakychkoli garanci obchodovatelnosti ¢i including without limitation any warranties of
pouzitelnosti pro uréité ucely. S vyjimkou tohoto merchantability or fitness for a particular purpose.
prohlaseni nebude spole¢nost PPD a zadavatel Except as expressly stated herein, PPD and Sponsor
odpovédny za jakékoli trestni, nepfimé a jiné Skody shall not be liable for any consequential, punitive,
zpusobené v dusledku tohoto klinického hodnoceni indirect, or other damages suffered by Institution or
poskytovatelem, zkouSejicim nebo tieti osobou. Principal Investigator or any others as a result of the

Study.

9) Tato smlouva je vyhotovena ve ¢Ctyfech | 9) This Agreement is made in four counterparts, of
stejnopisech, z nichz jeden obdrzi poskytovatel, which the Institution, the Principal Investigator,
jeden zkousejici, jeden PPD a jeden zadavatel. PPD and the Sponsor shall receive one.
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10) Zmény a dopliiky této smlouvy jsou mozné toliko
dohodou, a to pisemnym dodatkem ke smlouve,
pokud neni v této smlouvé dohodnuto jinak.

11) V ptipad¢ jakychkoli rozpori mezi Ceskou a
anglickou verzi smlouvy ma prednost ¢eska verze.

12) Poskytovatel se zavazuje, ze zvefejni smlouvu
v registru smluv v souladu se zakonem 340/2015
Sb. o registru smluv v rozsahu stanoveném timto
zédkonem a odsouhlaseném spole¢nosti
PPD/zadavatelem do péti (5) pracovnich dni ode
dne posledniho podpisu a informuje o jejim
zvetejnéni spolecnost PPD emailem. V pfipadée, Ze
spole¢nost PPD neobdrzi potvrzeni o zvefejnéni
smlouvy do péti (5) pracovnich dni ode dne
posledniho podpisu, je opravnéna podniknout
pfislusné kroky k jejimu zvetejnéni.

10) Changes and supplements to this Agreement may be
made only by written amendment hereto, unless
otherwise agreed hereunder.

11) In the case of any discrepancy between the Czech
and the English versions of the Agreement, the
Czech version shall prevail.

12) The Institution agrees to post the Agreement in
Contract registry in accordance with Act 340/2015
Coll. On Contract registry in the extend according
to this law and approved by PPD/Sponsor within
five (5) business days from the date of the last
signature and will inform PPD about this release
via email. In case PPD will not receive
confirmation about release of the Agreement within
five (5) business days from the date of the last
signature, PPD is entitled to make necessary steps
to post the Agreement.

Toto misto bylo zamérné ponechdano prazdné; podpisy
smluvnich stran jsou uvedeny na ndsledujict strané.

This space has been intentionally left blank; the
signatures of the Parties are on the following page.
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Na dilkkaz souhlasu se znénim smlouvy pFipojuji

smluvni strany své podpisy.

In witness of their consent to this Agreement, the

Parties have signed below.

PPD:

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date;:

Poskytovatel/Institution:

Podpis/Signature:

Jméno/Name: MUDr. Lukas Velev MHA
Pozice/Title: feditel / Director
Datum/Date:

Hlavni zkouSejici/Principal Investigator:

Podpis/Signature:

Jméno/Name: XXX

Datum/Date:

Seznam priloh k této smlouvé:

Priloha A: Rozpis plateb
Ptiloha B: Finan¢ni formulat (PAF)
Ptiloha C: Protikorup¢ni zasady

List of exhibits to this Agreement:

Exhibit A: Payment Schedule
Exhibit B: Payment Authorization Form
Exhibit C: Anti-corruption compliance
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Klinické hodnoceni ¢. CV010-031 - Pracovisté ¢.

PRILOHA A
Rozvrh plateb

0348

EXHIBIT A
Payment Schedule

Study #CV010-031 - Site #0348

XXX

XXX
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Ptiloha C
Protikorupcni zasady

Exhibit C
Anti-Corruption Compliance

Poskytovatel a hlavni zkousejici se zavazuji, Ze neuéini,
nezapfi¢ini ani nepovoli ucinit, pfimo ani nepiimo
prostfednictvim tieti strany, jakykoli krok, ktery (i) je
podle jakychkoli zdkont ¢i pravidel nezakonny nebo
(if) by vedl k tomu, Ze by spole¢nost PPD porusila
zakon USA o zahrani¢nich korup¢nich praktikach
(Foreign Corrupt Practices Act), britsky zakon o
uplatkaistvi (U.K. Bribery Act) nebo jiné platné
protikorup¢ni zakony (spolecné oznacované jako
»protikorupéni zakony*).

Poskytovatel a hlavni zkouS$ejici pfimo ani neptimo
prostiednictvim tieti strany neposkytnou, nenabidnou
ani nepfislibi zddnému ,,zastupci vetejné moci“ (podle
definice v této pfiloze) zadnou platbu, dar ani jinou
cennost s cilem nepatfi¢né (i) ovlivnit jakékoli oficialni
jednéni ¢i rozhodnuti tohoto zastupce vetejné moci
nebo (ii) jinak napomoci spolecnosti zadavateli, PPD ¢i
jeji mistni pobocce nebo dcetiné spolecnosti ziskat ¢i si
udrzet obchodni ¢innost, smérovat obchodni ¢innost na
kteroukoliv osobu nebo ziskat neopravnénou vyhodu.

Poskytovatel a hlavni zkouSejici se zavazuji, Ze
nepfijmou, nedaji souhlas nebo neobdrzi nebo
nepozadaji o platbu, dar nebo jinou hodnotnou véc, at’
uz ptimo ¢i nepfimo prostiednictvim tieti strany, od
zadné osoby, ktera vySe uvedené nabizi nebo dava jako
odménu za nepiipustné ovliviiovani ¢i s cilem
nepiipustné ovlivnit ~ poskytovatele,  hlavniho
zkousejiciho, PPD nebo zadavatele.

Poskytovatel a hlavni zkouSejici nenajmou ani jinak
nevyuziji zastupce zadné teti strany v souvislosti
Splnénim podle této smlouvy bez piredchoziho
pisemného souhlasu spolec¢nosti PPD (ktery muize
spolecnost PPD podle svého vyhradniho uvézeni
odepfit). Poskytovatel a hlavni zkousejici se dale
zavazuji, ze bez predchoziho pisemného souhlasu
spole¢nosti PPD (ktery mize spolecnost PPD podle
svého vyhradniho uvéazeni odepfit) neposkytnou
jménem nebo ve prospéch spole¢nosti PPD ¢i jeji
mistni pobocky nebo dcefiné spolecnosti zadné tieti
stran¢ zadné penize, dary ani jiné cennosti.

Poskytovatel a hlavni zkouSejici prohlasuji, zaru¢uji se
a zavazuji se, ze zadny fidici pracovnik, feditel, majitel
ani zameéstnanec poskytovatele ¢i hlavniho zkousejiciho
neni ,,zastupcem vetejné moci‘ ve smyslu této prilohy.
Poskytovatel a hlavni zkousSejici se dale zavazuji, Ze
bez ptedchoziho pisemného souhlasu spole¢nosti PPD
(ktery muze spolec¢nost PPD podle svého vyhradniho
uvazeni odepfit) nezaméstnaji ani nevyuziji sluzeb
»zastupce vefejné moci®, aby jednal za spole¢nost PPD
nebo jejim jménem. Poskytovatel a hlavni zkousejici se
dale zavazuji, ze Zadny ,,zastupce vefejné moci‘ nema

Institution and Principal Investigator agree that they shall
neither undertake, nor cause, nor permit to be undertaken,
directly or indirectly through any third party, any activity
which (i) is illegal under any laws, rules, or (ii) would
have the effect of causing PPD to be in violation of the
U.S. Foreign Corrupt Practices Act, the U.K. Bribery Act
or other applicable anti-corruption laws (collectively,
“the Anti-Corruption Laws”).

Institution and Principal Investigator shall not, directly or
indirectly through any third party, give, offer, or promise
any payment, gift, or other thing of value to any
individual “government official” (as defined herein), in
order to improperly (i) influence any official act or
decision of such government official, or (ii) otherwise
assist Sponsor, PPD, or PPD local affiliate, in obtaining
or retaining business, in directing business to any person,
or in securing an improper advantage.

Institution and Principal Investigator undertake that
Institution and Principal Investigator shall not, directly or
indirectly through any third party, accept, agree or
receive or request any payment, gift or other thing of
value from any person offered or given as a reward for or
with the intention of improperly influencing Institution,
Principal Investigator, PPD or the Sponsor.

Institution and Principal Investigator shall not engage or
otherwise use any third party agents in connection with
its performance hereunder without the PPD’s advance
written approval (which may be withheld by PPD in its
sole discretion). Institution and Principal Investigator
further agree that no payments of money, gifts or other
things of value shall be made to any such third parties on
behalf of or for the benefit of PPD, or PPD local affiliate,
without PPD’s advance written approval (which may be
withheld by PPD in its sole discretion).

Institution and Principal Investigator represent, warrant
and covenant that no officer, director, owner, or
employee of the Institution or Principal Investigator is a
“government official” as defined herein. The Institution
and Principal Investigator also covenant that they shall
not employ or engage any “government official” to act
for or on behalf of PPD without PPD’s advance written
approval (which may be withheld by PPD in its sole
discretion). Institution and Principal Investigator further
covenant that no “government official” is deriving or will
derive any personal benefit, directly or indirectly, from
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ani nebude mit pfimo ani nepfimo osobni prospéch
z odmeény, kterou spolecnost PPD podle této smlouvy
poskytovateli a hlavnimu zkousejicimu zaplati.

Pokud poskytovatel a hlavni zkouSejici kterékoli
prohlaseni, zaruku ¢i zédvazek uvedeny v této piiloze C
porusi, potom: (i) spole¢nost PPD bude mit okamzité
pravo tuto smlouvu divodné vypoveédét a uplatnit
veskera dal$i napravna opatieni, jez ma podle zakona ¢i
zvykového prava k dispozici, a (ii) zrusi se veskeré
zavazky spole¢nosti PPD uhradit poskytovateli a
hlavnimu zkousejicimu odménu za sluzby poskytnuté
podle této smlouvy.

Poskytovatel a hlavni zkousejici budou spole¢nost PPD
(a jeji vedouci pracovniky, feditele, zaméstnance,
zastupce, pobocky a dcefiné spoleCnosti) chranit,
odskodni ji a zajisti, aby neutrpéla zadny postih, ztratu
a nevznikly ji Zadné zavazky ani vydaje v dusledku
poruseni kterychkoli povinnosti ze strany poskytovatele
a hlavniho zkousejiciho podle této ptilohy C. Na
povinnost odskodnit spoleénost PPD podle této
pfilohy C za poruseni protikorupéniho zékona se
nevztahuje omezeni odpovédnosti stanovené v ¢lanku
IX této smlouvy.

Pro tcely této ptilohy C se terminem ,,zastupce vetejné
moci“ rozumi (i) jakykoli vedouci pracovnik,
zaméstnanec nebo jind osoba jednajici z moci svého
postaveni za vladu nebo kterékoli ministerstvo nebo
statni Gfad nebo jejich jménem ¢&i jako jejich
prostiednik,  (ii) jakykoli  vedouci pracovnik,
zaméstnanec nebo jind osoba jednajici oficidlné za
nékterou vefejnou mezinarodni organizaci (jako je
Organizace spojenych narodd, Svétova banka nebo
Svétova zdravotnicka organizace) ¢i jejim jménem, (iii)
jakakoli politicka strana ¢i jeji funkcionaf nebo jakykoli
kandidat na politicky ufad a (iv) kterykoli rodinny
prislusnik nebo zastupce jakychkoli osob uvedenych
vyse.

compensation paid by PPD to Institution and Principal
Investigator hereunder.

If Institution and Principal Investigator breaches any of
the representations, warranties or covenants set forth in
this Exhibit C, then: (i) PPD shall have the immediate
right to terminate this Agreement for cause and the right
to exercise any other remedies available at law or in
equity; and (ii) all obligations of PPD to compensate
Institution and Principal Investigator for services
provided under this Agreement shall cease.

Institution and Principal Investigator shall defend,
indemnify and hold PPD (and its officers, directors,
employees, agents and affiliates) harmless from any
penalties, losses, liabilities and expenses incurred by PPD
as a result of Institution and Principal Investigator’s
breach of any of its obligations under this Exhibit C. The
obligation to indemnify PPD under this Exhibit C for
violations of an Anti-Corruption Law shall not be subject
to the limitation of liability set out in Article IX. of the
Agreement.

For the purpose of this Exhibit C, the term “government
official” means (i) any officer, employee or other person
acting in an official capacity for or on behalf of a
government or any department, agency or instrumentality
thereof, (ii) any officer, employee or other person acting
in an official capacity for or on behalf of a public
international organization (such as the United Nations,
World Bank, or World Health Organization), (iii) any
political party or official thereof or any candidate for
political office, and (iv) any family members or
representatives of any of the individuals listed above.
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