PRV-031-003

CLINICAL STUDY AGREEMENT

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

Fakultni nemocnice v Motole (University
Hospital in Motol) state-funded institution),

located at V Uvalu 84, 150 06 Praha 5, Czech
Republic, ID 00064203, TIN CZ00064203,
established by the Ministry of Healthcare with no
obligation of registration with the Business
Register, registered with the Trade Register,
responsible office: Utad méstské &asti Praha 5

Prague 5 City District Office), represented by
by an authorization (the
“Institution”)

and

PSI CRO Czech Republic s.r. o.

V Parku 2343/24, 148 00 Praha 4 - Chodov,
Czech  Republic, IN: 28196775, TIN:
CZ28196775, registered in Business Register,
Municipal Court in Prague, section C, folio
132148, represented b

, by Power of Attorney (“PSI”)

PREAMBLE:

WHEREAS Provention Bio, Inc., having its
registered place of business at 55 Broad Street,
2nd Floor, Red Bank, NJ 07701 USA (the
“Sponsor”) is conducting an observational
clinical study (the “Study”) in full compliance with
the protocol PRV-031-003, entitled, “A
Multicenter, Multinational Extension of Study
PRV-031-001 to Evaluate the Long-Term Safety
of Teplizumab (PRV-031), a Humanized, FcR
Non-Binding, Anti-CD3 Monoclonal Antibody, in
Children and Adolescents with Recent-Onset
Type 1 Diabetes Mellitus ” and any amendments
thereto (the “Protocol”), incorporated by
reference as Exhibit A;
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SMLOUVA O KLINICKEM HODNOCENI

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

Fakultni nemocnice v Motole, statni
prispévkova organizace,
se sidlem V Uvalu 84,150 06 Praha 5, Ceska
republika, 1CO: 00064203, DIC: CZ00064203,
statni pfispévkova organizace zfizena
Ministerstvem zdravotnictvi, bez povinnosti zapisu
do obchodniho rejstriku, zapsana do
Zivnostenského rejstfiku, prislusny ufad: Ufad
meéstské Casti Praha 5, zastoupena

, ha zakladé povéreni
(dale jen ,Poskytovatel zdravotnich sluzeb”)

A

PSI CRO Czech Republic s.r.o.,

V Parku 2343/24, 148 00 Praha 4 - Chodov, Ceska
republika, ICO: 28196775, DIC: CZ28196775,
zapsana vobchodnim rejstfiku  u Méstského
soudu v Praze, oddil C, 132148,
zastoupena

vlozka

, ha zakladé piné

moci (“PSI”)

PREAMBULE:

VZHLEDEM K TOMU, ze Provention Bio, Inc. se
sidlem: 55 Broad Street, 2" Floor, Red Bank, NJ
07701 USA (dale jen ,Zadavatel) provadi
observacni klinické hodnoceni (dale jen ,Studie®)
v plném souladu s protokolem PRV-031-003
s nazvem: ,Multicentrickd mezinarodni studie
hodnotici dlouhodobou bezpecnost Teplizumabu
(PRV-031), humanizované monoklonalni protilatky
Anti-CD3 nevéazajici se na FcR, u déti
a mladistvych s nedavnym nastupem diabetes
mellitus 1. typu navazujici na studii PRV-031-001¢
a v8emi jeho dodatky (dale jen ,Protokol)
pfipojenymi formou odkazu jako Pfiloha A,
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WHEREAS the Study is an extension of a clinical
study PRV-031-001 (hereinafter, the “Main
Study”) earlier conducted at the Institution;

WHEREAS the Sponsor has engaged PSl as a
contract research organization (CRO) to set up
and conduct the Study in the Czech Republic;

WHEREAS PSI desires to engage the Institution
to conduct the Study, and the Institution wishes
to conduct the Study;

wrereas [NIGNGNGNNEEEEEE

(the “Investigator”) agrees to act as the principal
investigator for the Study at the Institution;

NOW, THEREFORE, in consideration of the
terms and conditions set forth herein, 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
PSI’'s and/or the Sponsor’s instructions as they
relate to the Institution’s performance under this
Agreement.

b) If there is a conflict between the terms of
the Protocol and the terms of this Agreement, the
terms of this Agreement will govern with respect
to commercial matters, and the Protocol will
govern with respect to the conduct of the Study
and with respect to scientific, clinical and patient
welfare issues.

c) The Study shall be conducted at
Pediatricka klinikka 2. LF UK a FN Motol
(Paediatrics Clinic, 2" Faculty of Medicine,
Charles University and University Hospital
Motol). The Institution shall ensure that the
Investigator and all individuals and entities that
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VZHLEDEM K TOMU, Ze se jedna o navazujici
Studii na klinickou studii PRV-031-001 (déle jen
,Hlavni studie“) dfive provedenou v zafizeni
Poskytovatele zdravotnich sluzeb

VZHLEDEM K TOMU, Ze Zadavatel angazoval
PSI jako smluvni vyzkumnou organizaci (CRO),
aby zorganizovala a provedla Studii v Ceské
republice;

VZHLEDEM KTOMU, 2Ze PSI si preje
na provadéni Studie angaZovat Poskytovatele
zdravotnich sluzeb a Poskytovatel zdravotnich
sluzeb si pfeje provadét Studii;

vzuLepem k Tomu, zo [ NNGNGNGNEG

(dale jen “Hlavni zkousSejici”)
souhlasi s tim, Ze bude v Poskytovateli zdravotnich
sluzeb vramci Studie vykonavat ulohu hlavniho
zkouSejiciho;

NYNIi SE PROTO pfi zvazeni vzajemnych ujednani
a zavazkl uvedenych v této Smlouvé, strany
dohodly nasledovné:

1. SLUZBY A POVINNOSTI

1.1  Provadéni Studie

a) Poskytovatel zdravotnich sluzeb timto
souhlasi, ze provede Studii v souladu s touto
Smlouvou a Protokolem. Poskytovatel zdravotnich
sluzeb se bude téz fidit pokyny PSI a/nebo
Zadavatele tykajicimi se plnéni Poskytovatele
zdravotnich sluzeb vyplyvajiciho pro néj z této

Smlouvy.

b) V pfipadé rozporu mezi podminkami
Protokolu a podminkami této Smlouvy budou
podminky této Smlouvy urcujici s ohledem na
obchodni ZzalezZitosti a protokol bude urcujici
s ohledem na provadéni Studie a odborné a
klinické zalezitosti a pfi ochrané zdravi pacienta.

c) Studie bude provedena na Pediatrické
klinice 2. LF UK a FN Motol. Poskytovatel
zdravotnich sluzeb zajisti, aby vSechny fyzické i
pravnické osoby podilejici se na provadéni Studie
pod dohledem Hlavniho zkousSejiciho (dale jen
LStudijni personal®) provadély Studii v souladu
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perform any portion of the Study under the
Investigator's supervision (the “Study
Personnel”’) conduct the Study in accordance
with the Protocol and the terms and conditions
defined in this Agreement. Further, the Institution
shall ensure that all Study Personnel are trained
in the Protocol and good clinical practices. All
Study Personnel shall be employees or
contractors of Institution. Institution shall be
responsible for all such Study Personnel. All
Study Personnel shall strictly follow the direction
of Investigator to adhere strictly to the Protocol
and this Agreement.

d) The parties acknowledge that the
Investigator is not a party to this Agreement but
shall sign it as read and understood. A separate
agreement shall be executed with the
Investigator, on the basis of which the
Investigator (and possibly the Study Personnel)
shall be remunerated.

e) The Institution shall start to 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);
(ii) the site initiation visit at the Institution has
been performed; and (iii) Case Report Forms (as
defined below) have been made available to the
Institution.

f) In the event the ethics committee requires
changes in the Protocol or form of informed
consent, Institution shall advise PSI and the
Sponsor in advance of such changes and all
modifications to the Protocol, with the exception
of medically necessary deviations required for
the safety and welfare of the Study subjects,
which shall in any case be notified to PSI and the
Sponsor as soon as possible. Institution shall not
otherwise modify the Protocol or the informed
consent without the prior written approval of PSI
or the Sponsor.
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s Protokolem a podminkami stanovenymi touto
Smlouvou. Poskytovatel zdravotnich sluzeb dale
zajisti, aby vesSkery Studijni personal byl vyskolen
ohledné Protokolu a spravné Kklinické praxe.
VSichni ¢lenové Studijniho personalu museji byt
zameéstnanci nebo kontrahenti Poskytovatele
zdravotnich sluzeb. Poskytovatel zdravotnich
sluzeb je odpovédny za veSkery Studijni personal.
VSichni ¢lenové Studijniho personalu se budou
striktné Fidit pokyny Hlavniho zkouS$ejiciho a
dodrzovat protokol a tuto Smlouvu.

d) Strany berou na védomi, Ze Hlavni
zkouS$ejici neni stranou této smlouvy, ale Ze ji
podepiSe na dukaz toho, Ze ji precetl a ze ji
porozumeél. S Hlavnim zkousSejicim bude uzavrena
samostatna smlouva, na zékladé které bude on (a
pfipadné Studijni personal) odménén.

e) Poskytovatel zdravotnich sluzeb zahaji
provadéni Studie, jakmile budou spinény vSechny
nasledujici podminky: (i) Protokol a Studie byly
schvaleny pfislusnymi etickymi komisemi a
pFislusnymi dfady, (ii) byla vykonana zahajovaci
navstéva studijniho centra a (i) Poskytovatel
zdravotnich sluZzeb byly zpfistupnény Zaznamy
subjektll hodnoceni (definovany nize) a Studijni
lék.

f) V pfipadé, ze bude eticka komise pozadovat
zmény v Protokolu nebo formulafi informovaného
souhlasu, je Poskytovatel zdravotnich sluzeb
povinen pfedem oznamit tyto zmény a veskeré
Upravy Protokolu PSI a Zadavateli s vyjimkou
odchylek nutnych z Iékafského hlediska za uelem
zajiSténi bezpecnosti a ochrany zdravi Subjektu
hodnoceni, o nichZz je v kazdém pfipadé tfeba
informovat PSI| a Zadavatele, co nejdfive to bude
mozZné. Poskytovatel zdravotnich sluzeb nebude
jinym  zplasobem  upravovat Protokol ani
informovany souhlas bez pfedchoziho pisemného
souhlasu PSI ¢i Zadavatele.
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g) Investigator is an employee or contractor
of Institution.  Investigator shall direct and
supervise the performance of the Study in
accordance  with  Applicable  Regulatory
Requirements, the Protocol and this Agreement.
In the event that the Investigator leaves or is
removed from the Institution or otherwise
becomes unavailable to direct and supervise the
performance of the Study, then Institution shall
(1) within two (2) days of such event, provide
written notice thereof to the Sponsor and
propose a potential for the
Investigator with appropriate qualifications, and
(2) immediately appoint a sub-investigator as a
temporary replacement for the Investigator until
a successor Investigator has been confirmed.
Any successor to Investigator must be approved,
in writing, by the Sponsor and such successor
shall be required to agree to all the terms and
conditions of the Protocol and to sign the latter
and a separate agreement as evidence of such
agreement (although failure to so sign shall not
relieve such successor from abiding with all the
terms and conditions of the Protocol and this
Agreement). If Institution does not identify a
qualified successor to Investigator as provided
above, or if the Sponsor does not approve the
successor proposed by the Institution, PSI, as
instructed by the Sponsor, shall have the right to
terminate this Agreement as provided in Section
8 below.

replacement

h) The expected Study duration is till

February 2027.

1.2 Regulatory Compliance of Study

a) Each party shall perform its obligations
under this Agreement with due diligence and in
strict compliance with: (i) all laws and regulations
applicable to the conduct of clinical ftrials,
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
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g) Hlavni zkouS$ejici je zaméstnanec nebo
kontrahent Poskytovatele zdravotnich sluzZeb.
Hlavni zkouSejici ma povinnost fidit provadéni
Studie a dohlizet na né&j v souladu s Platnymi
regulaCnimi pozadavky, Protokolem a touto
Smlouvou. V pfipadé&, Ze Hlavni zkouSejici odejde
od Poskytovatele zdravotnich sluzeb, bude
propustén, nebo nebude k dispozici zjiného
dlvodu, aby fidil a dohlizel na provadéni Studie, je
Poskytovatel zdravotnich sluzeb povinen (1)
béhem dvou (2) dnl od této udalosti pisemné
informovat Zadavatele a za Hlavniho zkouSejiciho
navrhnout pfipadného nahradniho zkousejiciho,
ktery bude mit vhodnou kvalifikaci, a (2) okamzité
jmenovat spolu-zkou$ejiciho jako doc¢asného
nahradnika za Hlavniho zkouSejiciho, dokud
nebude potvrzen nastupce Hlavniho zkousejiciho.
Nastupce Hlavniho zkousejiciho musi byt pisemné
schvalen Zadavatelem a bude od néj vyZadovano,
aby se zavazal jednat vsouladu se vSemi
podminkami Protokolu a podepsal Protokol i
separatni smlouvu na dikaz tohoto zavazku (i kdyz
nepodepsani uvedenych dokumentl nezbavuje
tohoto nastupce Hlavniho zkou$ejiciho povinnosti
fidit se vSemi podminkami Protokolu a této
Smlouvy). Pokud se Poskytovateli zdravotnich
sluzeb nepodafi najit kvalifikovaného nastupce
Hlavniho zkousSejiciho dle vySe uvedeného popisu,
nebo pokud Zadavatel neschvali nastupce
navrhovaného Poskytovatelem zdravotnich
sluzeb, PSI bude mit dle pokyn(l Zadavatele pravo
ukongit tuto Smlouvu v souladu s Oddilem 8 niZe.

h) Predpokladana délka Studie je do Unora
2027.

1.2 Vyhovéni Studie regulaénim pozadavkim

a) Kazdd ze stran bude vykonavat své
povinnosti vyplyvajici pro ni ztéto Smlouvy
s nalezitou svédomitosti a ve striktni shodé se: (i)
v8emi pravnimi pfedpisy platnymi pro provadéni
klinického hodnoceni, zejména zakonem ¢&.
378/2007 Sb., o IécCivech, v platném znéni,
zadkonem €. 372/2011 Sb., o zdravotnich sluzbéach,
v platném znéni, a vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkach
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Stipulating the Detailed Conditions of the Clinical
Trial; (ii) all generally accepted standards of good
clinical practice, including without limitation the
current Good Clinical Practices Guidelines of the
International Conference on Harmonization and
the ethical principles of the World Medical
Association Declaration of Helsinki; (iii) the
applicable laws related to data protection and
data privacy, including without limitation, Act No.
110/2019 Coll., on Personal Data Processing, as
amended (implementing the Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation, “GDPR”); (iv) in
compliance with the opinion of the Ethics
Committee; and (v) any other applicable laws
and regulations (collectively, as amended from
time to time, the “Applicable Regulatory
Requirements”).

b) The parties acknowledge and agree that
the compensation and support provided to the
Institution pursuant to this Agreement represents
the fair market value for the services provided,
has been negotiated in an arms-length
transaction and has not been determined in a
manner that takes into account the volume or
value of any referrals or other business otherwise
generated between the Sponsor, PSI and/or the
Institution.

c) Institution represents and warrants that its
facilities and population are adequate to perform
the Study contemplated by this Agreement and
the Protocol. Institution agrees to administer, and
Investigator agrees to conduct this Study, solely
at the Institution.

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

e) “Biological Samples” means blood, fluid
and/or tissue biopsy samples collected from
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klinického  hodnoceni, (i) vSemi obecné
pfijimanymi standardy spravné Kklinické praxe
véetné (mimo jiné) aktualné Platnych postupu
Spravné klinické praxe z Mezinarodni konference
pro harmonizaci a etickymi zasadami Helsinské
deklarace Svétové |ékafské asociace, (iii) platnymi
zakony tykajicimi se ochrany udaji a ddvérnosti
udaju veetné (mimo jiné) Zakona &. 110/2019 Sb.,
0 zpracovani osobnich udaji v platném znéni
(implementujici nafizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaju a o volném pohybu
téchto udaji a o zruSeni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich udaja,
,GDPR); (iv) vsouladu se stanoviskem Etické
komise a (iv) vSemi dalSimi platnymi zakony a
predpisy (souhrnné .Platné regulacni
pozadavky“ v platném znéni).

b) Strany berou na védomi a souhlasi s tim, ze
odména a podpora poskytnutda Poskytovateli
zdravotnich sluzeb dle této Smlouvy predstavuje
spravedlivou trzni hodnotu poskytnutych sluzeb,
byla sjednana standardnim zpusobem a nikoli
stanovena zplsobem beroucim v Uvahu objem
nebo hodnotu doporu€eni nebo jiného obchodu
jinak vzniklého mezi Zadavatelem, PSI a/nebo
Poskytovatelem zdravotnich sluzeb.

c) Poskytovatel zdravotnich sluzeb prohlasuje
a zarucuje se, Ze zafizeni a personadl jsou vhodné
pro provedeni zamyslené Studie uvedené v této
Smlouvé a Protokolu. Poskytovatel zdravotnich
sluzeb se zavazuje fidit a Hlavni zkouSejici se
zavazuje vykonavat Studii vyhradné v zafizeni
Poskytovatele zdravotnich sluzeb.

d) VeSkeré upravy Protokolu
provedeny v souladu s Platnymi
poZadavky a schvaleny Zadavatelem.

musi byt
regulacnimi

e) Biologickymi vzorky“ se rozumi vzorky
krve, tekutin a/nebo biopsie tkané odebrané
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Study subjects as set forth in the Protocol, and
tangible materials directly or indirectly derived
from such samples. Institution will collect, retain
and/or use Biological Samples solely as set forth
in the Protocol. Institution will provide Sponsor
with quantities of Biological Samples as required
by the Protocol. Sponsor may use such
Biological Samples in all areas of research and
development as permitted in the informed
consent documents and in accordance with all
Applicable Regulatory Requirements.

1.3  Study Subjects

Itis anticipated that Investigator shall enroll in the
Study all subjects, who have participated in the
Main Study (PRV-031-001; PROTECT). Detailed
criteria of subjects to be enrolled in the Study are
provided in the Protocol.

1.4  Study Supplies

a) Sponsor, through PSI may, at its sole
discretion, provide additional materials, supplies
and equipment (the “Study Supplies”) for the
conduct of the Study. Immediately upon receipt
of any Study Supplies, the Institution shall
provide PSI with an acknowledgement of receipt.
The Institution shall take responsibility for and
reasonable steps to maintain appropriate
records and assure appropriate supply, handling,
storage, distribution and usage of the Study
Supplies in accordance with: (i) Applicable
Regulatory Requirements; (i) the manner
outlined in the Protocol; and (iii) any additional
documents provided by PSI or the Sponsor.

b) The Sponsor shall ensure the supply of the
Study Supplies to the pharmacy of the Institution
where a pharmacist will take the consignment
over and check it (to the same extent as other
consignments — i.e. for damage, whether any
special transport requirements were met, if
everything is fine, and the pharmacist shall
confirm  receipt of the consignment).
Subsequently, based on request form, the
Investigator shall collect the Study Supplies and
is fully responsible for it. The Sponsor is obliged
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Subjektdm hodnoceni dle Protokolu a hmotny
material pfimo &i nepfimo odvozeny z téchto
Poskytovatel zdravotnich sluZzeb bude
shromazdovat, ponecha si a/nebo bude pouzivat
Biologicke vzorky vyhradné
s Protokolem. Poskytovatel zdravotnich sluzeb
poskytne Zadavateli takové mnozZstvi Biologickych
vzork, jaké je vyzadovano Protokolem. Zadavatel
smi tyto vzorky pouzit ve vSech oblastech vyzkumu
a vyvoje povolenych informovanym souhlasem a

vzorkd.

v souladu

vsouladu se v8emi Platnymi regulaénimi
poZadavky.
1.3 Subjekty hodnoceni

Pfedpoklada se, Zze Hlavni zkouSejici do Studie
zaradi vSechny subjekty, které se uc€astnily Hlavni
studie (PRV-031-001, PROTECT). Podrobna
kritéria pro zafazovani subjektl do Studie jsou
uvedena v Protokolu.

1.4  Studijni material

a) Zadavatel dle svého vyhradniho uvazeni
smi prostfednictvim PSI  poskytnout dalSi
materialy, potfeby a vybaveni (dale jen ,Studijni
material®) pro uCely provedeni  Studie.
Poskytovatel zdravotnich sluzeb po obdrzeni
Studijniho materidlu neprodlené potvrdi pfijem
PSI. Poskytovatel zdravotnich sluzeb bude
odpovédny za a podnikne pfislusné kroky k
uchovavani odpovidajicich zaznami a zajisti
odpovidajici dodavky, manipulaci, skladovani,
distribuci a pouziti Studijniho materialu v souladu
s: (i) Platnymi regulaénimi poZadavky, (i)
zpusobem uvedenym v Protokolu a (iii) dalSimi
dokumenty poskytnutymi PSI nebo Zadavatelem.

b) Zadavatel zaijisti distribuci zasilky Studijniho
materialu do |ékarny poskytovatele zdravotnich
sluzeb, kde je lékarnik prevezme a zkontroluje
(jako jiné zasilky - tzn. neni-li poSkozena, v pfipadé
zvlastnich pozadavkd na transport, byly-li tyto
poZadavky dodrZzeny, pfijem zasilky potvrdi).
Nasledné si na Zzadanku Hlavni zkouSejici
vyzvedne Studijni materidl a je za né& piné
odpovédny. Zadavatel je povinen oznamit do 3
pracovnich dnut pred dodanim, kdy bude zasilka do
Iékarny pfedana, bud emailem, nebo telefonicky
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to notify the authorized pharmacist by e-mail or
by phone of the time when the consignment is
supposed to be delivered to the pharmacy no
later than 3 business days prior to such delivery.
Disposal of unused medications shall be
performed by the Sponsor at its own expense.
The Sponsor shall ensure delivery of the
consignment to the following address:
Nemocniéni Iékarna FN Motol, V Uvalu 84, 150
06 Praha 5, Czech Republic and shall specify the
name of the authorized pharmacist on the
package.

c) The Institution shall ensure that the Study
Supplies are solely used for the purpose of
conducting the Study in accordance with the
Protocol and for no other purpose. Furthermore,
the Institution shall ensure that the Study
Supplies are not transferred to any third parties
except where expressly required by the Protocol
or with prior written approval from PSI or the
Sponsor. Unless stated otherwise in writing by
PSI, the Study Supplies are and will remain the
sole property of PSI or the Sponsor (as the case
may be). The Institution shall be responsible to
PSI and the Sponsor for the Study Supplies
entrusted to them and shall notify PSI
immediately if any Study Supplies are lost,
damaged or destroyed.

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

1.5 Informed Consent

a) The Investigator shall obtain in
compliance with all Applicable Regulatory
Requirements an informed consent properly
signed by or on behalf of each Study subject prior
to the subject’s participation in the Study.
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Iékarnou povéfenému farmaceutovi. Likvidaci
nevyuzitych |ékl si zadavatel zajisti na vlastni
naklady. Zadavatel zajisti dodavku na adresu:
Nemocni¢ni lékarna FN Motol, V Uvalu 84, 150 06
Praha 5, Ceska republika a oznadi ji jménem
odpovédného lékarnika.

c) Poskytovatel zdravotnich sluzeb zajisti, aby
byl Studijni material pouzivan vyhradné pro ucely
provadéni Studie v souladu s Protokolem a za
Zadnym jinym G&elem. Poskytovatel zdravotnich
sluzeb dale zajisti, aby Studijni material nebyl
pfedan tfetim stranam s vyjimkou situaci, kdy je
predani Studijniho matrialu vyslovné vyzadovano
Protokolem, nebo s pisemnym souhlasem PSI &i
Zadavatele. Pokud nebude pisemné stanoveno
jinak PSI nebo Zadavatelem, je a zGstane Studijni
material vyhradnim majetkem PSI nebo
Zadavatele (dle situace). Poskytovatel zdravotnich
sluzeb bude za jemu svéfeny Studijni material
odpovidat PS| a Zadavateli a neprodlené uvédomi
PSI, pokud dojde ke ztraté, poskozeni nebo
zni€eni Studijniho materialu.

d) PFi dokonc¢eni nebo ukonéeni Studie nebo
na zadost PSI nebo Zadavatele, Poskytovatel
zdravotnich sluzeb doru€i veskery nepouzity
Studijni material na adresu uréenou PSI nebo
Zadavatelem, nebo jej zni¢i dle instrukci PSI nebo
Zadavatele a v souladu s Platnymi regulaénimi
pozadavky. Poskytovatel zdravotnich sluzeb
nebude likvidovat Studijni materidl bez vyslovného
souhlasu PSI nebo Zadavatele.

1.5 Informovany souhlas

a) Hlavni zkouSejici v souladu se vSemi
Platnymi regulaénimi poZadavky ziska od v8ech
Subjektd hodnoceni nebo jejich zastupcu fadné
podepsany informovany souhlas, a to pfed
zahajenim ucasti subjektu ve studii.
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b) The Investigator shall use the form of the
informed consent (the “Informed Consent
Form”) provided by PSI and approved in
compliance with all Applicable Regulatory
Requirements.

1.6 Case Report Forms and Study Data

a) PSI shall supply (or if electronic, provide
access to) the forms to be used and completed
by the Investigator to document a Study subject’s
participation in the Study (the “Case Report
Forms” or “CRFs”). The Investigator shall record
all data generated as a result of conducting the
Study (the “Study Data”) in a timely, accurate
and complete manner, and shall ensure that the
Case Report Forms for each Study subject are
duly signed and dated. To the extent the Study
requires completion of electronic Case Report
Forms, the Institution shall ensure that it has
implemented and maintains  appropriate
computer security sufficient to protect the
confidentiality, integrity and availability of such
Study Data in accordance with the Applicable
Regulatory Requirements. The Investigator shall
not grant unauthorized users access to the
electronic data capture (EDC) system used in the
Study, and in particular, shall not share or
disclose his/her username and/or passwords.

b) The Institution shall take reasonable and
customary precautions to prevent the loss or
alteration of any Study Data. The Institution
acknowledges and agrees that the Sponsor shall
own all Study Data.

1.7 Serious Adverse Events

The Investigator agrees to immediately and fully
inform the Sponsor, PSI and, when applicable,
the ethics committee(s) and competent
authorities, of any serious adverse events
occurred during the Study, according to the
Applicable Regulatory Requirements and
applicable Protocol provisions within 24 hours of
learning of such serious adverse events.

PSI Template, Czech Republic, 29-OCT-2017

b) Hlavni zkousSejici bude pouzivat formular
informovaného souhlasu (dale jen ,Formular
informovaného souhlasu®) poskytnuty PSI a
schvdleny vsouladu se vSemi Platnymi
regulacnimi pozadavky.

1.6 Zaznamy subjektu hodnoceni a Studijni
udaje

a) PSI doda formulafe (pokud se jedna o
elektronickou formu, udéli pfistup), které Hlavni
zkousejici pouZzije a vyplni pro zdokumentovani
UCasti Subjektll hodnoceni ve Studii (dale jen
.Zaznamy subjektu hodnoceni‘ nebo ,CRFs").
Hlavni zkou$ejici bude zaznamenavat veSkeré
Udaje ziskané v pribéhu provadéni Studie (dale
jen ,Studijni udaje“) v€as, pfesné a uplné do
formulare a zajisti, aby veSkeré Zaznamy subjektu
hodnoceni byly nalezité podepsany a datovany.
V rozsahu, vjakém Studie vyZaduje vypliiovani
elektronickych Zaznam(i subjektd hodnoceni,
zajisti Poskytovatel zdravotnich sluzeb pfiméfené
zabezpeCeni pocitaCe postacCujici k ochrané
davérnosti, neporusSenosti a dostupnosti téchto
udaj v souladu s Platnymi regulacnimi
poZadavky. Hlavni zkou$ejici nebude udé&lovat
pfistup do systému elektronického zaznamenavani
udaju (EDC) pouzivaného ve Studii neopravnénym
osobam a zejména pak nebude sdélovat své
uzivatelské jméno a/nebo heslo.

b) Poskytovatel zdravotnich sluzeb  ucini
odpovidajici opatfeni, aby nedoslo ke ztraté nebo
zméné zadnych Studijnich (dajd. Poskytovatel
zdravotnich sluzeb uznava a souhlasi, Ze
Zadavatel je vlastnikem veSkerych Studijnich
udaja.

1.7 Zavazné nezadouci prihody

Hlavni zkouSejici souhlasi, Ze b&€hem 24 hodin od
okamziku, kdy se o téchto zavaznych nezadoucich
pfihodach dozvi, bude vsouladu s Platnymi
regulacnimi pozadavky a ustanovenimi Protokolu
neprodlené informovat Zadavatele, PSI a pfipadné
etické komise a pfislusné drady o jakychkoli
vyznamnych rizicich, zavaznych neZadoucich
prihodach, které se vyskytnou ve Studii.
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1.8 Financial Disclosure

The Investigator shall complete and return to PSI
the financial disclosure document(s) provided by
PSI concerning financial interests and other
conflicts of interest which the Investigator and/or
his/her family members may have in the
Sponsor. The Investigator shall also ensure that
all sub-investigators complete and provide PSI
with such financial disclosure form(s). The
Investigator agrees that she/he and any sub-
investigators shall provide PSI and the Sponsor
with an updated financial disclosure form or
forms 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.

2 COMPENSATION

a) The compensation for the conduct of the
Study under this Agreement is set out in the
Financial Arrangements enclosed as Exhibit
B. The amount(s) included in the Financial
Arrangements represents the entire
compensation under this Agreement and it
includes without limitation, all work and care
anticipated by the Protocol, the use of the
facilities and  equipment, staff costs,
administrative costs, overhead, third party costs,
taxes (except VAT), travel and other expenses,
etc.

b) The Institution acknowledges that PSI
may refuse to make payment in case of a breach
of this Agreement, including but not limited to, a
Protocol violation or an incomplete CRF.

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

d) The Institution acknowledges and agrees
that the Sponsor and/or PSI may disclose
information related to compensation and
payments hereunder as may be necessary to

PSI Template, Czech Republic, 29-OCT-2017

1.9 Majetkové priznani

Hlavni zkou$ejici vyplni a odevzdd PSI formulaf
majetkového pfiznani poskytnuty PSI tykajici se
finanénich zajmu a dale stfetu zajma, které Hlavni
zkousejici a/nebo jeho rodina mohou uplatnit vici
Zadavateli. Hlavni zkou$ejici také zajisti, aby tento
vykaz vyplnili i spolu-zkousSejici a odevzdali jej PSI.
Hlavni zkouS$ejici souhlasi s tim, Ze on i vSichni
spolu-zkouSejici poskytnou PSI a Zadavateli
aktualizovany/é formulaf/e majetkového pfiznani,
pokud v pribéhu Studie nebo béhem jednoho (1)
roku od jejiho dokon&eni nebo ukonéeni dojde ke
zméné skute¢nosti uvedenych v puvodnich
formulafich.

2, KOMPENZACE

a) Kompenzace za provedeni Studie dle této
Smlouvy je stanovena ve Finanénich ujednanich
pfilozeném k této Smlouvé jako Priloha B. Tato
Castka uvedena v Rozpise plateb predstavuje
celkovou kompenzaci vyplacenou na zakladé této
Smlouvy a zahrnuje veSkeré uUkony a péci
uvedenou v Protokolu, pouziti zafizeni a vybavent,
naklady na personal, administrativni naklady, rezii,
nédklady spojené s tfetimi stranami, dané (kromé
DPH), cestovni a jiné vydaje, atd.

b) Poskytovatel zdravotnich sluzeb bere na
védomi, ze PSI smi odmitnout provedeni platby
v pfipadé poruSeni této Smlouvy véetné (mimo
jiné)  poruseni Protokolu nebo v pfipadé
nevypinénych CRFs.

c) Poskytovatel zdravotnich sluzeb nebude
v souvislosti se Studii Uctovat Subjektiim
hodnoceni ani jiné tfeti strané Zzadné vydaje, za
jejichz zaplaceni je zodpovédna PSI nebo
Zadavatel.

d) Poskytovatel zdravotnich sluzeb bere na
védomi a souhlasi s tim, ze Zadavatel a/nebo PSI
smi zvefejnit informace souvisejici s odménou a
platbami dle této Smlouvy v rozsahu nutném pro
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comply with Applicable Regulatory
Requirements.

3. CONFIDENTIALITY

a) “Confidential Information” means all

confidential or proprietary information or data, of
any kind whatsoever and however memorialized,
that is: (i) disclosed by or on behalf of PSI and/or
the Sponsor 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 as a result of
performing the Study. The Confidential
Information shall include, without limitation, the
Study, investigational drug under the Main Study
(PRV-031-001; PROTECT), the Protocol, the
Investigator's Brochure, the Study Data, the
Intellectual Property (defined below) and
information regarding the Sponsor, PSI or either
of their affiliates. All Confidential Information
shall belong solely and exclusively to PSI or the
Sponsor, as the case may be.

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 use the
Confidential Information only as required for the
purpose of this Agreement. The Institution shall
limit its 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

PSI Template, Czech Republic, 29-OCT-2017

soulad s Platnymi regulaénimi pozadavky.

3. DUVERNOST

a) Za ,Duvérné informace” se povazuji
veskeré informace nebo Udaje jakéhokoli druhu a
zaznamenané v jakékoli podobé, které jsou: (i)
zpfistupnény PSI a/nebo Zadavatelem ¢i jejich
jménem  Poskytovateli  zdravotnich  sluzeb,
Hlavnimu zkou$ejicimu nebo Studijnimu personalu
v souvislosti s touto Smlouvou, nebo (ii) ziskany,
vyvinuty nebo  vytvofeny  Poskytovatelem
zdravotnich sluzeb, Hlavnim zkouSejicim a/nebo
Studijnim  personalem v duUsledku provadéni
Studie. Duvérné informace zahrnuji zejména
Studii, hodnoceny pfipravek v Hlavni studii (PRV-
031-001, PROTECT), Protokol, BroZuru Hlavniho
zkousejiciho, Studijni udaje, DuSevni vlastnictvi
(definovano nize) a informace tykajici se
Zadavatele Studie, PSI a jejich pobocek. VeSkeré
Davérné informace jsou ve vyhradnim vlastnictvi
PSI, popfipadé Zadavatele.

b) Duvérné informace nezahrnuji informace,
které (i) jsou vefejné dostupné v dobé jejich
predani Poskytovateli zdravotnich sluzeb, (ii) byly
dle pisemnych zaznam( nebo jinych dikazl ve
vlastnictvi Poskytovatele zdravotnich sluzeb a
pfedtim, nez jim byly poskytnuty, bez povinnosti
zachovavat jejich duavérnost, nebo (iii) které se
stanou vefejné dostupnymi na zakladé cinnosti
tfeti strany, nikoli na zakladé opomenuti
Poskytovatele zdravotnich sluzeb, Hlavniho
zkousejiciho nebo Studijniho personalu.

c) Poskytovatel zdravotnich sluzeb bude
zachovavat striktni dvérnost Dlvérnych informaci
a pouzije vSechna pfiméfenda bezpelnostni
opatfeni, aby pFedeSel neopravnénému pouziti
nebo predani Davérnych informaci. Poskytovatel
zdravotnich sluzeb bude Duavérné informace
pouzivat pouze pro Ulely této Smlouvy.
Poskytovatel zdravotnich sluzeb omezi pfedavani
Dlvérnych informaci na Studijni personal, ktery
tyto informace potfebuje pro provadéni Studie a
ktery podléha povinnosti uchovavat tyto informace
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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 a Study
Personnel.

d) Should the Institution or the Investigator or
any Study Personnel receive a court order or
other legally binding request to disclose
Confidential Information, the Institution shall
immediately inform PSI upon the discovery of
such request and before any Confidential
Information is disclosed. The Institution shall
cooperate with PSI and/or the Sponsor 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.

e) The obligations of confidentiality under
this Section 3 exist at all times during this
Agreement and shall survive the expiration or
earlier termination of this Agreement for a period
of ten (10) years.

4. INTELLECTUAL PROPERTY

a) The Institution acknowledges and agrees
that the Sponsor shall have exclusive ownership
rights to all Study Data, 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
Confidential Information, together with all
intellectual property rights relating thereto
(“Intellectual Property”). The Institution shall
promptly within thirty (30) working days of
conception, disclose in writing to PSI and the
Sponsor all Intellectual Property made by the
Institution, the Investigator and/or the Study
Personnel.

PSI Template, Czech Republic, 29-OCT-2017

jako davérné stejné prisné, jako je povinnost
stanovena touto  Smlouvou.  Poskytovatel
zdravotnich sluzeb pouci Hlavniho zkousejiciho a
Studijni personal o davérné povaze Dlvérnych
informaci a ponese zodpovédnost za jakékoli
poruSeni této povinnosti Hlavnim zkouSejicim nebo
Studijnim personalem.

d) V pfipadé, Ze Poskytovatel zdravotnich
sluzeb, Hlavni zkouSejici nebo kterykoli ¢len
Studijniho personalu obdrZi soudni pfikaz nebo
jiny pravné zavazny pozadavek predat Duvérné
informace nebo jejich ¢ast, je Poskytovatel
zdravotnich sluzeb povinen neprodlené informovat
PSI, jakmile se o takovém pfikazu/poZadavku
dozvi, a predtim, nez budou Dlvérné informace
predany. Poskytovatel zdravotnich sluzeb bude
spolupracovat s PSI a/nebo Zadavatelem v usili
ziskat omezeni nebo ochranu pfed takovymto
pfikazem  pozadujicim  pfedani informaci.
V kazdém pfipadé Poskytovatel zdravotnich
sluzeb pfeda pouze minimum Ddvérnych informaci
nutnych k vyhovéni poZadavku.

e) Povinnost zachovavat dlvérnost dle tohoto
Oddilu 3 je platna po celou dobu platnosti této
Smlouvy a dale po dobu deseti (10) let od skon&eni

4. DUSEVNI VLASTNICTVI

Poskytovatel zdravotnich sluzeb uznava a
souhlasi, Ze Zadavatel bude mit vyhradni
vlastnicka prava ke vSem Studijnim ddajom,
vylepSenim, na vyvoj, k objevim, vynalezdm,
dilim, know-how a dalSim pravim (at uz
patentovatelnym €i nikoli), vytvofenym, vyvinutym,
a/nebo uvedenym do praxe v dusledku nebo
v souvislosti s provadénim  Studie, a/nebo
Duvérnych informaci spole¢né s pravy dusevniho
vlastnictvi s nimi souvisejicimi (dale jen ,Dusevni
vlastnictvi“). Poskytovatel zdravotnich sluzeb
bude neprodlené béhem tficeti (30) pracovnich dnu
od vzniku pisemné informovat PSI a Zadavatele o
veSkerém DuSevnim vlastnictvi vytvofeném
Poskytovatelem zdravotnich sluzeb, Hlavnim
zkousejicim a/nebo Studijnim personalem.
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b) Institution hereby agrees to and, if
applicable, do assign herewith or shall assign all
of its right, title and interest, if any, in and to all
Intellectual Property to the Sponsor with no
further payment or other obligation to the
Institution and shall provide reasonable
assistance to the Sponsor in obtaining, and from
time to time enforcing and defending, the
Sponsor's rights to Intellectual Property,
including without limitation: (i) the assignment to
the Sponsor, or its nominee, of all right, title and
interest of Institution, Investigator, their
employees or independent contractors in and to
such Intellectual Property and all Intellectual
Property rights appurtenant thereto; and (ii) the
execution of any and all applications,
assignments, or other instruments and the giving
of testimony which the Sponsor shall deem
necessary to apply for and obtain copyright or
letters of patent of the United States or of any
foreign country or to protect otherwise the
Sponsor’s interests therein.

5. PUBLICATION AND PUBLICITY

5.1 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”). If the Investigator is interested in
contributing to or participating in the Multi-Center
Publication, he or she must contact the Sponsor.
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

PSI Template, Czech Republic, 29-OCT-2017

b) Poskytovatel zdravotnich sluzeb se timto
zavazuje postoupit a pfipadné postupuje nebo ma
povinnost postoupit Zadavateli
pfipadna prava, pravni naroky a zajmy tykajici se
veSkerého DuSevniho vlastnictvi bez dalSi platby
nebo povinnosti viéi Poskytovateli zdravotnich
sluzeb a ma povinnost poskytnout Zadavateli
odpovidajici soudinnost pfi ziskavani a ob&as pfi
vynucovani a obrané prav Zadavatele na Dusevni
vlastnictvi zejména: (i) pfi pfevodu vSech prav,
pravnich narokli a zajm0 Poskytovatele
zdravotnich sluzeb, Hlavniho zkousSejiciho, jejich
nebo nezavislych kontrahentu
tykajicich se Du8evniho vlastnictvi a k tomu
patficich prav na DuSevni vlastnictvi na Zadavatele
nebo jeho povéfeného zastupce a (ii) pfi podpisu
veskerych zadosti, pfevodu &i jinych dokumentl a
pfi vypovédi, které bude Zadavatel povazovat za
nezbytné pro podani zadosti o autorské pravo
nebo o patent a pro jejich ziskani ve Spojenych
statech americkych nebo jiné cizi zemi nebo pro
ochranu zajmu Zadavatele jinym zpusobem

veSkera sva

zaméstnancu

5. PUBLIKACE A PROPAGACE

5.1 Publikace

a) Poskytovatel zdravotnich sluzeb souhlasi
s tim, Ze Zadavatel bude mit vyhradni pravo na
prvni publikaci vysledk(i Studie. Tato publikace
Zadavatelem bude provedena jako publikace
vysledkl multicentrického hodnoceni ziskanych od
vSech zkousejicich a zdravotnickych zafizenich
podilejicich se na Studii (dale jen ,Publikace
vysledkd multicentrického hodnoceni*).
V pfipadé, Ze bude mit Hlavni zkouSejici zajem
pfispét k Publikaci vysledkd multicentrického
hodnoceni nebo se na ni podilet, je tfeba, aby
kontaktoval Zadavatele. Vybér autord/
participujicich bude fidit Zadavatel pfi zvazeni
prispéni jednotlivych zkousejicich ke Studii.

b) Poskytovatel zdravotnich sluzeb a Hlavni
zkousSejici smeéji publikovat nebo prezentovat
vysledky  Studie Poskytovatelem
zdravotnich sluzeb a/nebo Hlavnim zkouSejicim
(dale jen ,Nezavisla publikace®) za prfedpokladu,

ziskané
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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) the
Institution and/or the Investigator shall, as
requested by the Sponsor, delete all references
to Confidential Information (excepting the results
of the Study obtained by the Institution and the
Investigator); (iv) the Institution and the
Investigator shall consider the Sponsor’s
comments and proposed revisions in good faith;
and (v) if at any point during the initial sixty (60)
day review the Sponsor so requests, the
Institution and/or the Investigator shall delay the
publication or presentation of the Independent
Submission for up to forty-five (45) additional
days in order to permit the Sponsor time to obtain
Intellectual Property protections. If the parties
disagree concerning the accuracy and
appropriateness of the data analysis and
presentation, and/or presence of the Sponsor’'s
Confidential Information, Institution and the
Investigator agree to meet with the Sponsor’'s
representatives at the Institution or as otherwise
agreed, prior to submission or presentation, for
the purpose of making good faith efforts to
discuss and resolve any such disagreement.

5.2 Publicity

The Institution shall not use PSI's or the
Sponsor’'s name, the names of any of their
employees, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of
PSI or the Sponsor, as applicable.
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ze byly spinény vS8echny nasledujici podminky: (i)
vysledky  multicentrického  hodnoceni  byly
publikovany, nebo pokud nebyly, uplynulo od
dokonc&eni nebo pfed€asného ukonceni Studie ve
vSech participujicich centrech (véetné finalniho
uzamé&eni databaze) alespofi osmnact (18)
mésicu, (i) Poskytovatel zdravotnich sluzeb
a/nebo Hlavni zkou$ejici jsou povinni pfed
zaslanim  Nezavislé  publikace  vydavateli,
recenzentovi ¢€i jiné tfeti strané odevzdat
Nezavislou publikaci v navrhované podobé
Zadavateli a ponechat Zadavateli |hatu v délce
alespon Sedesati (60) dnu na kontrolu a komentar,
(iii) Poskytovatel zdravotnich sluzeb a/nebo Hlavni
zkouSejici na zadost Zadavatele odstrani veskeré
odkazy na Duvérné informace (s vyjimkou
vysledk  Studie ziskanych Poskytovatelem
zdravotnich sluzeb a Hlavnim zkou$ejicim), (iv)
Poskytovatel zdravotnich sluzeb a Hlavni
zkouSejici zvazi komentdf Zadavatele a
navrhované revize v dobré vife a (v) Poskytovatel
zdravotnich sluzeb a/nebo Hlavni zkouSejici na
zadost Zadavatele vyjadienou béhem
Sedesétidenni (60) kontroly odloZi publikaci nebo
prezentaci Nezavislé publikace az o dalSich
Ctyficet pét (45) dnG za ucelem umoznéni
Zadavateli ziskat ochranu DuSevniho vlastnictvi.
Pokud se strany neshodnou, pokud jde o pfesnost
a pfiméfenost analyzy Udajl a prezentaci a/nebo
pfitomnost Ddvérnych informaci Zadavatele,
zavazuji se Poskytovatel zdravotnich sluzeb a
Hlavni zkou$ejici setkat se se zastupci Zadavatele
v zafizeni Poskytovatele zdravotnich sluzeb nebo
jinde dle dohody, a to pfed odevzdanim nebo
prezentovanim, za ucelem vynalozeni usili v dobré
vife diskutovat a vyfesit takové neshody.

5.2 Propagace

Poskytovatel zdravotnich sluzeb nebude pouzivat
nazev spole¢nosti PSI ani Zadavatele, jména jejich
zaméstnancl, symboly ani ochranné znamky
v zadnych reklamnich, prodejné propagacénich
materidlech ani  tiskovych  zpravach bez
prfedchoziho pisemného souhlasu PSI nebo
Zadavatele.
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6. INDEMNIFICATION, NOTIFICATION OF
CLAIMS AND INSURANCE

6.1 PSI's Indemnity Obligations and

Disclaimer

a) PSI undertakes to defend, indemnify and
hold harmless the Institution against any and all
claims, damages, losses and costs resulting from
any third-party claim arising out of (i) any breach
of this Agreement by PSI; or (ii) any negligent or
willful act or omission by PSI, including by its
officers, employees, contractors or other staff.

b) The parties acknowledge that the
Sponsor’s indemnification obligations will be
addressed in a separate letter of indemnification.

c) PSI expressly disclaims any and all liability
whatsoever in connection with the Protocol,
except to the extent that such liability arises from
(i) any negligent or willful act or omission of PSI;
or (ii) any breach of this Agreement by PSI.

6.2 The Institution’s Indemnity Obligations

The Institution undertakes to defend, indemnify
and hold harmless the Sponsor, PSI and their
affiliates against any and all claims, damages,
losses and costs arising out of (i) any breach of
this Agreement by the Institution; or (i) any
negligence, fraud or willful act or omission of the
Institution, the Investigator, Study Personnel or
any of their officers, employees, contractors or
staff.

6.3 Notification of Claims

The Institution shall immediately serve a notice
in writing to PSI and the Sponsor about any
investigation, claim or legal proceedings related
to the Study against the Institution, the
Investigator, the Study Personnel or other staff in
connection with the Study. The Institution and the
Investigator shall fully cooperate in all

PSI Template, Czech Republic, 29-OCT-2017

6. ZPROSTENi ODPOVEDOSTI, OZNAMENI
NAROKU A POJISTENI

6.1 Zavazky PSI| o odSkodnéni a odmitnuti
odpovédnosti
a) PSI se zavazuje h3ajit Poskytovatele

zdravotnich sluZeb proti, zprostit jej odpovédnosti
za a nahradit mu Ujmy zplUsobené v dlsledku
narokl, nahrad Skody, ztrat a vydaji vzniklych na
zakladé naroku ftreti strany vyplyvajicich z (i)
poruseni této Smlouvy; nebo (i) nedbalosti,
umysiného jednani nebo opomenuti ze strany PSI
véetné  jejich  funkcionafd, = zaméstnancu,
kontrahentl nebo jiného personalu.

b) Smluvni strany berou na védomi, ze
zavazky Zadavatele o odSkodnéni budou feSeny
samostatnym dopisem o odSkodnéni.

c) PSI vyslovné odmita jakoukoli odpovédnost
jakkoli spojenou se Protokolem s vyjimkou toho,
ze takova odpovédnost vznikne (i) nedbalym
chovanim, umysinym jednanim nebo opomenutim
Ci (ii) porusenim této Smlouvy ze strany PSI.

6.2 Zavazky Poskytovatele zdravotnich

sluzeb o zprosténi odpovédnosti

Poskytovatel zdravotnich sluZzeb se zavazuje hdjit
Zadavatele a PSI a jejich dcefiné spole¢nosti proti,
zprostit je odpovédnosti za a nahradit jim Skody
zpusobené v dusledku naroku, nahrad Skody, ztrat
a vydajl vyplyvajicich z (i) poruseni této Smlouvy
Poskytovatelem zdravotnich sluzeb; nebo (ii)
nedbalosti, podvodu nebo umysiného jednani Ci
opomenuti ze strany Poskytovatele zdravotnich
sluzeb, Hlavniho  zkou$ejiciho,  Studijniho
personalu nebo kteréhokoli jejich funkcionare,
zaméstnance, kontrahenta nebo personalu.

6.3 Oznameni naroku

Poskytovatel zdravotnich sluzeb neprodlené zasle
PSI a Zadavateli pisemné oznameni o kazdém
naroku nebo soudnim fizeni vzneseném nebo
vedeném  proti  Poskytovateli  zdravotnich,
Hlavnimu zkouSejicimu, Studijnimu personalu
nebo jinym zaméstnancim v souvislosti se Studii.
Poskytovatel zdravotnich sluzeb a Hlavni
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reasonable aspects upon request and on behalf
of PSI and/or the Sponsor in the investigation
and/or defense of these claims or lawsuits.

6.4 Limitation of Liability

Except as to consequential damages for a
breach of this Agreement related to Section 3
(Confidentiality) and Section 4 (Intellectual
Property), PSI and Sponsor shall not be liable
for incidental, special, indirect or consequential
damages to persons or property including but not
limited to the right to be paid for loss of time, loss
of services, loss of production, lost profits, lost
business, lost savings or other economic or
business loss or claims of any kind whatsoever,
arising out of or as a consequence of this
Agreement, even if advised of the possibility of
such damages.

6.5 Insurance

a) PSI shall that the Sponsor
executes the mandatory clinical trial insurance in
compliance with the Sec. 52 (3f) of the Act No.
378/2007 Coll., on Pharmaceuticals, as
amended, as required by the Applicable
Regulatory Requirements.

ensure

b) The Institution shall subscribe to and
maintain all insurances required by the
Applicable Regulatory Requirements, including
without limitation, liability insurance in
compliance with Sec. 45 (2) of the Act No.
372/2011 Coll.,, on Health Care Services, as
amended. It shall provide evidence of such
insurance(s) upon request by PSI or the
Sponsor.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORD KEEPING

7.1 Regulatory Inspections

The Institution shall promptly, and in no event
less than forty-eight (48) hours prior such
inspection or investigation, notify PSI of any
inspection or investigation relating to the Study
by any regulatory, governmental or law agency

PSI Template, Czech Republic, 29-OCT-2017

zkouSejici budou plné spolupracovat ve vsech
pfislusnych aspektech na pozadani a jménem PSI
a/nebo Zadavatele pfi vySetfovani a/nebo
obhajobé proti ttmto narokum a pfi soudnich pfich.

6.4 Omezeni odpovédnosti

S vyjimkou Skody vzniklé v dusledku poruseni této
Smlouvy v souvislosti s Oddilem 3 (Duvérnost) a
Oddilem 4 (Du$evni vlastnictvi) neponesou PSI a
Zadavatel odpovédnost za nahodilé, zvlastni,
nepfimé ¢i konsekvenéni Ujmy zpusobené osobam
nebo na majetku, zejména se jedna o pravo na
vyplaceni nahrady za ztraceny Cas, uslé sluzby,
produkci, zisk, obchod, ztratu uspor nebo jiné
ekonomické nebo obchodni ztraty ¢i naroky vSech
druht vzniklé z nebo v dusledku této Smlouvy, a to

i kdyZ byli na moznost vzniku téchto 3kod
upozornéni.
6.5 Pojisténi

a) PSI zajisti, aby Zadavatel uzavrel povinné
pojidténi klinického hodnoceni v souladu s § 52
odst. 3 (f) zakona ¢. 378/2007 Sbh., o IéCivech
v platném znéni, dle Platnych regula¢nich
pozadavku.

b) Poskytovatel zdravotnich sluzeb uzavie a

bude udrZovat v platnosti adekvatni pojisténi
vyZzadovana Platnymi regulacnimi pozadavky,
zejména pojisténi odpovédnosti za Skodu

v souladu s § 45 odst. 2 zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, v platném znéni. Na Zadost
PSI nebo Zadavatele poskytne potvrzeni o
uzavieném pojisténi.

7. KONTROLY, AUDITY, MONITOROVANI
A ZAZNAMY

7.1  Regulaéni kontroly

Poskytovatel zdravotnich sluzeb neprodlené a
v kazdém pfipadé pak nejdéle do Ctyficeti osmi
(48) hodin pred touto inspekci nebo Setfenim
oznami PSI| kazdou regulaéni kontrolu nebo
Setfeni tykajici se Studie, kterou provadi statni
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(including without limitation the EMA and the US
FDA) of which it becomes aware. PSI, the
Sponsor and/or their representatives shall have
the right to be present at and/or participate in any
such inspection or investigation. Before the
Institution submits any materials or information to
an agency in connection with an inspection or
investigation, PSI and the Sponsor shall have the
right to review, provide and/or comment on any
such materials and/or information. Institution
shall also provide to PSI and the Sponsor copies
of any documents related to the Study provided
to or received from any inspector or auditor.

7.2 Audit and Monitoring by PSI and the

Sponsor

a) PSI, the Sponsor and their representatives
may audit, monitor and/or meet with the
Investigator and the Study Personnel at the
Institution during normal business hours and with
reasonable frequency for audits and visits to
monitor the progress of the Study and review
Study records, documents, information, data,
and materials (including the Study Data). The
Institution and the Investigator shall assist PSI,
the Sponsor and their representative(s) in
scheduling such visits. The Sponsor or its
designees undertake to notify the Institution of
such visits at least three days in advance and the
visits must not jeopardize common operation of
the Institution.

b) PSI, the Sponsor and their
representative(s) shall be entitled to: (i) examine
and inspect the facilities required for the
performance of the Study; (ii) inspect source
documents; and (iii) inspect, request correction
of and copy all Study Data (including, without
limitation, Case Report Forms, original reports of
laboratory tests and examination findings, and all
other notes, charts, reports, or memoranda
related to the Study subjects or to the conduct of
the Study), which PSI and the Sponsor are
authorized to access by the signed Informed
Consent Form, and/or the Applicable Regulatory
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nebo kterykoli jiny regulaéni ufad (véetné EMA a
americké FDA) a o niZ se dozvi. PSI, Zadavatel
a/nebo jejich zastupci budou mit pravo byt pfitomni
u takovych kontrol a Setfeni a/nebo se na nich
podilet. PSI a Zadavatel budou mit pravo
revidovat, poskytovat a komentovat veskeré
odpovédi ke v§em materialim a/nebo informacim
predtim, nez je Poskytovatel zdravotnich sluzeb
poskytne  regulacnimu v souvislosti
s inspekci nebo Setfenim. Poskytovatel
zdravotnich sluzeb téz poskytne PSI a Zadavateli
kopie vSech dokumentl souvisejicich se Studii,
které byly poskytnuty inspektordm nebo auditor(im,
Ci které byly od nich obdrzeny.

Ufadu

7.2 Audit a monitorovani provadéné PSI a

Zadavatelem

a) PSI, Zadavatel a jejich zastupci mohou
provadét audit u Hlavniho zkouSejiciho a
Studijniho personalu, monitorovat je a/nebo se
s nimi setkavat u Poskytovatele zdravotnich sluzeb
béhem bézné pracovni doby a s pfiméfenou
Cetnosti auditl a navstév za ucelem monitorovani
pribéhu Studie a kontroly zaznam(, dokument,
informaci, udaju a materidll Studie (v€etné
Studijnich udaju). Zdravotnické zafizeni a Hlavni
zkousejici bude PSI, Zadavateli a jejich zastupcim
napomahat pfi Casovém planovani téchto navstév.
O takovychto navstévach se Zadavatel &i jeho
zastupci zavazuji informovat  Poskytovatele
zdravotnich sluzeb alesponi tfi dny pfedem a
navstévy nesmi ohrozit bézny chod Poskytovatele
zdravotnich sluzeb.

b) PSI, Zadavatel a jejich zastupci budou mit
pravo (i) provéfit a zkontrolovat zafizeni
pozadovana pro vykon Studie; (ii) zkontrolovat
zdrojové dokumenty a (iii) kontrolovat a kopirovat
vSechny Studijni Udaje a pozadovat jejich opravu
(véetné - mimo jiné - Zaznamu subjektl
hodnoceni, puavodnich zprav o laboratornich
testech a nalezech vySetfeni a v8ech ostatnich
poznamek, grafd, zprav nebo zaznamu tykajicich
se Subjektll hodnoceni nebo provadéni Studie),
které PSI a Zadavatel maji pravo znat dle
podepsaného Informovaného souhlasu a/nebo
Platnych regulaénich pozadavku. Hlavni zkouSejici
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Requirements. The Investigator shall cooperate
with PSI and the Sponsor during audits and
monitoring visits and in the resolution of any
questions regarding the Study Data. In
particular, Institution agrees to take any action
necessary, as reasonably requested by the
Sponsor, to properly correct or address any
deficiencies noted during any audit and agrees
to cooperate with the Sponsor or PSI with
respect to any action taken to address any such
deficiencies.

7.3 Record Keeping

The Institution and the Investigator shall maintain
accurate, complete and current records of all
Study Data, including the Case Report Forms (or
equivalent electronic data), relevant source
documents and any other essential documents
or materials as required by the Protocol, the
Applicable Regulatory Requirements and PSI’s
and the Sponsor’s instructions (collectively the
"Records"). The Institution shall keep all the
Records in a safe and secure location for the
period required by the Applicable Regulatory
Requirements and in compliance with the
information given to the Study subjects. Records
shall be accessible for the Sponsor, members of
the ethics committee and authorized staff of
control authorities. The Institution may destroy
the Records at the end of the Records keeping
period. The Sponsor shall inform the Institution
no later than six (6) months prior to the expiration
of the archiving period of the manner in which
Records shall be handled; in the event that the
Sponsor does not inform the Institution within the
specified period, it shall be assumed that the
Sponsor consents to their destruction. Should
the Sponsor request an extension of the
archiving period at the Institution, the Institution
shall be entitted to request adequate
compensation from the Sponsor.
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bude spolupracovat s PSI a Zadavatelem béhem
auditt a monitorovacich navstév a pfi FeSeni vSech
otazek tykajicich se Studijnich Udaj. Poskytovatel
zdravotnich sluzeb se zejména zavazuje
podniknout nezbytné kroky pfiméfené pozadované
Zadavatelem za uc€elem fadné napravy Ci feSeni
nedostatk(l zjiSténych béhem vSech auditt a
zavazuje se spolupracovat se Zadavatelem nebo
PSI s ohledem na vsSechny kroky podniknuté
k feSeni téchto nedostatku.

7.3 Zaznamy

Poskytovatel zdravotnich sluzeb a Hlavni
zkousSejici povedou pfesné, uUplné a aktualni
zaznamy o vSech Studijnich udajich, které budou
zahrnovat Zaznamy subjektd hodnoceni (nebo
odpovidajici  udaje v elektronické podobé),
pfislusné zdrojové dokumenty a jakékoli dalsi
nezbytné dokumenty nebo materidly dle
pozadavkd Protokolu, Platnych regula¢nich
pozadavku a pokynt PSI| a Zadavatele (dale jen
Zaznamy“). Poskytovatel zdravotnich sluzeb
bude Zaznamy uchovavat na bezpeéném a
zabezpeCenim misté po dobu pozadovanou
Platnymi regulaénimi pozadavky a v souladu
s informacemi poskytnutymi Subjektim
hodnoceni. Pfistup k Zaznamim bude umoznén
Zadavateli, ¢lendm etické komise a opravnénym
zaméstnancim kontrolnich dfadd. Poskytovatel
zdravotnich sluzeb smi na konci Doby archivace
Zaznamy zlikvidovat. Zadavatel bude informovat
Poskytovatele zdravotnich sluZzeb nejpozdé&ji Sest
(6) mésicu pred uplynutim doby archivace o tom,
jakym zpusobem bude s témito Zaznamy
nalozeno, v pfipadé, ze Zadavatel ve stanovené
dobé Poskytovatele zdravotnich sluzeb informovat
nebude, ma se za to, Ze souhlasi se skartaci. V
pfipadé, Ze bude Zadavatel Zadat o prodlouzeni
doby archivace u Poskytovatele zdravotnich
sluzeb, je Poskytovatel zdravotnich sluzeb
opravnén po Zadavateli pozadovat umérné
zpoplatnéni.”
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8. TERMINATION AND SUSPENSION
8.1 Term

The term of this Agreement shall commence on
the date of the last named party signature.
Unless terminated earlier in accordance with this
Section 8, this Agreement shall remain in effect
until the final Study documentation required to be
provided under the Protocol is received and
accepted by PSI and the Sponsor, and PSI has
performed a closeout visit at the Institution.

8.2 Termination by PSI

PSI, in consultation with the Sponsor, may
terminate this Agreement with immediate effect
(i) if the Institution breaches this Agreement and
fails to cure such breach within thirty (30)
calendar days from the receipt of written notice;
(ii) if PSI or the Sponsor in good faith believe the
continuation of the Study presents an
unreasonable medical risk to the Study subjects
or if there are efficacy or safety concerns; (iii) if
the Study is suspended or not initiated at the
Institution for any reason; or (iv) if the agreement
between the Sponsor and PSI regarding the
Study is terminated.

8.3 Termination by the Institution

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

8.4 Surviving Clauses

The termination or expiration of this Agreement
shall not relieve either party of its obligation to the
other with respect to the following provisions:
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8. UKONCENIi A POZASTAVENI

8.1 Doba trvani

Tato Smlouva zacina platit k datu jejiho podpisu
posledni z uvedenych stran. Pokud nebude tato
Smlouva ukonéena pred¢asné dle Oddilu 8, bude
platna, dokud PSI a Zadavatel neobdrzi finalni
Studijni dokumentaci vyzadovanou Protokolem a
dokud PSI nevykond zavéreCnou navstévu u
Poskytovatele zdravotnich sluzeb.

8.2 Ukonceni ze strany PSI

PSI smi po dohodé se Zadavatelem ukongit tuto
Smlouvu s okamZitou platnosti, (i) pokud
Poskytovatel zdravotnich sluzeb porusi tuto
Smlouvu a nezjedna napravu do ftficeti (30)
kalendafnich dnd od obdrzeni pisemného
upozornéni, (ii) pokud se PSI nebo Zadavatel
budou v dobré vife domnivat, Zze pokraCovani ve
Studii pfedstavuje nepfiméfené zdravotni riziko pro
Subjekty hodnoceni, nebo pokud budou mit obavy
ohledné ucinnosti €i bezpeénosti Studijniho léku,
(iii) pokud bude Studie z jakéhokoli divodu ve
Poskytovateli zdravotnich sluzeb pferuSena, nebo
nebude zahajena, nebo (iv) pokud dojde
k ukon&eni Smlouvy tykajici se Studie uzaviené
mezi PSI a Zadavatelem.

8.3 Ukonéeni ze strany Poskytovatele
zdravotnich sluzeb

Poskytovatel zdravotnich sluzeb muze ukongit tuto
Smlouvu s okamzitou platnosti: (i) pokud PSI
podstatné porusuje tuto Smlouvu a toto poruseni
nenapravi do tficeti (30) kalendarnich dnl od
obdrzeni pisemného oznameni; nebo (ii) pokud je
Poskytovatel zdravotnich sluzeb nebo Hlavni
zkouSejici v dobré vife pfesvédCen, Ze
pokracovani Studie predstavuje pro Subjekty
hodnoceni nepfiméfené zdravotni riziko.

8.4 Platnost po ukonéeni

Ukon&eni nebo zanik této Smlouvy nezbavuje
zadnou ze smluvnich stran jejich povinnosti
k ostatnim stranam, a to s ohledem na nasledujici
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Section 1.4 b), c) and d) [Study Supplies],
Section 1.8 [Financial Disclosure], Section 2 d)
[Compensation], Section 3 [Confidentiality],
Section 4 [Intellectual Property], Section 5
[Publication and  Publicity], Section 6
[Indemnification, Notification of Claims and
Insurance], Section 7 [Inspections, Audits,
Monitoring and Record Keeping], Section 8.4
[Surviving Clauses], Section 8.5 [Effect of
Termination], Section 10 [Anti-Bribery and Anti-
Corruption], Section 11 [Data Protection],
Section 12 [Miscellaneous] and Section 13
[Applicable Law and Place of Jurisdiction].

8.5 Effect of Termination

In the event of any termination:

1) the parties shall cooperate to safely
withdraw Study subjects as soon as reasonably
possible;

2) Institution shall promptly return to PSI or
Sponsor, as instructed, all unused Study
Supplies;

3) except in the event of termination because of
a breach by Institution, and unless otherwise
specified in writing between the parties, the total
sums payable by PSI pursuant to this Agreement
shall be pro-rated for actual work performed in
accordance with the Protocol to effective date of
termination.

8.6 Suspension of the Study

The Sponsor may suspend the Study at any time
for any reason upon written notice, which
suspension shall not be deemed a breach of this
Agreement by PSI.

9. NON-DEBARMENT

The Institution represents and warrants that
neither the Institution nor the Investigator nor any
of the Study Personnel is or ever has been
debarred, disqualified, excluded or suspended
from participation in clinical research by any
competent authority or agency in any country
(including in particular but without limitation the
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ustanoveni: Oddil 1.4 b), c) a d) [Studijni material],
Oddil 1.8 [Majetkové pfiznani], Oddil 2 d)
[Kompenzace], Oddil 3 [Duvérnost], Oddil 4
[DuSevni vlastnictvi], Oddil 5 [Publikace a
propagace], Oddil 6 [Zprosténi odpovédnosti,
oznameni narok a pojisténi], Oddil 7 [Kontroly,
audity, monitorovani a zaznamy], Oddil 8.4
[Platnost po ukon&eni], Oddil 8.5 [Uginnost
ukonéeni], Oddil 10 [Protiuplatkova a protikorupéni
ustanoveni], Oddil 11 [Ochrana osobnich udaju],
Oddil 12 [Rdzné] a Oddil 13 [Platné zakony a
soudni pfislusnost].

8.5 Ucginnost ukonéeni

V pfipadé ukonceni

1) maji strany povinnost spolupracovat za
UcCelem bezpecného ukonceni ucCasti Subjektl
hodnoceni ve Studii, a to co nejdfive bude
pfiméfené mozné;

2) ma  Poskytovatel zdravotnich  sluzeb
povinnost dle pokynd neprodlené navratit PSI nebo
Zadavateli veSkery nepouzity Studijni material;

3) s vyjimkou ukonc¢eni z divodu poruseni ze
strany Poskytovatele zdravotnich sluzeb, a pokud
nebude mezi stranami pisemné stanoveno jinak, je
tfeba celkové ¢&astky, které ma PSI dle této
Smlouvy zaplatit, prepocitat dle skutec¢né
odvedené prace kucéinnému datu ukondeni
v souladu s Protokolem.

8.5 Pozastaveni Studie

Zadavatel smi po pisemném oznameni Studii
kdykoli pozastavit bez udani divodu, pficemz toto
pozastaveni nebude povazovano za poruseni této
Smlouvy.

9. NEVYLOUCENI

Poskytovatel zdravotnich sluzeb prohlasuje a
zarucuje, Ze jemu ani Hlavnimu zkousSejicimu ani
Personalu  Studie nebyla zakazana ani
pozastavena ucast v klinickém vyzkumu Zadnymi
C¢eskymi ani zahrani¢nimi regulaénimi a kontrolnimi
Urady (vCetné zejména americké FDA) a Ze
nevyuziji ani do této Studie nezapoji zadnou osobu
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US FDA), and that it shall not make use of, nor
involve in this Study any person or organization
which is or has been debarred, suspended,
excluded or disqualified by any competent
authority to participate in clinical research. In the
event the Institution or the Investigator or any
person or organization involved in the Study is or
becomes threatened with or becomes debarred,
disqualified, suspended or excluded during the
Study, the Institution shall notify PSI in writing
about this fact within five (5) days of its discovery.

10. ANTI-BRIBERY AND ANTI-
CORRUPTION

a) PSI and the Sponsor are subject to anti-
bribery and anti-corruption laws which make it a
criminal offense for PSI or the Sponsor to directly
or indirectly offer, give or promise a Bribe to a
Government  Official or other business
counterpart. A “Bribe” is an offer, delivery or
promise of a payment or anything of value to any
Government  Official or other business
counterpart for the purpose of (i) unduly inducing
or influencing that person to do or refrain from
any official act; (ii) attempting to gain or maintain
business; or (iii) securing an improper
advantage. A "Government Official" is any
person acting in an official capacity for or on
behalf of any government, including for its public
agencies, departments and/or international
organizations.

b) Acknowledging PSI's and the Sponsor’s
obligation, the Institution represents and
warrants that neither they nor any of its officers,
directors, employees, staff or agents (including
all Study Personnel) have or shall pay or promise
to pay a Bribe to any Government Official or
business counterpart in connection with the
Study. The Institution shall promptly notify PSI if
either learns of or has reason to know of any
activities in connection with the Study which may
constitute a violation of this Anti-Bribery and Anti-
Corruption section of this Agreement or the anti-
bribery, anti-corruption laws that apply to the
Institution and the Investigator.

PSI Template, Czech Republic, 29-OCT-2017

ani organizaci, které je nebo byla nékterym
regulacnim organem zakazana nebo
pozastavena u€ast na klinickém vyzkumu, nebo
ktera byla prohlasena nezplsobilou k uc¢asti na
klinickém vyzkumu. V pfipadé, Ze by Poskytovatel
zdravotnich sluzeb nebo Hlavni zkouSejici Ci
jakakoli osoba nebo organizace ucastnici se
Studie méla byt nebo byla vylou€ena béhem
Studie, Poskytovatel zdravotnich sluzeb oznami
tuto skutec¢nost PSI, a to pisemné do péti (5) dn
poté, co se o této skutenosti dozvi.

10. PROTIUPLATKOVA A PROTIKORUPCNI
USTANOVENI

a) PSI a Zadavatel jsou povinni jednat
v souladu s platnymi zakony proti uplatkim a
korupci, podle kterych je nabizeni, poskytnuti €i
slibeni Uplatku, at jiZz pfimo & nepfimo, Statnimu
organu nebo jiné obchodni protistrané trestnym
ginem. ,Uplatek® je nabizeni, poskytnuti nebo
slibeni platby nebo jiné cenné véci Statnimu
organu nebo jiné obchodni protistrané za ucelem
(i) pfesvéd&eni &i ovlivnéni této osoby, aby jednala
nebo naopak nejednala urcitym zpusobem, (ii)
pokusu o ziskani nebo udrzeni obchodni
prilezitosti, nebo (iii) zajisténi necestné vyhody.
~Statni organ® je jakakoli osoba oficialné jednajici
za a jménem statu véetné jeho vefejnych uradq,
ministerstev a/nebo mezinarodnich organizaci.

b) Poskytovatel zdravotnich sluzeb bere na
védomi povinnost PSI a Zadavatele a prohlasuje a
zarucuje se, ze v souvislosti se Studii nebude ani
on ani jeho funkcionafi, Feditelé, zaméstnanci,
zastupci & zmocnénci (v€etné  Studijniho
personalu) platit nebo slibovat Uplatek Statnimu
organu Ci jiné obchodni protistrané a ani tak
neucinil.  Poskytovatel  zdravotnich  sluzeb
neprodlené uvédomi PSI, pokud se dozvi o, nebo
pokud bude mit ddvodné podezfeni na jakoukoli
¢innost souvisejici se Studii, ktera muize byt
vrozporu stimto oddilem Protidplatkova a
protikorupéni ustanoveni této Smlouvy nebo
vrozporu s platnymi protikorup&nimi zakony
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11. DATA PROTECTION

a) The Parties shall comply with all
applicable data protection laws, including the
GDPR (the “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
Exhibit C 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 with its obligations under this Agreement
or as requested by the Sponsor in accordance
with the Applicable Regulatory Requirements.
The Institution shall pseudonymize 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 and/or PSI may 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, PSI will provide the Institution 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 and/or PSI.
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vztahujicimi se na Poskytovatele zdravotnich
sluzeb a Hlavniho zkousejiciho.

11. OCHRANA OSOBNICH UDAJU

a) Strany maji povinnost postupovat v souladu
se vSemi platnymi zakony o ochrané udaja véetné
GDPR (dale jen ,Zakony o ochrané udaju”).

b) Pro Gcely Zakonl o ochrané udaju je
Zadavatel spravcem udaji a Poskytovatel
zdravotnich sluzeb a PSI jsou zpracovateli
osobnich Udaju zpracovavanych pro ucely Studie.
Poskytovatel zdravotnich sluzeb je spravcem
osobnich udaju zpracovavanych pro jiné ucely nez
pro Studii, napf. pro ucely poskytovani zdravotni
péce. Hlavni zkouSejici zpracovava osobni Udaje
jménem Poskytovatele zdravotnich sluzeb.

c) V situaci, kdy je Poskytovatel zdravotnich
sluzeb Zadavatelovym zpracovatelem udajl, a
tedy v situacich, kdy se zpracovani udaji provadi
pro Ucely Studie, ma Poskytovatel zdravotnich
sluzeb povinnost byt v souladu s Pozadavky na
zpracovani udaja definovanymi v Pfiloze C a
informacemi poskytnutymi Subjektdm hodnoceni.

d) Poskytovatel zdravotnich sluzeb ma
povinnost pfedavat osobni Udaje Zadavateli
a/nebo PSI pouze, pokud je to vyzadovano ke
splnéni jeho povinnosti dle této Smlouvy, nebo na
zadost Zadavatele v souladu s Platnymi
regulaénimi poZadavky. Poskytovatel zdravotnich
sluzeb ma povinnost pseudonymizovat udaje
Subjektu hodnoceni pfedtim, nez je vyplni do
CRFs, nebo je jinak pfeda PSI, Zadavateli, nebo
jejich vendorim.

e) Pfed zahajenim a v pribéhu Studie smi
Zadavatel a/nebo PSI zpracovavat osobni udaje
Hlavniho zkouSejiciho a Studijniho personalu. Za
UCelem informovani Hlavniho zkouSejiciho a
Studijniho personalu o zpracovani jejich osobnich
Udaju poskytne PSI Poskytovateli zdravotnich
sluzeb oznameni o ochrané udaji, které ma
Poskytovatel zdravotnich  sluzeb  povinnost
urychlené distribuovat v8em ¢lendm Studijniho
persondlu (a to i tém, ktefi se ke Studijnimu
personalu pfipoji pozdéji). Veskeré dotazy je tfeba
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12. MISCELLANEOUS

a) No amendment to this Agreement
(including its attachments/exhibits) shall be
effective unless such amendment is made in
writing and signed by the parties hereto.

b) 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, 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.

c) Institution is acting in the capacity of an
independent contractor. 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 PSI or the Sponsor;
and neither 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 the other party.

d) If there is a discrepancy between the
English and the Czech versions of this
Agreement, the actual intention of the parties
shall be established by a good faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the
Czech version shall prevail.

e) The Institution may not assign any of its
rights or subcontract obligations hereunder
without the prior written consent of PSI. Any
attempted assignment or delegation in violation
hereof shall be null and void. Even if PSI
authorizes delegation or subcontracting in full or
in part, the remains fully responsible and liable
for the performance of all delegated duties.

PSI Template, Czech Republic, 29-OCT-2017

postoupit Zadavateli a/nebo PSI.

12. RUZNE

a) Z&dné doplnéni této Smlouvy &i jejich Pfiloh
nenabude platnosti, pokud takové doplnéni
nebude u€inéno pisemné a podepsano smluvnimi
stranami.

b) Pokud bude nékteré ustanoveni této
Smlouvy prohlaSeno  za neplatné  soudem
pfislusné jurisdikce, nebude mit toto rozhodnuti
vliv na zbyvajici ustanoveni této Smlouvy a tato
zbyvajici ustanoveni zUstavaji v pIné platnosti.
Smluvni strany se vSak pokusi nahradit ustanoveni
prohlasené za neplatné ustanovenim platnym,
které plni stejny ucel jako neplatné ustanoveni v co
nejvétsim mozném rozsahu.

c) Poskytovatel zdravotnich sluzeb jedna
jakozZto nezavisly kontrahent. Na zdkladé Zadné
skute€nosti obsazené v této Smlouvé neni mozné
interpretovat  vztah mezi Poskytovatelem
zdravotnich sluzeb/Hlavnim zkousSejicim a PSI
nebo Zadavatelem jako spole¢ny podnik, vztah
zaméstnance a zaméstnavatele, partnerstvi nebo
vztah nadfizeného a podfizeného a zarovern Zzadné
ze Smluvnich stran nezaklada tato Smlouva pravo,
pravomoc nebo opravnéni vykonavat nebo
vytvaret jménem ostatnich stran jakékoli
povinnosti, at' jiz vyslovné ¢€i nepfimo.

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

e) Poskytovatel zdravotnich sluzeb nesmi
postoupit sva prava nebo angazovat
subkontrahenty na plnéni svych povinnosti
vyplyvajicich ztéto Smlouvy bez pfedchoziho
pisemného souhlasu PSI. VeSkeré pokusy o
postoupeni nebo delegovani, které jsou porusenim
této Smlouvy, jsou neplatné. | v pfipadé, ze PSI
schvali delegovani i angazovani subkontrahentl
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f) This Agreement, including any exhibits
and schedules hereto, constitutes the entire
agreement between the parties with respect to
the subject matter hereof. This Agreement
supersedes and cancels all previous agreements
among the parties, written and oral in respect of
the subject matter hereof.

g) Failure on the part of PSI or the Sponsor
to exercise or enforce any right conferred upon it
hereunder shall not be deemed to be a waiver of
any such right nor operate to bar the exercise or
enforcement thereof at any time or times
thereafter.

h) Noncompliance by any party with the
obligations of this Agreement due to force
majeure (laws or regulations of any government,
war, civil commotion, destruction of production
facilities and materials, fire, flood, earthquake or
storm, epidemics and pandemics, labor
disturbances, shortage of materials, failure of
public utilities or common carriers), or any other
causes beyond the reasonable control of the
applicable party, shall not constitute breach of
this Agreement and such party shall be excused
from performance hereunder to the extent and
for the duration of such prevention, provided it
first notifies the other party in writing of such
prevention and that it uses its best efforts to
cause the event of the force majeure to
terminate, be cured or otherwise ended.

i) The parties acknowledge that Act No.
340/2015 Coll., 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:
gw5vnbb and by email sent to: s nkain it sy
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vplném ¢  c¢asteCném  rozsahu, zlstava
Poskytovatel zdravotnich sluZeb pIné odpovédny
za plnéni vesSkerych delegovanych povinnosti.

f) Tato Smlouva vC€etné vSech jejich Priloh a
prehledl pfedstavuje Uplnou dohodu mezi
stranami ohledné pfedmétu této Smlouvy. Tato
Smlouva nahrazuje a rusi veSkeré predchozi
dohody mezi stranami, at’ jiz pisemné ¢&i Ustni
tykajici se predmétu této Smlouvy.

g) Neuplatnéni i nevynuceni prava ze strany
PSI nebo Zadavatele, o kterém hovoii tato
Smlouva, nebude povazovano za vzdani se tohoto
prava ani za jednani k zakazani jeho uplatnéni
nebo vynuceni kdykoli poté.

h) Nedodrzovani zavazkd této Smlouvy
kteroukoli stranou z didvodu zasahu vy$$i moci
(zakony nebo nafizeni kterékoli vlady, valka,
ob&anské nepokoje, zni€eni vyrobnich zafizeni a
materialu, pozar, zaplava, zemétfeseni nebo
boufe, epidemie a pandemie, pracovni nekazen,
nedostatek materialu, selhani vefejnych sluzeb
nebo vefejné dopravy) nebo z jinych pfFiin mimo
pfiméfenou kontrolu dané strany nebude
predstavovat poruseni této Smlouvy a tato strana
bude zpilnéni dle této Smlouvy omluvena
v rozsahu a po dobu trvani této prekazky, a to za
predpokladu, Ze nejprve pisemné informuje ostatni
strany a vynalozi veSkeré usili k ukon&eni, napravé
i jinému zamezeni zasahu vy$Si moci.

i) Strany berou na v&domi, Ze dle z&kona €.
340/2015 Sb. o registru smluv ma Poskytovatel
zdravotnich  sluzeb povinnost zvefejnit tuto
Smlouvu. PSI je povinna pfipravit strojové citelny
elektronicky format této Smlouvy, v némz budou
citlivé informace znecitelnény v souladu s Oddilem
3 odst. 1 Zakona o registru smluv, a zaslat jej
Poskytovateli zdravotnich sluzeb ke zvefejnéni.
Jakmile Poskytovatel zdravotnich sluzeb zvefejni
Smlouvu, informuje o tom PSI prostfednictvim
datové schranky s identifikatnim  znakem:
gwbSvnbb a emailem zaslanym na adresu:
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f=55:%. e Act on the Contract Register also | #uSHIERMMEERIEN A, Dle Zakona o registru
obliges the Institution to publish the estimated | smluv ma Poskytovatel zdravotnich sluzeb dale
value of this Agreement. The parties agree that | povinnost zvefejnit odhadovanou hodnotu této
this amount shall be defined as 1 100 000,00 | Smlouvy. Strany se shodly, Ze tato &astka bude
CZK. definovana jako 1 100 000,00 CZK.
i) Zadavatel bere na védomi, Ze Poskytovatel
zdravotnich sluzeb jakozto statni pfispévkova
organizace, je povinen na dotaz tfeti osoby
poskytnout informace podle zakona ¢. 106/1999
Sb., o svobodném pfistupu k informacim, ve znéni
pozdéjSich predpisu.

j) The Sponsor acknowledges that the
Institution as a state-funded institution shall
provide information when requested by a third
party in compliance with Act No. 106/1999 Caoll,
on Free Access to Information, as amended.

13. APPLICABLE LAW AND PLACE OF | 13. PLATNE ZAKONY A SOUDNI
JURISDICTION PRISLUSNOST

a) This Agreement shall be governed by and | a) Tato Smlouva se fidi a vyklada podle
construed in accordance with the laws of the | platnych zakoni Ceské republiky bez ohledu na
Czech Republic, without regard to its conflict of | rozpor se zdkonnymi ustanovenimi.

laws provisions.

b) Any claim or controversy arising out of or | b) Jakékoli naroky ¢&i spory vzniklé v souvislosti
related to this Agreement or any breach hereof | s touto Smlouvou €i jeji poruseni budou predlozeny
shall be submitted to the exclusive jurisdiction of | k feeni souddm pfislugné jurisdikce v Ceské
the competent courts located in the Czech | Republice. Bez ohledu na vySe uvedené, smi
Republic. Notwithstanding the foregoing, either | kterakoli strana poZadovat soudni napravné
party may seek injunctive or other preliminary | nafizeni nebo jiné pfedbézné opatieni u
relief in any materially and locally competent | kteréhokoli vécné a mistné soudu Ceské

court in the Czech Repubilic. Republiky.
[SIGNATURE PAGE TO FOLLOW] [NASLEDUJE PODPISOVA STRANA]
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This Agreement has been executed in two originals, | Tato Smlouva byla vypracovana ve dvou
one for each party. vyhotovenich, kdy kazda ze smluvnich stran
obdrzi jedno.

The Institution | Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v
Motole, statni pfispévkova organizace (University Hospital in Motol, state-
funded institution)

Title | Pozice: by an authorization/na zakladé povéreni

Dated | Datum:

PSI: PSI CRO Czech Republic s.r.o.

Name | Jméno:
Title | Pozice: , by Power of Attorney/na zékladé piné moci

Dated | Datum:

Title | Pozice: by Power of Attorney/na zakladé pIné moci

Dated | Datum:
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The undersigned | GGG - < nvestigator, | hereby confirm

that | have been properly made aware of the Agreement and relevant Study Documentation
and | undertake to comply with the obligations arising therefrom. Furthermore, | undertake
not to disclose information regarding the Study without the prior written consent of the
Sponsor, not to disclose any information provided, to treat such information as confidential
and to refrain from any other use of such information and results than for the purposes of
this Study. As Investigator, | agree that the Sponsor (and, if applicable, the CRO) will
collect, use, process and disclose my personal data, including the name, qualifications and
experience in the Study, my financial data concerning, among other things, remuneration
and financial compensation received and other personal data for study-related
administrative purposes and to ethics committees and government authorities, and |
undertake to ensure this approval also from the co-investigators and other members of the
study personnel.

Nize podepsany [ EGNGNGNGNGEEEEEEEEE - <o z<ousejici potvrzuji, Ze jsem se
fadné seznamil se smlouvou a pfislusnou dokumentaci ke klinickému hodnoceni IéCiva a
zavazuji se zaijistit dodrZovani povinnosti z nich vyplyvajicich. Dale se zavazuiji
nezverejiovat informace tykajici se pfedmétného klinického hodnoceni bez pfedchoziho
pisemného souhlasu zadavatele, zachovavat miCenlivost o vSech poskytnutych
informacich, povazovat tyto za divérné a zdrzet se jakéhokoliv jiného uziti téchto informaci
a vysledk( nez pro ucely tohoto klinického hodnoceni. Jako zkousejici souhlasim s tim, ze
zadavatel (a popf. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a zverejiovat
mé osobni Udaje, v€etné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé
finanéni Udaje vztahujici se mimo jiné k obdrzené odméné a finan¢ni ndhradé a dalsi
osobni udaje k administrativnim Gcellim v souvislosti s klinickym hodnocenim, popf. k
poskytnuti etickym komisim a statnim Gfadim a zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lenl studijniho tymu.

Name | Jméno:

Dated | Datum:
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Exhibit A
Protocol
(provided separately)
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1.
a)
b)
2,
a)
b)
c)

Exhibit B
Financial Arrangements

FEES

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

All amounts defined in this Financial
Arrangement are exclusive of VAT, which
will be added, if applicable.

INVOICING

For the fees where the invoicing process
is initiated by PSI, PSI shall send
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”). Documents required for
invoicing the Study will be sent to the
following email address:
fakturykhi@fnmotol.cz. Any and all
notifications to the Institution will be sent
to FN Motol (University Hospital in Motol)
and designated: Klinické hodnoceni |éCiv,
sekretariat naméstka pro LPP (Clinical
Trial of Drugs, Secretariat of the Deputy
Director for Medical and Preventive
Care), V Uvalu 84, 150 06 Praha 5, Czech
Republic or to the contact email:
studie@fnmotol.cz. If the Institution
agrees with the Quarterly Overview, the
Institution shall issue an invoice for the
amount indicated in the Quarterly
Overview.

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.

The Institution’s invoice shall comply with

tax requirements and indicate the
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1.

2.

a)

Priloha B

Finanéni ujednani

POPLATKY

a)

a)

Kompenzaci, ktera ma byt na zakladé této
Smlouvy vyplacena, stanovuje Pfiloha.

VSechny d&astky stanovené v téchto
Finan¢nich ujednanich jsou bez DPH,
ktera bude pfipadné pfipoCitana.

FAKTURY

V pfipadé poplatku, u kterych fakturaéni
proces iniciuje PSI, bude PSI zasilat
Ctvrtletni pfehledy poskytovateli
zdravotnich  sluzeb, v nichz budou
uvedeny &astky pfipadajici Poskytovateli
zdravotnich na zakladé
provedenych navstév a procedur v ramci
Studie a odevzdanych Studijnich udaji v
souladu s touto Smlouvou (vzdy
,Ctvrtletni prehled”). Podklady pro
fakturaci Studie budou zasldny na
emailovou adresu: fakturykhl@fnmotol.cz
Veskera oznameni Poskytovateli
zdravotnich sluZeb budou zaslana do FN
Motol a oznalena: Klinické hodnoceni
léCiv, sekretariat naméstka pro LPP,
V Uvalu 84, 150 06 Praha 5, Ceska
republika ¢i  na kontaktni email:
studie@fnmotol.cz Pokud Poskytovatel
zdravotnich se Ctvrtletnim
pfehledem souhlasi, vystavi fakturu na
gastku uvedenou ve Ctvrtletnim prehledu.

sluzeb

sluzeb

V pfipadé poplatkt, u kterych fakturacni
proces iniciuje Poskytovatel zdravotnich
sluzeb, vystavuje fakturu na tyto polozky
nejpozdéji tficet (30) dni od okamZiku, kdy
se stanou fakturovatelnymi.

Faktury Poskytovatele zdravotnich sluzeb
museji splfiovat danové pozadavky a
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a)

Protocol number. The Institution shall
issue the final invoice not later than thirty
(30) days after the closeout visit to the
Institution.

PAYMENTS

PSI shall make the payments in CZK
within thirty (30) days after receipt of the
undisputed invoice.

PSI will only accept making payments to
bank accounts located in the country
where the services under this Agreement
have been performed.

PSI shall be entitled to withhold the last
payment until the Investigator has
appropriately  answered all data

clarification requests, all Study Supplies
have been returned/destroyed as per PSI
instructions, and PSI has performed a
closeout visit to the Institution.

Payments will be made to the following
bank account:

3.

.".u

uvadét Cislo Protokolu. Kone¢nou fakturu
vystavi Poskytovatel zdravotnich sluzeb
nejpozdéji tficet (30) dni od zavérecné
navstévy  Poskytovatele  zdravotnich
sluzeb.

PLATBY

a)

d)

—

PSI bude platby provadét v K¢ do ftficeti
(30) dni od obdrzeni nesporné faktury.

PSI povoluje zasilani plateb pouze na
bankovni uc¢ty nachazejici se v zemi, kde
byly sluzby na zakladé této Smlouvy
poskytovany.

PSI ma pravo pozdrzet posledni platbu,
dokud Hlavni  zkouSejici
nezodpovi veSkeré Z&dosti o objasnéni
udaji, nedojde k vraceni/likvidaci
veSkerého Studijniho materidlu dle
pokynli PSI a PSI nevykona zavérec¢nou
navstévu  Poskytovatele  zdravotnich
sluzeb.

nalezité

Platby budou zasildny na nasledujici
bankovni spojeni:

Invoice and mailing address:

PSI CRO Czech Republic s.r.o.
V Parku 2343/24

148 00 Praha 4 — Chodov

ID: 28196775, TIN: CZ28196775

E-mail: #2050 Aiadniy i et e

'Il—.."-
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Fakturacni a korespondenc¢ni adresa:

PSI CRO Czech Republic s.r.o.

V Parku 2343/24

148 00 Praha 4 — Chodov

IC: 28196775, DIC: CZ28196775

Ema|

ST s Gt
«.‘:,'l 1 a,;'-"' 2 ,,"L-_- o -H-::"‘l:_i_h!.:'_e_':.-l
"-*:‘ o SIS S e
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Annex to the Financial Arrangements
Fee Schedule

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. Study Visit Fees

Study Visit fees shall be calculated in accordance with
the below table based on (i) the number of Study
subjects and (ii) the number of procedures performed
and completed CRF sections ready for verification by
PSI monitor with respect to these Study subjects in
compliance with the Agreement. Ninety percent (90%)
of each Study procedure payment due will be made
based upon data, which was entered into CRFs and
ready for verification by PSI monitor. The balance of
monies earned, up to ten percent (10%), will be pro-
rated upon verification by PSI monitor of actual Study
subject visit sets, and will be paid upon final acceptance
by PSI of all CRF pages, all data clarifications request
resolution and closeout visit at the Institution.

PSI Template, Czech Republic, 29-OCT-2017

Pfiloha k Finanénimu ujednani
Piehled plateb

Tato Pfiloha stanovuje odménu,
vyplacena dle Smlouvy.

ktera ma byt

Sloupec nazvany "Faktura iniciovana" udava, zda byla
konkrétni platba iniciovana PSI prostfednictvim
Ctvrtletniho  pfehledu  nebo  Poskytovatelem
zdravotnich sluzeb prostfednictvim faktury.

1. Poplatky za Studijni navstévy

Poplatky za Studijni navstévy budou vypocitavany v
souladu s tabulkou nize na zakladé: (i) poctu Subjektd
hodnoceni a (ii) poctu provedenych procedur a
vyplnénych oddilt CRF pfipravenych pro ovéfeni
monitorem PSI s ohledem na tyto Subjekty hodnoceni
dle Smlouvy. Devadesat procent (90%) splatné &astky
za kazdou Studijni proceduru bude vyplaceno na
zakladé udaju zaznamenanych do CRF a pfipravenych
pro ovéfeni monitorem PSI. Zbyvajici ¢&astka,
maximalné deset procent (10%) bude po ovéfeni udajl
monitorem PSI vypocitana pomérné z aktualnich
navstév absolvovanych Subjektem hodnoceni a bude
vyplacena po zavéreCném akceptovani vSech stran
CRF ze strany PSI, vyfeSeni vSech pozadavk( na
vysvétleni Udaji a vykonani zavére¢né navstévy u
Poskytovatele zdravotnich sluzeb.
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2. Additional Procedural Fees 2. Dodateéné proceduralni poplatky

Further to the fees above, the following unscheduled Navic k vySe uvedenym poplatkim budou hrazeny
and/or additional procedures will be compensated only nize uvedené neplanované a/nebo dodatecné
if they fall under Condition(s) provided in the procedury, ato pouze v pfipadé, Ze splfiuji Podminky
corresponding column of the below table. uvedené v odpovidajicim sloupci tabulky nize.

-

RALLRE
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3. Patient Travel Reimbursement

Study subjects will be reimbursed for all reasonable
expenses in connection with their participation in the
Study in the amount of i for each visit
(including travel and meal expenses). If the amount is
exceeded, or there are additional expenses required
(e.g. hotel accommodation), all extra cost related to
the Study subject participation in the Study will be
reimbursed upon prior sponsor approval, which is

required before the reimbursement upon
submitting the supportive evidence of such costs.

and

PSI will provide the Institution with an advance of CZK
10,000.00, subject to use for Study subject travel
reimbursement given below, based on the invoice
issued by the Institution after the Site Initiation Visit. In
case Study subject does not have bank account,
reimbursements of travel expenses will be paid to the
Study subjects through the financial accounting office
of FN Motol from the advance payment provided by
the PSI for these purposes. FN Motol shall be entitled,

PSI Template, Czech Republic, 29-OCT-2017

3. Nahrada cestovnich vydajli pacientiim

Subjektdim hodnoceni budou uhrazeny vSechny
odpovidajici vydaje v souvislosti s jejich ucasti ve
Studii, a to ve vysi za kazdou navstévu
(v€etné cestovnich vydaji a vydajli za jidlo). V
pfipadé prekroCeni této &astky nebo v pfFipadé
potfeby dalSich vydaji (napf. za hotelové ubytovani)
budou v8echny naklady navic souvisejici s ucasti
Subjektu hodnoceni ve Studii uhrazeny po schvaleni
Zadavatelem, ktery je vyzadovan pfed uhrazenim
naklad(l po predlozeni dokladd k témto nakladim.

PSI poskytne zalohu ve vysi 10 000 K& Poskytovateli
zdravotnich sluzeb k proplaceni cestovnich vydajl
Subjektdm hodnoceni na zakladé faktury vystavené
Poskytovatelem zdravotnich sluzeb po provedeni
IniciaCni navstévy v centru, jak je popsano nize.
V pfipadé, Ze Subjekt hodnoceni nema bankovni
Ucet, budou nahrady cestovnich vydajl Subjektim
hodnoceni vyplaceny prostfednictvim finanéni
uctarny FN Motol ze zalohy poskytnuté PSI k témto
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after the advance has been used up, to request a
proportional increase in the advance to ensure the
payment of travel reimbursement allowances to the
Study subjects. At the end of the Study/early
termination, but not later than after 30 (thirty) days
after close-out visit, the surplus will be returned to the
PSI's account.

4. Administrative fees

uceltm. FN Motol je po vyCerpani zalohy opravnéna
pozadovat umérné navySeni zalohy pro zajisténi
vyplaceni cestovnich nahrad Subjektim hodnoceni.
PFi fadném/pfed€asném ukonéeni Studie, nejpozdéji
vSak do 30 (tficeti) dnd po provedeni zavérecné
navstévy, bude prebytek vracen na ucet PSI.

4. Administrativni poplatky

- ¥
"
E J.

1]
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Exhibit C
DATA PROCESSING REQUIREMENTS

1. The Institution agrees to process personal
data for and on behalf of the Sponsor in
accordance with the instructions of the Sponsor
and for the purpose of the Study and to ensure

the Sponsor's compliance with the Data
Protection Laws.
2. 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.

3. 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 a controller by Article
28(1) GDPR;

b) 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;

c) ensuring that Study Personnel authorized
to process personal data have committed
themselves to confidentiality or are under an

PSI Template, Czech Republic, 29-OCT-2017

Priloha C
POZADAVKY NA ZPRACOVANI UDAJU
1. Poskytovatel zdravotnich sluzeb se
zavazuje zpracovavat osobni Udaje pro

Zadavatele ajeho jménem v souladu s pokyny
Zadavatele a pro uCely Studie a zajisténi plnéni
Zakon( o ochrané udajl ze strany Zadavatele.

2. Poskytovatel zdravotnich sluzeb se pfi
zpracovavani osobnich udaju jakozto
Zadavatelllv zpracovatel fidi touto Smlouvou,
Protokolem a informacemi  poskytnutymi
Subjektim hodnoceni, které stanovuji pfedmét,
trvani, povahu a uc€el zpracovavani, druh
osobnich udaju a kategorie datovych subjektl a
prava a povinnosti stran, jakoz i prava
Zadavatele jakozto spravce udaj.

sluzeb
stanovené

3. Poskytovatel zdravotnich se
zavazuje plnit povinnosti pro
zpracovatele udajd v Clanku 28 GDPR, jakoZ i
dalsi povinnosti vyZadované Zadavatelem dle
této Smlouvy, zejména nasledujici povinnosti:

a) zavést a udrzovat v platnosti vhodna
technicka a organizaéni bezpecénostni opatfeni
dostadujici alespori ke splnéni povinnosti, které
ma Zadavatel jakoZto spravce udaju dle Clanku
28 odst. 1 nafizeni GDPR;

b) zpracovavat osobni udaje za a jménem
Zadavatele pouze na zakladé doloZenych
pokynU Zadavatele, véetné pokynu k pfedavani
osobnich Gdaju  do tfetich zemi nebo
mezinarodnim organizacim.;Poskytovatel
zdravotnich sluzeb bude zarover zpracovavat
osobni udaje za uc€elem plInéni jeho povinnosti
dle zakona ¢&. 372/2011 Sb., o zdravotnich
sluzbach; Poskytovatel je vtéto souvislosti
v postaveni samostatného spravce osobnich
udaju.

c) zajistit, aby Studijni personal opravnény
zpracovavat osobni Udaje byl vazan povinnosti

mliéenlivosti nebo odpovidajici zakonnou
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appropriate statutory obligation of confidentiality
(Article 28(3)(b) GDPR);

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

e) 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);

f) 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 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;

g) assisting the Sponsor, to
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 Article 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 fawdsws Steipidinaty (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

ensure

PSI Template, Czech Republic, 29-OCT-2017

povinnosti mienlivosti (Clanek 28, odst. 3, pism.
b GDPR).

d) pfijmout veSkera opatfeni vyzadovana
Clankem 32 GDPR ve vztahu k bezpe&nosti
zpracovani udaja (Clanek 28, odst. 3, pism. ¢
GDPR);

e) s vyhradou Oddilu 4 nize byt v souladu
s podminkami popsanymi v Clanku 28 odst. 2 a
4 GDPR tykajicimi se angazovani dalSiho
zpracovatele (Clanek 28 odst. 3 pism. d) GDPR;

f) pfi zohlednéni povahy zpracovani
napomahat Zadavateli prostfednictvim
vhodnych technickych a organizacnich opatfeni,
pokud je to mozné, pfi reagovani na zadosti o
uplatnéni prav subjektt udaji (Clanek 28 odst. 3

pism. e) nafizeni GDPR). Poskytovatel
zdravotnich sluzeb ma zejména povinnost
neprodlené informovat PSI (nejpozdéji do

jednoho (1) pracovniho dne) o vSech zadostech,
které obdrzi od Subjektd hodnoceni nebo jejich
jménem (nebo jinych subjektd 0dajl), které
uplatfiuji sva prava dle nafizeni GDPR v
kontextu Studie. Poskytovatel zdravotnich
sluzeb bude s témito Zadostmi nakladat v
souladu s pfiméfenymi pokyny PS| a Zadavatele
a v souladu se Zakony o ochrané udaj(;

g) napomahat Zadavateli zajistit dodrzovani
povinnosti vyplyvajicich z Clanka 32 az 36
GDPR a vzit pfi tom v Gvahu povahu zpracovani
Udaju a informace dostupné Poskytovateli
zdravotnich sluzeb (Clanek 28, odst. 3, pism. f
GDPR). Zejména v pfipadé podezieni na
poruseni ochrany osobnich udaju
Poskytovatelem zdravotnich sluzeb jakozto
Zadavatelovym  zpracovatelem Gadajt  ma
Poskytovatel zdravotnich sluzeb povinnost (i)
béhem dvaceti Ctyr (24) hodin od okamziku, kdy
se o tomto podezieni na poruSeni ochrany
osobnich udaji dozvi, zaslat pisemné oznameni
incidentu na emailovou adresu [z i erE T

T

PpaaniE (i) bez  pFedchoziho pisemného

souhlasu  Zadavatele  nevyddvat Zadnéa
prohlaseni ani oznameni o poruSeni ochrany
osobnich Udaji zadné postizené fyzické osobé,
vefejnosti ani treti strané, nebot se jedna o
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and reasonably cooperate with the Sponsor
and/or PSI;

h) 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 held by the
Institution as controller for its own purpose(s);

i) providing the Sponsor and/or PSI with
evidence of its compliance with the obligations set
out in this Exhibit C, 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 Exhibit C, 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 safety and security policies of the
Institution (Article 28 (3h) GDPR); and

i) maintaining a record to demonstrate
compliance with this Exhibit C and Data
Protection Laws, including the records required
pursuant to Article 30(2) GDPR.

4. 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 authorisation from
or on behalf of the Sponsor (Article 28(2) GDPR);

5. The Institution shall:

k) ensure that the Study Personnel does not
process personal data except in accordance with

PSI Template, Czech Republic, 29-OCT-2017

zpracovavani udaju pro ucely Studie a (iii)
neprodlené podniknout kroky k vySetfeni a
podezieni na poruseni ochrany osobnich udajd
a pfiméfené spolupracovat se Zadavatelem
a/nebo PSI;

h) po vyprSeni platnosti nebo pfedCasném
ukonéeni 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 idaje
nejsou v drZeni Poskytovatele zdravotnich
sluzeb jakozto spravce udajli pro své viastni
ucely;

i) poskytnout Zadavateli a/nebo PSI doklad
o souladu s povinnostmi stanovenymi touto
Pfilohou C a/nebo z rozhodnuti zadavatele nebo
PSI a v pfiméfené lhuté umoziujici Zadavateli
a/nebo PSI, nebo ftrfeti strané jmenované
Zadavatelem a/nebo PSI provést audit souladu
Poskytovatele zdravotnich sluZzeb s povinnostmi
popsanymi v této Pfiloze C, Zakonech o ochrané
udaj (zejména v Clanku 28 GDPR) s vyhradou
Zadavatele a/nebo PSI, nebo jmenované tieti
strany jsouci v souladu se vSemi relevantnimi
zdravotnimi, bezpelnostnimi a
zabezpecCovacimi predpisy Poskytovatele
zdravotnich sluzeb (Clanek 28 odst. 3 pism. h
GDPR); a

i) vést zaznamy k doloZeni souladu s touto
Pfilohou C a Zakony o ochrané udaju vcetné
zaznami vyzadovanych dle Clanku 30 odst. 2
GDPR.

4. K podpofe svych povinnosti vyplyvajicich
pro n& zClanku 28 GDPR se Poskytovatel
zdravotnich sluzeb zavazuje, Ze nebude
angazovat dalSiho zpracovatele udajli pro ucely
Studie bez pfedchoziho pisemného souhlasu
Zadavatele nebo  poskytnutého  jménem
Zadavatele (Clanek 28 odst. 2 GDPRY);

5. Poskytovatel zdravotnich sluzeb ma

povinnost:

k) zajistit, aby Studijni personal
nezpracovaval osobni Udaje jinak, nez v souladu
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the Agreement, the Protocol and information
given to the Study subjects;

1) take all reasonable steps to ensure the
reliability of any of the Study Personnel who have
access to the personal data and will ensure that
the Study Personnel: (i) are aware and comply
with the Institution’s duties under this Exhibit C;
(i) received relevant data protection trainings;

and (iii) have committed themselves to
confidentiality.
6. The Institution shall obtain prior written

agreement of the Sponsor or PSI to process
personal data outside of the European Economic
Area or Switzerland.

7. Where the Institution, acting as the
Sponsor’s processor, processes personal data
outside of the European Economic Area, the
Institution warrants that it does so in compliance
with the Data Protection Laws.
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s touto Smlouvou, Protokolem a informacemi
poskytnutymi Subjektiim hodnoceni;

1) podniknout veSkeré pfiméfené kroky
k zajisténi spolehlivosti vSech ¢lent Studijniho
personalu, ktefi maji pfistup k osobnim tdajiim,
a zajistit, aby: (i) si Studijni personal byl védom
povinnosti Poskytovatele zdravotnich sluzeb dle
této Prfilohy C a dodrzoval je; (ii) Studijni
personal podstoupil povinné Skoleni o ochrané
udaju a (iii) aby se Studijni personal zavazal
dodrzovat mi€enlivost.

6. Poskytovatel zdravotnich sluzeb je
povinen ziskat pFedchozi pisemny souhlas
Zadavatele nebo PSI se zpracovavanim
osobnich Udajii mimo Evropsky hospodarsky
prostor nebo mimo Gzemi Svycarska.

7. V pfipadech, kdy Poskytovatel
zdravotnich sluzeb zpracovava osobni uUdaje
mimo Evropsky hospodarsky prostor zarucuje se
Poskytovatel zdravotnich sluzeb, Ze tak dini
v souladu se Zakony o ochrané udaju.
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