Takeda Sponsored Non-Interventional
(Observational) Study Agreement

A Prospective, Multicenter Registry for Patients
with Short Bowel Syndrome
Takeda SBS Protocol No TED-R13-002

THIS SPONSORED NON-INTERVENTIONAL
(OBSERVATIONAL) STUDY AGREEMENT
(the “Agreement”) is made by and among IQVIA
RDS Switzerland Sarl, a clinical research
organization having a place of business at Route de
Pallatex 29, 1162 St-Prex, Switzerland acting

through its Legal representative
E, or when applicable

, with National ID number
n°411658CE, or n°® 771656RA (“CRQO”), Thomayer
University Hospital, having a place of business at
Videnska 800, 140 59 Praha 4, Czech Republic, ID:
00064190, Tax ID: CZ00064190, represented by the
director d entered in the
Business Registry maintained by the Municipal
Court in Praha, Section Pr, File 1043, a state
contributory  organisation established by the
Ministry of Health of the Czech Republic, full text

of the founding document File no. MZDR 17268-
IV/2012  (“Institution”) and

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

RECITALS:

WHEREAS, Takeda Pharmaceuticals
International AG, Thurgauerstrasse 130, 8152
Glattpark, Switzerland, Org. ID: CHE-113.444.401,

represented by and |EGN
_ (“Sponsor”) desires to obtain the

Smlouva o provadéni neintervenéni
(observacni) studie, jejimZ zadavatelem je
spole¢nost Takeda

Prospektivni multicentricky registr pro pacienty
se syndromem kratkého stieva
Protokol SBS spole¢nosti Takeda, ¢.
protokolu TED-R13-002

TATO SMLOUVA O PROVADENI
NEINTERVENCNI (OBSERVACNI)
STUDIE (dale jen ,,Smlouva®) se uzavira mezi
spolecnosti IQVIA RDS Switzerland Sarl,
klinickou vyzkumnou organizaci, se sidlem
Route de Pallatex 29, 1162 St-Prex, Svycarsko

jednajici  prostiednictvim  jejiho  pravniho
m Pripadng

, S narodnim ID ¢&islem
n°411658CE, nebo n° 771656RA (,,CRO"),

Fakultni Thomayerovou nemocnici se sidlem
Videniska 800, 140 59 Praha 4, Ceska republika,

IC: 00064190, DIC: CZ00064190, zastoupena
reditelen I

zapsana Vv obchodnim  rejstiiku  vedeném
Méstskym soudem v Praze, oddil Pr,
vlozka 1043, statni prispévkova organizace

ziizend Ministerstvem zdravotnictvi CR, uplné
znéni zfizovaci listiny ¢&.j. MZDR 17268-
IV/2012 (,Zdravotnické zafizeni) a ||}

, bytem:
datum narozeni: (,,Zkousejici“

a spole¢né se Zdravotnickym zatizenim ,,Misto
provadéni klinického hodnoceni®). Pro tcely této
Smlouvy mohou byt CRO a Misto provadéni
klinického hodnoceni ozna¢ovani jednotlivé jako
»dmluvni strana“ aspoleéné¢ jako ,,Smluvni
strany*.

UVODNI USTANOVENIH:

Spolecnost Takeda Pharmaceuticals
International AG, Thurgauerstrasse 130, 8152
Glattpark, Svycarsko, 1CO: CHE-113.444.401
zastoupené pani a pani || N

(,,Zadavatel) si pfeje vyuzit
sluzeb Mista provadéni klinického hodnoceni za
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services of the Site to conduct a non-interventional
(observational) study

WHEREAS, Sponsor has designated or may
designate  CRO and/or other organization(s)
(collectively, “Designee(s)”) in the performance of
services for Sponsor, and the Site shall permit such
Designee(s) to perform any or all of Sponsor’s
obligations under this Agreement;

WHEREAS, the Investigator is an
employee of Institution, experienced in the conduct
of non-interventional (observational) research
studies in humans, who shall serve as the principal
investigator for the Study (defined below);

WHEREAS, the Site has reviewed
sufficient information regarding the Protocol
(defined below) to evaluate its interest in

participating in the Study, and the Site is equipped
to undertake the Study and desires to perform the
Study on the terms and conditions set forth herein;

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

1. Study Protocol.

A. The Site will conduct the study entitled “A
Prospective, Multicenter Registry for Patients with
Short Bowel Syndrome” (the “Study”) at Institution
in accordance with the protocol, incorporated herein
by reference (the “Protocol”). The Protocol sets
forth the research activities and responsibilities to be
undertaken by the Parties. CRO, at the direction of
Sponsor, shall have the right to amend and/or
supplement the Protocol from time to time on
written notice to Investigator and/or Institution. If
any term of this Agreement regarding the medical or
scientific conduct of the Study conflicts with any
term of the Protocol, the Protocol shall control. For
all other matters, this Agreement shall control.

ucelem provedeni neintervenéni (observacni)
studie.

Zadavatel povéfil nebo pripadné povéiri CRO
a/nebo dalsi organizaci (organizace) (spolecné
,»Povérena osoba (Povéiené osoby)) provadénim
sluzeb pro Zadavatele a Misto provadéni
klinického hodnoceni umozni této Povétené
osob¢ (osobam) vykonavat jakékoli nebo veskeré
povinnosti  Zadavatele  vyplyvajici  z této
Smiouvy.

Zkousejici je zameéstnancem
Zdravotnického zafizeni, ktery md praxi
v provadéni  neintervenénich  (observacnich)
vyzkumnych studii u lidskych subjektd a ktery
bude v této Studii ptsobit jako hlavni zkousejici
(definovany nize).

Misto provadéni klinického hodnoceni
prezkoumalo dostatené mnozstvi informaci
tykajicich se Protokolu (definovaného nize) za
ucelem vyhodnoceni svého zajmu o i€ast na
Studii, a Misto provadéni klinického hodnoceni je
vybaveno k tomu, aby mohlo Studii provadét,
apreje si  Studii provadét za podminek
stanovenych touto Smlouvou.

Po zvazeni vzajemnych zavazki a dohod
uvedenych v této Smlouvé se Smluvni strany
S umyslem uzaviit pravni zavazek dohodly na
uzavieni této Smlouvy v nasledujicim znéni:

1. Protokol Studie.

A Misto provadéni klinického hodnoceni
bude provadét studii s nazvem ,,Prospektivni
multicentricky  registr pro pacienty se
syndromem kratkého stieva“ (dale jen ,,Studie®)

ve Zdravotnickém zatizeni v souladu
s protokolem, jenz je soucasti této Smlouvy (dale
jen ,,Protokol®). Protokol wuvadi ¢innosti

a povinnosti ve vyzkumu, které maji Smluvni
strany provadét. CRO bude mit na pokyn
Zadavatele pravo Protokol upravovat a/nebo
doplnovat a tyto pripadné budouci Gpravy nebo
doplnéni pisemné oznamovat Zkousejicimu
a/nebo Zdravotnickému zafizeni. Bude-1i n¢ktera
z podminek této Smlouvy ohledné lékarskych
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B. The Investigator shall not amend or deviate
from the Protocol without the prior written approval
of Sponsor.

2. Conduct of Study.

A. The Parties shall, and shall ensure that their
employees and agents shall, conduct the Study in
compliance with (i) all generally accepted
professional standards, (ii) Good Clinical Practice
Guidelines, (iii) the ICH Harmonized Tripartite
Guideline for Good Clinical Practice (“ICH
Guidelines”) (iv) any and all federal, national, state,
local or other jurisdictional laws, rules, regulations,
policies, guidelines, guidance, and governmental
requirements, including without limitation, all
conditions imposed by an Institutional Review
Board/ethics committee (“IRB/EC”) that may be
applicable to the Parties, Study Personnel (defined
below), and/or the Study (collectively, “Applicable
Law™).

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

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

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

iii. Any Study Personnel not employed by
Institution shall comply with the same terms that
bind Investigator hereunder.

nebo védeckych postupl pfi provadéni Studie
v rozporu s jakoukoli podminkou Protokolu,
urcujici je to, co je uvedeno v Protokolu. Ve vsech

ostatnich  ohledech bude rozhodujici tato
Smlouva.
B. Zkousejici nesmi Protokol upravovat ani

se od né&j odchylovat bez ptfedchoziho pisemného
souhlasu Zadavatele.

2. Provadéni Studie.

A Smluvni strany budou Studii provadét
vsouladu s (i) veskerymi obecné pfijimanymi
profesionalnimi standardy, (ii) pravidly spravné
klinické praxe; (iii) harmonizovanou trojstrannou
smérnici pro spravnou klinickou praxi pfijatou
Mezinarodni konferenci pro harmonizaci (ICH)
(dale jen ,Pravidla ICH®); (iv) veskerymi
federalnimi, narodnimi, statnimi, mistnimi
i dal§imi zakony, pravidly, piedpisy, postupy,
metodikou, smérnicemi a vladnimi pozadavky,
zejména veSkerymi podminkami stanovenymi
etickou komisi (EK), které mohou platit pro
Smluvni strany, Studijni personal (definovany
nize) a/nebo Studii (spoleéné ,,PFislusné pravni
piedpisy”) azajisti, aby tak ¢inili i jejich
zaméstnanci a zastupci.

B. Zdravotnické zatizeni a/nebo Zkousejici
mohou k provadéni sluzeb souvisejicich se Studii
na  zakladé¢  této Smlouvy  vyuzivat
spoluzkousejici, dalsi zameéstnance
Zdravotnického zafizeni a dodavatele (spole¢né
se Zkousejicim dale ,,Studijni personal®).
Zdravotnické zafizeni zajisti:

i aby vSichni ¢lenové Studijniho personélu
plnili své povinnosti ve Studii asvé zavazky
ztéto Smlouvy véetné dodrzovani Protokolu
a pokynti Zkousejiciho;

ii. aby vsichni ¢lenové Studijniho personalu
m¢li potfebné licence a osvédceni, jeZ mohou byt
k plnéni jejich povinnosti ve Studii vyzadovany;

iii. aby kazdy clen Studijniho personalu,
ktery neni zameéstnan ve Zdravotnickém zafizeni,
spliioval stejné podminky, které podle této
Smlouvy zavazuji Zkousejiciho.
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C. Without limitation of the foregoing,
Institution further agrees that, in the performance of
the Study, Institution and Institution’s employees
and agents shall:

i provide to each potential subject verbal and
written information about the risks, benefits, and
requirements associated with Study participation
and obtain in advance from each Study subject a
signed and dated written informed consent form that
has received prior approval from the IRB/EC and
Sponsor and that is consistent with the Protocol and
this Agreement, unless a waiver of consent has been
sought and approved by the IRB of record,;

ii. obtain the authorization (either separately or
included in the informed consent), signed by or on
behalf of Study subject permitting the transfer of
health and other personal information pursuant to
Applicable Law;

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

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

V. complete all subject case report forms
(“CRFs”) using the form(s) provided by or on behalf
of Sponsor, whether recorded on paper or in digital
format, review the CRFs to assure their accuracy and
completeness, assist the representatives and clinical
monitors of Sponsor in promptly resolving any
discrepancies or errors on CRFs, and, provided
subject confidentiality is maintained, assist in
performing audits of original subject records,
laboratory reports, or other raw data sources for the
purpose of verifying data recorded on the CRFs;

C. Aniz by tim byla omezena vySe uvedena
ustanoveni, Zdravotnické zafizeni dale souhlasi

stim, Zze pii provadéni Studie Zkousejici
a zaméstnanci a zastupci Zdravotnického
zatizeni:

i. budou poskytovat kazdému

potencidlnimu subjektu Studie Ustni a pisemné
informace o rizicich, pfinosech a pozadavcich
spojenych s ucasti ve Studii a pfedem od kazdého
subjektu Studie ziskaji podepsany a datem
opatfeny pisemny formulaf souhlasu, ktery byl
piedem schvalen EK a Zadavatelem a ktery je
v souladu s Protokolem a touto Smlouvou, s
vyjimkou situace, kdy bylo pozadano o upusténi
od souhlasu a piislusna EK tuto zadost schvalila;

ii. ziskaji svoleni (samostatné nebo jako
soucast Informovaného souhlasu) podepsané
kazdym subjektem Studie nebo jeho jménem
umoznujici predavani zdravotnich a dalSich
osobnich tdaju v souladu s Pfislusnymi pravnimi
predpisy;

iii. budou vyzadovat, aby se zadny subjekt
Studie soucasné netcastnil jiné klinické studie,
V niz je podavan hodnoceny ptipravek, pokud je
to vsouladu sProtokolem a ptislusnymi
pozadavky na zpisobilost. Pokud by se
Zdravotnické zafizeni nebo Zkousejici o takove
souCasné ucasti v jiné studii dozvédeli, museji
neprodlené uvédomit Zadavatele;

iv. budou uchovévat a vypracovavat
zdznamy tykajici se Studie a subjekti, které se
Studie tcastni, tak, jak to stanovuje Protokol;

V. budou vyplinovat vsSechny zaznamy
subjektu hodnoceni (,,CRF*“) pomoci formulait
poskytnutych Zadavatelem nebo jeho jménem,
pofizované v tisténé nebo digitalni podobé¢; budou
kontrolovat CRF, aby zajistili jejich spravnost
auplnost, pomahat zastupcim a klinickym
monitorim Zadavatele pii rychlém feSeni
veskerych nesrovnalosti nebo chyb v CRF a pfi
zachovani duvérnosti tdaji subjektd pomahat
S provadénim auditt  plvodnich  zaznamu
subjektl, laboratornich zprav nebo jinych zdroja
nezpracovanych udaji za ucelem ovéteni udaju
zaznamenanych v CRF;
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Vi. ensure that all data, including signatures,
supplied to Sponsor will meet the principles of
ALCOA+ (attributable, complete, legible, original,
accurate, contemporaneous, permanent, readily
retrievable), and further certify that appropriate
controls are established to mitigate the risks related
to intentional or unintentional falsification of data
and signatures as required by Applicable Law;

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

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

iX. retain all records relating to the Study, for
the period required by Applicable Law, and prior to
the Institution or Investigator’s disposition of any
Study records for any reason, the Site shall provide
prior written notice to Sponsor, and upon Sponsor’s
request and at Sponsor’s reasonable expense, the
Site shall either retain such Study records for the
period specified by Sponsor or send such records to
Sponsor, as designated by Sponsor;

X. cooperate with and support the Sponsor
with regard to the relevant applications or
communications with the relevant IRB/EC;

Xi. obtain the prior written approval of CRO,
Sponsor and the IRB/EC of the content of any
communication soliciting subjects for the Study
(including any changes), which must comply with
Applicable Law; and

Vi. zajisti, aby veskeré udaje véetné podpist
preddvané Zadavateli spliovaly  principy
ALCOA+ (pfisouditelné, uplné, Citelné, ptivodni,
spravné, soucasné, trvalé, snadno vyhledatelné),
a dale vydaji osveédCeni, ze je zavedena nalezita
kontrola ke zmirnéni rizik souvisejicich
s imyslnym nebo neumyslnym padélanim udaji
apodpist, jak to vyzaduji Piislusné pravni
predpisy;

Vii. budou spolupracovat se Zadavatelem
a jeho zastupcem ve vSech ¢innostech na podporu
a sledovani Studie, mimo jiné tim, ze Zadavateli
umozni pristup na pracovisté v zafizenich, kde se
Studie provadi, a k veskerym zaznamim a dal$im
dokumentim spojenym s provadénim Studie,
které budou divodné pozadovany Zadavatelem,
abudou poskytovat veskerou pozadovanou
dokumentaci v¢as a piehledné, aby byl Zadavatel
vzdy plné€ obeznamen s pribéhem Studie;

viii.  budou zaznamenavat vSechny nezadouci
ptihody na strankach formulafe CRF a hlasit
vSechny nezadouci ptihody a zavazné nezadouci
ptihody vsouladu s PifislusSnymi  pravnimi
piedpisy a s Protokolem;

iX. budou uchovavat
tykajici se Studie po dobu vyzadovanou
Ptislusnymi pravnimi predpisy; anez
Zdravotnické zafizeni nebo Zkousejici jakékoli
Studijni zaznamy z jakéhokoli divodu zlikviduje,
oznami to pisemné Zadavateli ana zakladé
Zadavatelovy zadosti ana jeho piimétené
naklady Misto provadéni klinického hodnoceni
tyto Studijni zadznamy uchovd po dobu
stanovenou Zadavatelem, nebo je Zadavateli
zasle, podle toho, co si Zadavatel urci;

vSechny zdznamy

X. budou spolupracovat se Zadavatelem
a poskytnou mu soucinnost ohledné ptislusnych
podani nebo komunikace s piislusnou EK;

Xi. ziskaji  pfedem  pisemny  souhlas
CRO, Zadavatele aEK kobsahu jakékoli
komunikace souvisejici s ndborem subjektd do
Studie (vCetné ptipadnych zmén), kterda musi byt
v souladu s Ptislusnymi pravnimi predpisy; a
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Xii. conduct the Study solely at Institution’s
facilities; the location for the conduct of the Study
may not be changed without Sponsor ’s prior written
consent.

D. The Institution further
warrants to Sponsor that:

represents and

I. neither the Institution, nor any of the
Institution’s employees or agents performing the
Study, (1) are under any contractual or other
obligations or restrictions that are inconsistent with
the Institution’s obligations under this Agreement,
or (2) have a financial or other interest in Sponsor or
the outcome of the Study that might interfere with
their independent judgment, or (3) are under
investigation by any regulatory authority, for
debarment or any action in relation to clinical or
non-interventional (observational) research, or (4)
are presently debarred, disqualified, or deemed
ineligible to conduct clinical or non-interventional
(observational) research or to receive investigational
drugs or devices as a clinical or non-interventional
(observational) investigator under any Applicable
Law. The Institution will notify Sponsor
immediately (a) if Institution, the Investigator, or
any of its employees or agents become debarred,
disqualified, or deemed ineligible by any court or
regulatory agency, or (b) upon any inquiry
concerning or the commencement of any debarment
or disqualification proceeding regarding any such
person, the Investigator, or Institution, together with
any other information known to the Site that is
relevant to such proceedings or actions;

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

Xii. budou Studii provadét vyhradné
v zafizenich Zdravotnického zafizeni; misto
provadéni Studie se nesmi zménit bez

predchoziho pisemného souhlasu Zadavatele.

D. Zdravotnické zafizeni dale prohlasuje
a zavazuje se Zadavateli, ze:

i. Zdravotnické zafizeni ani Zadny z jeho
zaméstnanci nebo  zastupcl, ktefi  Studii
provadéji, (1) nepodléhaji zddnym smluvnim
nebo jinym zavazkiim ¢i omezenim, jez jsou
V rozporu s povinnostmi Zdravotnického zatizeni
na zaklad¢ této Smlouvy, ani (2) nemaji financni
nebo jiny z&jem u Zadavatele nebo na vysledku
Studie, ktery by mohl branit jejich nezévislému
usudku, ani (3) ze zadnym kontrolnim ufadem
nebylo zahdjeno vySetfovani, jehoz vysledkem
muze byt prohlaSeni nezpusobilosti k vykonu
¢innosti nebo jakakoli opatieni v souvislosti
s klinickym nebo neintervenénim (observac¢nim)
vyzkumem, nebo (4) nejsou Vv soucasné dobé
zbaveni prislusného opravnéni, diskvalifikovani
nebo prohlaSeni nezpisobilymi k provadéni
klinického ¢i neintervenéniho (observacniho)
vyzkumu ¢i k ptijimani hodnocenych pfipravki

nebo prostredki  jako zkouSejici  1ékafi
v klinickych nebo neintervencnich
(observacnich)  studiich podle  veskerych

Piislusnych pravnich ptedpist. Zdravotnické
zafizeni Zadavatele neprodlen€ uvédomi, jestlize

(a) Zdravotnické zafizeni, ZkouSejici nebo
kterykoli ~ ze  zaméstnanct & zastupcu
Zdravotnického  zafizeni budou  zbaveni

prislusného opravnéni, diskvalifikovani nebo
prohlaseni nezpusobilymi kterymkoli soudem
nebo kontrolnim ufadem, nebo (b) po obdrzeni
dotazu ohledné zahijeni jakéhokoliv takového
vyluovaciho fizeni tykajictho se kterékoli
z téchto osob, Zkousejiciho nebo Zdravotnického
zafizeni, aposkytnou Zadavateli  veskeré
informace ohledn¢ vylucovaciho fizeni nebo
postupll zbaveni opravnéni, jez budou Mistu
provadeéni klinického hodnoceni znamy;

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

CRO will ensure that the Study has been duly
announced at the State Institute for Drug Control and
approved by the relevant Ethics Committee.

3. Investigator; Replacement.

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

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

C. If the Investigator becomes either unwilling
or unable to perform the duties required by this
Agreement, Institution shall promptly notify

E. Pii provadéni Studie pro Zadavatele
Zdravotnické zafizeni ani jeho zaméstnanci,
zastupci asmluvni dodavatelé (i) nebudou
nabizet, poskytovat, slibovat, schvalovat ani
pfijimat zadné platby ani poskytovat cokoli
hodnotného, zejména uplatky, primo ani neprimo
z4dnému vefejnému Ciniteli, kontrolnimu ufadu
ani nikomu jinému s cilem ovlivnit, vyvolat nebo
poskytnout odmeénu za jakykoli tkon, opomenuti
jednat nebo rozhodnuti za tucelem ziskani
neopravnéné vyhody nebo ziskdni ¢i udrzeni si
obchodni pfilezitosti a (ii) budou dodrzovat
vSechny pfislusné zakony a ptedpisy proti
korupci a uplatkarstvi. Zdravotnické zafizeni a
Zkousejici jsou povinni Zadavatele okamzité
informovat, jakmile se dozvédi o jakémkoli
poruseni svych zavazkt podle tohoto Clanku.

CRO prohlasuje, ze Studie byla fadné¢ ohlasena na
Statnim tustavu pro kontoru 1éCiv a schvalena
prislusnou etickou komisi.

3. Nahrazeni zkousSejiciho.

A Zkousejici predlozi Zadavateli kopii
svého aktualniho zivotopisu,

B. Zkousejici poskytne Zadavateli

dostate¢né a spravné informace o finan¢nich
vztazich, aby Zadavateli umoznil podani uplné
a spravné certifikace nebo prohlaseni
0 zpfistupnéni informaci vyzadované podle
Piislusnych pravnich piedpist, a tyto informace
bude neprodlené aktualizovat, pokud b&hem
Studie a po dobu jednoho (1) roku od dokonéeni
nebo ukonéeni Studie dojde K n&jakym
vyznamnym zmé&nam. ZkouSejici souhlasi s tim,
aby Zadavatel poskytoval tyto finan¢ni informace
americkému Utadu pro kontrolu potravin a 1é¢iv
(dale jen ,,FDA*) av pfipadé¢ potieby dalSim
kontrolnim  Ofadim. ZkouSejici bude se
Zadavatelem spolupracovat pii poskytovani
veskerych dalsich informacich pozadovanych ze
strany FDA a/nebo dalSich kontrolnich uradd
v souvislosti se Studii.

C. V piipadé, Zze Zkousejici nebude ochoten
nebo se stane nezplsobilym plnit povinnosti
vyzadované touto Smlouvou, Zdravotnické
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Sponsor , and shall cooperate to find a replacement
investigator acceptable to Sponsor (a “Replacement
Investigator”); provided, however, that the Site shall
continue to be responsible for fulfilling the
obligations of this Agreement until a Replacement
Investigator is appointed. If an acceptable
Replacement Investigator is not found within thirty
(30) days (or such longer period as mutually agreed
upon by the Parties), CRO may terminate this
Agreement in accordance with the terms herein. If
a Replacement Investigator is designated, such
Replacement Investigator shall be bound by all
terms of this Agreement that are applicable to the
Investigator, and the Parties shall amend this
Agreement accordingly.

D. If Sponsor or CRO requests, Investigator
shall attend and participate in an investigator’s
meeting or other initiation meeting. Sponsor will
reimburse Investigator for reasonable and necessary
travel and lodging expenses incurred to attend such
meeting(s). The receipts for such meeting(s) must be
submitted to Sponsor or Sponsor’s Designee within
sixty (60) days of the date of the meeting. From time
to time Sponsor may take photographs or create
audio and/or, video recordings in connection with
investigator meetings. Investigator hereby gives
Sponsor (or anyone acting with Sponsors authority)
permission to make, take or create photographs,
video and/or audio recordings and transcriptions in
connection with such meetings or Study related
activities and to use, store, copy, display, reproduce
transmit and publish such records.

4. Term; Study Initiation;
Completion/Termination
A. This Agreement shall commence as of the

date of last signature by a party and shall continue
until completion of all obligations herein, including
without limitation receipt by Sponsor of all Study
data and resolution of all corresponding queries in a
form acceptable to Sponsor (“Completion”), unless

zafizeni o této skute¢nosti neprodlené vyrozumi
Zadavatele abude snim spolupracovat na
nalezeni nahradniho ZkouSejiciho pfijatelného
pro Zadavatele (,,Nahradni zkousejici*), avSak
S tim, ze Misto provadéni klinického hodnoceni
bude nadale vazano v§emi zavazky a podminkami
plynoucimi z této Smlouvy az do jmenovani
Néhradniho zkousSejiciho. Pokud pfijatelny
Nahradni zkousejici nebude nalezen do tficeti
(30) dnti (nebo do uplynuti delsi doby vzajemné
odsouhlasené Smluvnimi stranami), mize CRO
tuto Smlouvu v souladu s podminkami, jez
Smlouva  stanovuje, ukonéit. V piipadé
jmenovani  Nahradniho zkouSejictho bude
Nahradni zkousSejici vazan vSemi podminkami
této Smlouvy, které plati pro Zkousejiciho,
a Smluvni strany patficnym zptisobem Smlouvu
upravi.

D. Pokud oto Zadavatel nebo CRO
pozadaji, ZkousSejici se bude ucastnit schiizky
zkousejicich nebo jiné zahajovaci akce. Zadavatel
nebo jim povéfeny zastupce v souvislosti s tim
proplati Zkousejicimu piiméfené a nezbytné
cestovni vydaje a ndlady na ubytovani. Stvrzenky
dokladajici naklady spojené s témito schiizkami
museji byt ptedlozeny Zadavateli nebo jim
poveétenému zastupci ve lhaté Sedesati (60) dnd
ode dne konani predmétné schizky. Zadavatel
muze prilezitostné v souvislosti se schizkami
zkousSejicich pofizovat fotografie nebo zvukové
a/nebo videozaznamy. ZkouSejici timto dava
Zadavateli (nebo osobdm jednajicim z povéteni
Zadavatele) povoleni k potizovani nebo vytvareni
fotografii, videozdznami a/nebo zvukovych
zaznami a prepist v souvislosti s takovymi
schlizkami nebo s Cinnostmi souvisejicimi se
Studii a k pouzivani, ukladani, kopirovani,
zobrazovani, reprodukci, pfenosu a zvefejiovani
takovych zaznamu.

4. Doba trvani, zahajeni  Studie;
dokonceni/pired¢asné ukonceni
A Tato Smlouva vstoupi v platnost dnem

podpisu posledni smluvni Stranou a bude trvat az
do dokonc¢eni vSech povinnosti, jez z ni vyplyvaji,
zejména do obdrzeni vSech Studijnich dat
Zadavatelem a do vyfeSeni v8ech odpovidajicich
dotazli formou pfijatelnou pro Zadavatele
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otherwise terminated in accordance with this

Agreement.

B. The CRO shall deliver a copy of the IRB or
EC approval letter to the Investigator prior to the
start of the study. If IRB or EC approval is not
obtained, this Agreement shall be null and void. The
Site shall promptly notify Sponsor if IRB or EC
approval for the Study is lapsed, suspended, or
withdrawn in whole or in part during the conduct of
the Study.

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

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

5. Payment Terms and Budget.

A. In consideration for performance of the
Study, Sponsor will compensate Institution in
accordance with the payment terms and budget set
forth in Schedule A attached hereto and made a part
hereof (the “Budget”). No other benefits or
compensation, beyond those expressly included in
the Budget, or as otherwise approved by Sponsor in
advance in writing, will be provided by Sponsor to
Institution. CRO shall make payments in
accordance with the Budget following receipt of an
invoice from Institution issued on the basis of a call
and a payment report on the performed procedures
sent from Sponsor/CRO to study.payments@ftn.cz.
Based on the payment statement, the Institution shall
issue an invoice.The last payment due will be made
by CRO after the Site completes all of its obligations
hereunder, and Sponsor or CRO has received all

(,,Dokonceni*), pokud nebude Smlouva ukoncena
Z jinych divodi podle jejich podminek.

B. CRO priedlozi zkouSejicimu pred
zahajenim studie kopii schvalovaciho dopisu od
EK. Pokud nebude ziskan souhlas EK, tato
Smlouva bude neplatna od samého pocatku.
Misto provadéni klinického hodnoceni bez
zbytecného odkladu vyrozumi Zadavatele,
jestlize souhlas EK zcela nebo zcasti zanikne,
bude pozastaven nebo zruSen V pribéhu
provadéni Studie.

C. Do Studie nesmi byt zafazen zadny
subjekt, aniz by ZkousSejici nejprve ziskal
schvéleny informovany souhlas podepsany
kazdym subjektem nebo jeho jménem a schvélené
svoleni subjektu. Misto provadéni klinického
hodnoceni nebude od  Zadného  subjektu
pozadovat informovany souhlas, ani neumozni
z4dnému subjektu Ucastnit se Studie diive, nez
bude Studie zahajena v souladu s Protokolem
a podminkami této Smlouvy, s vyjimkou situace,
kdy bylo pozaddno o upusténi od souhlasu
a prislusna EK tuto zadost schvalila.

D. Misto provadéni klinického hodnoceni
bere na védomi, ze Zadavatel a CRO si vyhrazuji
pravo kdykoli omezit vstup nebo zatfazeni
subjekta.

5. Platebni podminky a rezpo¢et.

A Na zakladé¢ provadéni Studie bude
Zadavatel poskytovat Zdravotnickému zatizeni
platby v souladu s platebnimi  podminkami
arozpoétem piipojenym jako Ptiloha A, kterd
tvoii soucast Smlouvy (,,Rozpocet®). Zadavatel
nebude Zdravotnickému =zafizeni poskytovat
z4dné dalsi vyhody ani platby kromé téch, které
jsou vyslovné zahrnuty do Rozpoétu nebo jinak
pfedem pisemné schvaleny Zadavatelem. CRO
uhradi platby v souladu s Rozpo¢tem po obdrzeni
faktury od Zdravotnického zatizeni vystavené na
zakladé vyzvy a platebniho piehledu o0
provedenych  vykonech zaslaného od
Zadavatele/CRO na study.payments@ftn.cz. Na
zaklade platebniho prehledu vystavi Zdravotnické
zatizeni fakturu. , . Posledni splatnou platbu
uhradi CRO poté, co Misto provadéni klinického
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completed CRFs, all deliverables defined in the
Protocol, and all other data and rights to which
Sponsor or CRO is entitled under this Agreement.
The terms of the Budget may be modified only upon
the prior written consent of the Parties.

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

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

D. The Site understands that Sponsor or CRO
will disclose to relevant governmental authorities
the payments made by or on behalf of Sponsor to the
Site under this Agreement, as well as the purpose

hodnoceni splni vSechny své zavazky ztéto
Smlouvy a Zadavatel nebo CRO obdrzi vSechny
vyplnéné CRF, veskera plnéni definovana
v Protokolu a vSechny dalsi tidaje a prava, na néz
ma Zadavatel nebo CRO podle této Smlouvy
narok. Podminky Rozpo¢tu mohou byt upraveny
jen  sptedchozim  pisemnym  souhlasem
Smluvnich stran.

B. Smluvni strany berou na védomi
asouhlasi stim, ze <castky vyplacené
Zadavatelem na zaklad¢ této Smlouvy predstavuji
redlnou trzni hodnotu hrazenych naklada
spojenych se Studii a zadna ¢ast jakékoli uhrady
vyplacené na =zakladé této Smlouvy neni
zakazanou platbou za doporueni nebo
zprostiedkovani obchodu nebo objednéani zbozi
nebo sluzeb, ze platby nejsou urceny
k podnécovani ilegalnich doporuceni nebo
zprostiedkovani obchodu, ani nejsou vyplaceny
vymeénou za  jakykoli  vyslovny nebo
predpokladany souhlas Zdravotnického zafizeni
nebo Zkousejiciho s tim, Ze budou doporucovat
jakékoli  produkty Zadavatele nebo jim
poskytovat preferenéni status, ani s cilem ovlivnit
rozhodnuti ~ Zdravotnického zafizeni nebo
Zkousejiciho ohledné slozeni 1éCiv, jejich
piedepisovani nebo vydavani.

C. Za veskeré sluzby pozadované podle
Protokolu, za néz se Zadavatel zavazal
poskytnout uhradu, bude provadét platby
vyhradné Zadavatel prostiednictvim CRO. Zadna
¢ast Studie se nebude provadét s financovanim
jakoukoli tfeti stranou, jako je mnapriklad
financovani vladou nebo vladnimi organy, bez
predchoziho pisemného souhlasu Zadavatele,
s vyjimkou platcu treti strany (napr. pojistitelii).
Zdravotnické zafizeni ani ZkouSejici nebudou
zadat o Uhradu z jakéhokoli statniho programu
zdravotni péce nebo od platce tieti strany za
castky vyplacené Zadavatelem nebo jménem
Zadavatele ani za jakékoli materialy poskytované
Zdravotnickému zafizeni nebo ZkouSejicimu
zdarma Zadavatelem nebo jménem Zadavatele.

D. Misto provadéni klinického hodnoceni je
srozuméno s tim, Ze Zadavatel nebo CRO budou
prislusnym statnim ufadim sdélovat, jaké ¢astky
byly Zadavatelem nebo jeho jménem Mistu
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and nature of such payments, to the extent that
Sponsor deems necessary under Applicable Law.

6. Confidentiality.

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

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

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

provadéni klinického hodnoceni podle této
Smlouvy vyplaceny, jakoz i ti¢el a povahu téchto
plateb, vrozsahu, ktery bude Zadavatel
povazovat podle PiisluSnych pravnich ptedpist
za nezbytny.

6. Duvérnost.

A Veskeré informace (zejména Ustni,
pisemné aelektronicky uchovavané nebo
predavané informace), materialy a dokumenty
poskytnuté ~ Mistu  provadéni  klinického
hodnoceni Zadavatelem nebo jeho jménem
v souvislosti se Studii, zejména preklinické Udaje
a CRF, stejné jako Vysledky studie budou
povazovany za ,Duveérné informace*.
K dtvérnym informacim patii také zejména
Protokol, Studijni korespondence
avysledky Studie, avS8ak stim, ze Misto
provadéni klinického hodnoceni miize pouzivat
a/nebo zveiejnovat Vysledky studie v souladu
s podminkami této Smlouvy. Misto provadéni
klinického hodnoceni se timto zavazuje, ze: (i)
bude zachovavat ptisnou ddvérnost vSech
Duvérnych informaci, (ii) nebude sdélovat ani
§ifit Diveérné informace zadné treti strané, (iii)
nebude Diivérné informace pouzivat k zadnému
jinému ucelu nez k provadéni Studie a (iv)
zabezpeci Duvérné informace nejméné stejnou
meérou, jako normaln€ chrani a zabezpecCuje své
vlastni divérné informace, avSak vzdy minimalné
v pfimétené mife. Tyto Duvérné informace
zistanou vyhradnim davérnym a chranénym
vlastnictvim Zadavatele abudou sdé€lovany,
pouze pokud to bude nutné, ato pouze v ramci
Mista provadéni klinického hodnoceni a jeho
zameéstnancli  a zastupcl. Misto  provadéni
klinického hodnoceni se zavazuje, ze zajisti, aby
kazdy  zjeho zaméstnancil a zastupcl
poskytujicich sluzby podle této Smlouvy zachazel
s Divémymi informacemi jako s divérnymi
v souladu s podminkami této Smlouvy.

B. Vyse uvedené povinnosti se nebudou
vztahovat na Divérné informace, které:

I. jsou nebo se stanou vefejné
znamymi bez zavinéni Mista provadéni
klinického hodnocent;
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il is lawfully disclosed to the Site by a
third party entitled to disclose such information
without any obligation of confidence;

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

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

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

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

7. Data Protection. The Parties agree to the
terms and conditions set forth in Schedule B.

8. Use of Study Results. Subject to
Applicable Law, Sponsor shall have the unrestricted
right to use and publish, any data and information
from the Study without the consent of Investigator
or Institution, provided that Sponsor maintains
subject confidentiality. The Site will not use data
generated during the Study or results of the Study
for any purpose other than care of a subject, for
internal research purposes, or for publication subject
to Article 9, below. For the avoidance of doubt,

ii. jsou legaln€ zptistupnény Mistu
provadéni klinického hodnoceni tieti stranou
opravnénou takové informace zpfistupnit bez
zavazku mlcéenlivosti;

iii. jsou jiz Mistu provadéni
klinického hodnoceni znamy pted zptistupnénim
pisemné doklady Mista provadéni klinického
hodnoceni;

iv. byly Mistem provadéni
klinického hodnoceni vypracovany bez pouziti
jakychkoli Davérnych informaci, jak prokazuji

drivejsi pisemné doklady Mista
provadéni klinického hodnoceni.

C. V piipadé, ze zptistupnéni Davérnych
informaci bude vyzadovano zakonem nebo
predpisem, Misto  provadéni  klinického
hodnoceni (i) v€as vyrozumi Zadavatele

a poskytne mu prilezitost vznést proti tomuto
zptistupnéni namitky pred takovym
zptistupnénim, a (ii) vynalozi veskeré pfimérené
Usili na omezeni zptistupnéni a zachovani
divérnosti  téchto  Davérnych  informaci
V pfiméfené mozném rozsahu.

D. Na vyzadani Zadavatele vrati Misto
provadéni  klinického hodnoceni  vSechny
Davérné informace vcetné jejich kopii
Zadavateli, avSak s tim, Ze jednu (1) kopii téchto
Dutvémych informaci si bude moci ponechat
Zdravotnické zafizeni ve svych davérnych
slozkach  vyhradné¢ za tcelem vyhovéni
zdkonnym povinnostem.

7. Ochrana udaji. Smluvni strany
souhlasi s podminkami uvedenymi v Pfiloze B.

8. Pouziti vysledkii Studie. Pfi dodrzeni
Piislusnych pravnich predpisi bude mit
Zadavatel neomezené pravo vyuzivat

a zvefejnovat veskeré udaje ainformace ze
Studie, ato ibez souhlasu ZkousSejiciho nebo
Zdravotnického zafizeni, stim, Ze Zadavatel
zachova davérnost udaju subjektd. Misto
provadéni klinického hodnoceni nebude (daje
ziskané béhem Studie ani vysledky Studie
pouzivat k jinym Géelim neZ k péci o subjekty
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internal research purposes means internal, non-
commercial research activities that are not funded by
a third party (other than a government agency). The
Site shall obtain all legally required authorizations
or other documentation from Study subjects to allow
for disclosures of Study subjects’ data to Sponsor
and its Designee in accordance with this Agreement.

0. Ownership of Data; Publication.

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

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

i The Site will provide Sponsor with a copy
of any proposed publication or presentation for
review and comment at least forty-five (45) days
prior to such presentation or submission for
publication. At the expiration of such forty-five (45)
day period, the Site may proceed with the
presentation or submission for publication unless

akinternim  vyzkumnym  G¢elim  nebo
k publikaci na zakladé Clanku 9 nize. Aby se
predeslo pochybnostem, interni vyzkumné ucely
znamenaji interni, nekomeréni ¢innosti, které
nejsou financovany treti stranou (kromé¢ statnich
organt). Misto provadéni klinického hodnoceni
ziskd od subjektt Studie veSkera zakonem
pozadovana opravnéni nebo jinou dokumentaci,
aby bylo mozné zptistupnit udaje subjektti Studie
Zadavateli ajeho zastupci v souladu s touto
Smlouvou.

9. Vlastnictvi udaji; publikace.

A Veskeré  udaje,  informace
a vysledky ziskané béhem provadéni Studie,
zejména vyplnéné CRF aveskeré zpravy
vypracované Mistem provadéni klinického
hodnoceni (spolecné ,,Vysledky studie®) budou
neprodlené poskytovany Zadavateli. Misto
provadéni klinického hodnoceni bude mit pravo
publikovat nebo jinak vefejné zpfistupnit
Vysledky studie pro své vlastni interni, bona fide,
akademické, nekomer¢ni acely v souladu
s podminkami tohoto ¢lanku. Zdravotni zaznamy
nebo jiné Zdrojové dokumenty, dle definice
Pravidel ICH, jez jsou podkladem pro Vysledky
studie, zustanou vlastnictvim Zdravotnického
zatizeni.

B. Pokud je Studie provadéna
Vv ramci multicentrické neintervenéni
(observacni) studie, bude prvni zvefejnéni
vysledkt Studie uskute¢néno formou

multicentrické publikace, jejimiz autory budou
zkousejici ve Studii. Pokud vSak nebude
multicentricka publikace predlozena do osmnacti
(18) mésict od dokonéeni ¢i ukonéeni Studie ve
vsech centrech, mize Misto provadéni klinického

hodnoceni  zvefejnit vysledky Studie ve
Zdravotnickém  zafizeni v souladu s timto
clankem.

I. Misto provadéni klinického hodnoceni
bude Zadavateli  piedkladat  k posouzeni
a pfipominkovani v kopii veskeré materialy
navrhované k publikaci nebo prezentaci nejméné
Ctyficet pét (45) dnii pied takovou prezentaci nebo
odevzdanim k publikovani. Po uplynuti této lhity
Ctyficeti péti (45) dnli mize Misto provadeni
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Sponsor has notified Investigator or Institution in
writing that such proposed publication and/or
presentation discloses Confidential Information.
Following such notification, the Site hereby agrees
to make any changes or deletions prior to publication
necessary to prevent disclosure of Confidential
Information (excluding Study Results). Further,
upon the request of Sponsor, the Site will delay
publication or presentation for an additional ninety
(90) days to permit Sponsor to take necessary
actions to protect its intellectual property interests.

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

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

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

klinického hodnoceni pfistoupit k prezentaci
nebo odevzdani téchto materialti k publikovani,
ledaze Zadavatel Zkousejicimu nebo
Zdravotnickému zafizeni pisemné oznami, Ze
touto navrhovanou publikaci a/nebo prezentaci
dojde k prozrazeni Divérnych informaci. Misto
provadéni klinického hodnoceni se timto
zavazuje, ze po tomto oznadmeni provede jesté
pred publikaci veskeré upravy ¢i vypusténi, aby
prozrazeni  Duvérnych informaci (kromé
Vysledki studie) zabranilo. Misto provadéni
klinického hodnoceni dale na zadost Zadavatele
odlozi publikaci nebo prezentaci az o devadesat
(90) dnt, aby Zadavateli umoznilo pfijmout
opatfeni nezbytna k ochrané jeho prav dusevniho
vlastnictvi.

ii. Misto provadéni klinického hodnoceni
zachova béhem doby posuzovani popsané v této

Smlouvé davérnost navrhované publikace
apatficné  zohledni  vSechny  pfipominky
Zadavatele.

iii. Pokud se Smluvni strany nedohodnou
jinak, budou publikace predkladany Casopistim,
které nabizeji vefejnou dostupnost na zakladé
otevieného pristupu (Open Access) (vcetné

vydavatelskych platforem/ulozist
a autoarchivace). Otevieny piistup znamena
online dostupnost publikovanych vysledka

vyzkumu, které jsou v misté vstupu zdarma,
a tam, kde je to mozné, poskytuji pravo na dalsi
uziti v souladu s licenci koncového uzivatele.
Zadavatel doporucuje publikovani pomoci
obecné pouzitelné licence Creative Commons
Attribution 4.0 (CC-BY 4.0) nebo obdobné
licence, pokud je to mozné, s obdobim embarga
nebo bez n¢j, spiSe nez pouziti restriktivn€jsich
licenci Creative Commons, napiiklad CC-BY-
NC, CC-BY-NC-ND, nebo dalsich.

iv. Pokud nebude mit Casopis, v némz bude
publikace zvefejnéna, nebo forum, kde bude
predstavena, jiné pozadavky, budou se otazky
autorstvi fidit podle Doporuceni pro provadéni,
hlaseni, editaci a publikaci védeckych praci
v 1ékarskych casopisech vydanych
Mezinarodnim vyborem redaktord 1ékaiskych
asopist (ICMJE). Udast vroli zkousejiciho
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10. Release of Information; Use of Name.
Sponsor may disclose the name of the Site and shall
provide a description of this Study on public
websites consistent with and as required by
Applicable Law. No Party shall use the name of any
other Party in connection with any advertising or
promotion of any product or service without the
prior written permission of such other Party;
provided, however, that the limitations contained in
this article shall not apply to any documents that
may be necessary or appropriate for Sponsor or the
Site to provide to a federal, state, or local
governmental agency or in scientific publications
and grant applications. Sponsor must approve, in
writing, press statements by Investigator or
Institution or any of their respective employees,
agents, or contractors regarding the Study before
release of the statements.

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

12. Inspections, Audits, and

Monitoring.

Study

A Regulatory Inspection. The Site shall notify
Sponsor and its Designee promptly of any inquiries,
correspondence, or communications with or from
the FDA or any other governmental or regulatory
authority relating to the Study. If a regulatory
authority requests permission to or does inspect the
Site’s facilities or research records relating to the
Study, the Site will cooperate with the regulatory

nikomu sama o sobé& neudéluje pravo na autorstvi
publikaci.

10. Poskytovani informaci; pouzivani
jména/ndzvu. Zadavatel smi zvefejnit nazev
Mista provadéni klinického hodnoceni a uvést
popis této Studie na vefejné piistupnych
webovych strankéach, pokud to bude v souladu
s pozadavky Prislusnych pravnich predpisi.
Z4dna Smluvni strana nesmi pouzit jméno/nazev
druhé Smluvni strany v souvislosti s reklamou
nebo propagaci jakéhokoli produktu ¢i sluzby bez
predchoziho pisemného souhlasu ptislusné druhé
Smluvni strany; omezeni obsazena v tomto
¢lanku vSak neplati pro zadné dokumenty, u nichz
mizZe byt pro Zadavatele nebo Misto provadéni
klinického hodnoceni nezbytné ¢i vhodné je
predlozit federalnimu, statnimu nebo mistnimu
ufadu nebo je uvést v ramcei védeckych publikaci
a pti zadostech o grant. Zadavatel musi schvalit
pisemné tiskové zpravy Zkousejiciho nebo
Zdravotnického zafizeni ¢i jejich zaméstnancu,
zéstupcti nebo smluvnich dodavateli tykajici se
Studie jesté pfed tim, nez budou tyto zpravy
zvetejnény.

11. Nezavislost smluvnich stran. Pii
provadéni Studie bude Misto provadéni
klinického hodnoceni vu¢i Zadavateli a jeho
zastupci vystupovat jako nezavisly smluvni
dodavatel, anikoli jako zastupce, partner ¢i

zaméstnanec Zadavatele. Zkousejici,
Zdravotnické zatizeni ani zadny z jejich
zamestnancl,  zastupci  nebo  smluvnich

dodavatell nebudou opravnéni uzavirat s tietimi
stranami zadné dohody, které by byly pro
Zadavatele zavazné.

12. Kontroly, audity a monitorovani
Studie.
A Kontroly provadéné kontrolnimi ufady.

Misto provadéni klinického hodnoceni okamzité
vyrozumi Zadavatele a jeho zastupce o veskerych
dotazech, Kkorespondenci a sdélenich, které
v souvislosti se Studii obdrzi od FDA nebo
kterychkoli jinych statnich nebo kontrolnich
ufadi nebo které jim bude predkladat. Jestlize si
kontrolni ufad vyzada svoleni ke kontrole, nebo
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authority’s representative(s) and permit such
inspection. The Site shall provide to Sponsor copies
of all materials that the Site receives, obtains, or
generates in connection with any such inspection or
in connection with any communications from
regulatory authorities.

B. Sponsor Inspection/Audit.

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

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

13. Termination Prior To Completion.

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

i by any Party, upon written notice if
(1) the authorization and approval to conduct the

provadi kontrolu zafizeni Mista provadéni
klinického hodnoceni nebo zdznamu o vyzkumu
tykajicich se Studie, Misto provadéni klinického
hodnoceni bude se zastupcem (zastupci)
kontrolniho ufadu spolupracovat a tuto kontrolu
umozni. Misto provadéni klinického hodnoceni
poskytne Zadavateli kopie vSech materiald, které
Misto provadéni klinického hodnoceni obdrzi,
ziskd nebo vytvoii v souvislosti s takovou
kontrolou  nebo v souvislosti s jakoukoli
komunikaci nebo korespondenci od kontrolnich
uradi.

B. Kontrola provadéna Zadavatelem /
audit.

i. Misto provadéni klinického hodnoceni se
zavazuje, Ze umozni Zadavateli (v€etn€ monitort,
auditord a kontrolorl) v ramci bézné pracovni
doby apoté, co na to bylo v dostate¢ném
ptedstihu upozornéno, kontrolovat (i) zafizeni,
v nichz se Studie provadi, (ii) nezpracované
Vysledky studie vcetné originald Zdrojovych
dokumentli (definovanych aktudlnimi Pravidly
ICH) bez ohledu na formu jejich ulozeni, pokud
to umoznuji podminky informovaného souhlasu,
(iii) vybaveni pro elektronicky zaznam dat
(,,EDC*) a/nebo pro systém dokumentace EDC,
a(d) jakékoli dalsi relevantni informace (a
potizovat jejich kopie) nezbytné pro Zadavatele
Kk potvrzeni, ze Studie se provadi v souladu
s Protokolem a poZzadavky na ochranu osobnich
udaji  uvedenymi v Piiloze B a v souladu
s Ptislusnymi pravnimi ptedpisy.

ii. Pokud takova kontrola odhali jakékoli
nedodrzovani Smlouvy, budou Zadavatel a/nebo
CRO opravnéni zajistit soulad se Smlouvou
a ukoncit ucast Mista provadéni klinického
hodnoceni ve Studii.

13. Ukoné¢eni Smlouvy pied dokonéenim jejiho
pInéni

A. Tato Smlouva mize byt pisemnou
vypovédi uplné nebo ¢asteéné ukoncena jesté
pred Dokoncenim, a to nasledovné:

i. kteroukoli Smluvni stranou na
zaklade pisemné vypovédi, jestlize (1) povoleni
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Study is irrevocably withdrawn by the applicable
health authority or Institution’s IRB/EC; or (2) the
Sponsor or Investigator determines continuation of
the Study will compromise the safety of the Study
subjects and such determination is based on
reasonable medical judgment;

ii. by Sponsor (1) upon notice if the
Investigator is unwilling or unable to serve as the
principal investigator and the Parties are not able to
agree on a substitute pursuant to the terms of this
Agreement; (2) upon notice if the Site fails to
perform the Study in accordance with the terms of
the Protocol (excluding permitted deviations
pursuant to the Protocol and under the terms of this
Agreement), or Applicable Law; or (3) upon thirty
(30) days written notice.

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

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

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

provadét Studii bude ze strany pftislusnych
kontrolnich ufadi nebo EK Zdravotnického
zafizeni trvale anevratné odebrano nebo (2)
Zadavatel nebo ZkouSejici zjisti, Ze pokracovani
Studie by ohrozilo bezpecnost subjektii Studie,
atoto zjisténi bude vychazet z ddvodného
lékarského usudku;

ii. Zadavatelem (1) na zaklade
vypovedi, jestlize ZkouSejici nebude ochoten ¢i
schopen pisobit jako hlavni zkousejici a Smluvni
strany se nebudou schopny dohodnout na jeho
nahradé v souladu s podminkami této Smlouvy,
(2) na zékladé vypovedi, jestlize Misto provadéni
klinického hodnoceni nebude Studii provadét
v souladu s podminkami Protokolu (s vyjimkou
ptipustnych odchylek v souladu s Protokolem
a s podminkami této Smlouvy) nebo
S Piislusnymi pravnimi pfedpisy, nebo (3) na
zéklade pisemné vypoveédi zaslané tficet (30) dnt
predem;

iii. Mistem provadéni klinického hodnoceni
na zékladé pisemné vypovédi zaslané tricet (30)
dnl pfedem v piipadé zavazného poruseni této
Smlouvy Zadavatelem, kdy Zadavatel takové
poruseni v této lhute tficeti (30) dni nenapravi.

B. V piipadé ukonceni této Smlouvy pied
Dokoncéenim ucini Misto provadeéni klinického
hodnoceni po doruceni vypovédi vSechna
pfimétena opatfeni k omezeni dalSich nakladt na
minimum. V pfipadé takového pred¢asného
ukonceni bude provedena uhrada za vSechny
sluzby vyzadované Protokolem, které byly
poskytnuty az do data Gcinnosti ukonceni, a dale
pfiméfené doloZzené neodvolatelné naklady
vzniklé  Zdravotnickému  zafizeni  nebo
Zkousejicimu v souvislosti se Studii v souladu
s Protokolem a zanesené do Rozpoctu. Pokud
platby ptevysi Castku, kterd ma byt uhrazena za
sluzby poskytnuté podle Protokolu, Zdravotnické
zatizeni rozdil neprodlené vrati CRO.

C. Misto provadéni klinického hodnoceni se
zavazuje, Zze neprodlené¢ po obdrzeni nebo
doruceni vypovédi (i) dodrzi veskeré postupy po
ukonceni ~ Smlouvy  pfipadné¢  obsazené
v Protokolu, a (ii) nedostane-li od Zadavatele jiné
pokyny, ukonéi zafazovani subjektt do Studie
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enrolled in the Study (unless the safety of such
enrolled subjects could be compromised thereby).

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

E. Neither Sponsor nor CRO shall be
responsible to the Site for any lost profits, lost
opportunities, or other consequential damages.

14, Patent Rights and Inventions.

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

B. The Site acknowledges that the idea for the
Study was conceived and developed by Sponsor and
that Sponsor approached Institution and/or

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

a studijni 1écbu subjekti jiz zatazenych do Studie
(s vyjimkou piipadd, kdy by tim mohla byt

ohrozena  bezpeCnost téchto  zafazenych
subjekti).
D. Po Dokonceni nebo ukonceni této

Smlouvy 7z jakéhokoli divodu pifedd Misto
provadéni klinického hodnoceni Zadavateli
vSechny CRF a vSechny Zadavatelovy materialy.
Dtvérné informace a materidly budou na zakladé¢
jeho pokynti vraceny Zadavateli s vyjimkou Kopii
zaznamu nebo vzorkd, které si musi Misto
provadéni klinického hodnoceni ze zakona
ponechat. Do tiiceti (30) dnti od ukonéeni této
Smlouvy nebo od Dokonceni Studie (podle toho,
co nastane diive) piedlozi Zkousejici zavérecnou
pisemnou zpravu o Studii Zadavateli.

E. Zadavatel ani  CRO  neponesou
odpovédnost za usly zisk, ztratu prilezitosti ani
jiné nasledné Skody, které Mistu provadéni
klinického hodnoceni ptipadné vzniknou.

14. Patentova prava a vynélezy.

A Strany se vyslovné dohodly, ze zadna
Smluvni strana v ramci ptsobnosti této Smlouvy
nepievadi na jiné Smluvni strany zadné pravo ani
licenci k jakymkoli patentim, autorska prava ani
jina vlastnicka prava vlastnéna k Datu ucinnosti

této Smlouvy nebo vznikla mimo ramec vyzkumu
provadéného podle této Smlouvy.

B. Misto provadéni klinického hodnoceni
uznava, ze autorem arealizatorem myslenky
provést Studii je Zadavatel, aze se s zadosti
0 provedeni této Studie na Zdravotnické zatizeni
a/nebo Zkousejiciho obratil Zadavatel. Misto
provadéni klinického hodnoceni bude Zadavatele
neprodlené pisemné informovat 0 jakychkoli
vynélezech  avysledcich  vyvoje,  které
Zdravotnické zatizeni nebo ZkousSejici, ptipadny
spoluzkousejici  nebo  kterykoli  z jejich
zaméstnancli,  zastupci  nebo  smluvnich
dodavatelti vyvine pii provadéni Studie nebo diky
pouzivani Duveérnych informaci (dale spole¢né
,»Vysledky vyvoje). Zadavatel bude vylucnym
vlastnikem a bude mit vyhradni prava k veskerym
Vysledkim vyvoje, které souviseji se Studii,
zejména Kk metodice, procesim, derivatim,
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therein in Sponsor and to obtain patents or other
legal protections thereon at the expense of Sponsor.

15. Indemnification; Insurance.

A Sponsor Indemnification. Sponsor agrees to
indemnify, defend and hold harmless Institution, its
trustees, officers, employees, staff, subcontractors,
and agents involved in the conduct of the Study
(“Institution Indemnitee(s)””) against any third party
claim (each, a “Claim”) arising out of: (i) the
negligence or willful misconduct of Sponsor or (ii)
the Sponsor’s use of Study data or the Study Results.
The foregoing indemnity will not apply to the extent
a Claim arises out of: the negligence, malpractice, or
willful misconduct of any Institution Indemnitee or
the failure of any Institution Indemnitee to adhere to
the terms of this Agreement, the Protocol, or any
written instructions from Sponsor , or to comply
with any Applicable Law or governmental
requirements, it being understood that (x)
performing the Study in accordance with the
Protocol and any written instructions of Sponsor
shall not constitute negligence or malpractice for
purposes of this Agreement..

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

slozeni nebo k jejich dalsimu pouziti, pti nichz se
vyuzivaji nebo které =zavisi na Duavérnych
informacich poskytnutych Mistu provadéni
klinického hodnoceni. Misto  provadéni
klinického hodnoceni bude plné spolupracovat se
Zadavatelem pfi pievedeni prav k Vysledkim
vyvoje na Zadavatele a ziskéani jejich patentové
nebo jiné zékonné ochrany, a to na naklady
Zadavatele.

15. Odskodnéni; pojisténi.
A Odskodnéni  ze
Zadavatel se zavazuje poskytnout
Zdravotnickému  zafizeni ac¢lenim  jeho
statutarnitho organu, vedoucim pracovnikim,
zaméstnancim,  personalu, subdodavatelim
a zastupcim zapojenym do provadéni Studie
(,,Odskodiiovanym  osobam  Zdravotnického
zafizeni*) odskodnéni a zprostit je odpoveédnosti
za jakékoli naroky vznesené tfeti stranou (dale
jednotlivé ,,Narok®) vyplyvajici z: (i) nedbalého
jednani nebo umyslného poruseni povinnosti
Zadavatelem nebo (ii) pouzivani Studijnich dat ¢i
Vysledki studie Zadavatelem. VySe uvedené
odskodnéni neplati v tom rozsahu, v jakém Nérok
vznikne v dasledku:  nedbalého  jednani,
nespravného postupu nebo umysiného poruseni
povinnosti  kterékoli Odskodiované osoby
Zdravotnického  zafizeni nebo nedodrzeni
podminek této Smlouvy, Protokolu nebo
jakychkoli pisemnych pokyni od Zadavatele
nebo nedodrzeni Ptislusnych pravnich ptedpist ¢i
pozadavki statnich uradi kteroukoli
Odskodnovanou osobou Zdravotnického zafizeni
stim, ze (x) provadéni Studie v souladu
s Protokolem a veskerymi pisemnymi pokyny
Zadavatele nezaklada podle této Smlouvy
nedbalost ani nespravny postup.

strany  Zadavatele.

B. Odskodnéni ze strany Zdravotnického
zafizeni. Zdravotnické zafizeni se zavazuje
poskytnout Zadavateli, ¢lenim jeho statutarniho
organu, vedoucim pracovnikiim, zaméstnanctim,
personalu a zastupcim (dale ,,Od$kodfiovanym
osobam Zadavatele*) odSkodnéni a zprostit je
odpovédnosti za Naroky vyplyvajici z (i)
nedbalého jednéni, opomenuti nebo z tmysiného
poruseni povinnosti kteroukoli
z Odskodnovanych osob Zdravotnického zatizeni
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designee, or to comply with any Applicable Law or
governmental requirements.

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

D. Insurance. The Site represents and warrants
that it has and will maintain general liability
insurance (including contractual liability) sufficient
to cover the liabilities of the Institution. Insurance
coverage does not cover damage to health caused by
a clinical trial. The Institution shall submit a
certificate of general liability insurance at the
request of Sponsor.

For the avoidance of doubt, it is understood that the
Institution’s insurance contract is not a Study
insurance contract. Sponsor represents that it has
and will maintain appropriate insurance and/or self-

nebo (ii) nedodrZzeni podminek této Smlouvy,
Protokolu nebo pisemnych pokynli od Zadavatele
nebo jeho zastupce, nebo nedodrzenim
Ptislusnych pravnich predpisi nebo pozadavki

statnich ~ uradl ze strany kterékoli
z Odskodnovanych osob Zdravotnického
zafizeni.

C. Postup odSkodnéni. Smluvni strana nebo

Smluvni strany zadajici o odSkodnéni na zaklade
tohoto c¢lanku museji (i) pisemné uvédomit
odskodnujici stranu do péti (5) pracovnich dnil od
(1) obdrzeni jakéhokoli Naroku nebo (2)
okamziku, kdy se dozvédi o jakémkoli
potencialnim Naroku; (ii) umoznit odskodnujici
stran¢ prevzit obhajobu a/nebo vyfizeni takového
naroku nebo souvisejictho soudniho fizeni za
predpokladu, ze pravni zastupce vybrany
odskodnujici stranou je pro Smluvni stranu nebo
Smluvni strany zadajici o odskodnéni pfimétené
ptijatelny; a (iii) spolupracovat s odskodnujici
stranou ve vSech pfiméfenych ohledech, pokud
jde o obhajobu vuéi Naroku, kdy piiméfené
naklady vzniklé Smluvni strané¢ nebo Smluvnim
stranam  zadajicim o odSkodnéni  uhradi
odskodnujici strana. Odskodnujici strana podle
tohoto ¢lanku nesmi s osobou uplatnujici Narok
uzaviit Zadnou dohodu o urovnani  bez
predchoziho pisemného souhlasu Smluvni strany
nebo Smluvnich stran Zadajicich o odSkodnéni,
pti¢emz tento souhlas nelze bezdivodné odepfit.
Odskodnovand osoba bude mit pravo zvolit si
samostatného pravniho zastupce a nechat se jim
zastupovat, avSak stim, ze veskeré naklady
a vydaje na takové samostatné zastoupeni ponese
odskodnovana osoba.

D. Pojisténi. Misto provadeéni klinického
hodnoceni prohlasuje a zaruéuje se, Ze ma a bude
udrzovat pojiSténi obecné odpovédnosti (vCetne
smluvni odpovédnosti) postacujici ke Kkryti
zavazkl Zdravotnického zafizeni. Pojistné kryti
se nevztahuje na poskozeni zdravi zpusobené
klinickym hodnocenim. Na Zadost Zadavatele
predlozi Zdravotnické zatizeni osvédceni o
uzavieném pojisténi obecné odpoveédnosti.

Pro vylouceni vSech pochybnosti se rozumi, ze
pojistna smlouva Zdravotnického zatizeni neni
pojistnou smlouvou pro Klinické hodnoceni.
Zadavatel prohlasuje, ze ma abude udrZovat
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insurance in amounts sufficient to respond to events
that may occur in the conduct of the Study and for
which Sponsor may be liable pursuant to applicable
laws. Each party will provide, upon written request,
copies of documentation evidencing the existence of
such insurance (or in the case of Sponsor, self-
insurance).

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

To CRO/Designee:

IQVIA RDS Switzerland Sarl

Route de Pallatex 29, 1162 St-Prex, Switzerland
Attn:

To Institution:
Thomayer University Hospital
Videiiska 800, 140 59 Praha 4, Czech Republic

Aten: I

To Investigator:

vhodné pojisténi a/nebo samopojisténi v Castkach
dostacujicich k reagovani na piipady, jeZ mohou
pfi provadéni Studie nastat a za néz muze byt
podle  pfisluSnych  zdkonnych  piedpist
odpovédny. Kazda smluvni strana ptedlozi na
zakladé pisemné zadosti kopie dokumentace
prokazujici existenci takového pojisténi (nebo
Vv piipad¢ Zadavatele samopojisténi).

16. Celistvost Smlouvy; dodatky;
oznédmeni. Tato Smlouva piedstavuje uplnou
dohodu mezi Smluvnimi stranami a nahrazuje
veskera jind ujedndni mezi Smluvnimi stranami,
vyslovnd nebo predpokladand, tykajici se
predmétu této Smlouvy. Jakékoli zmény nebo
dodatky ktéto Smlouvé musi byt vyhradné
v podobé pisemného dokumentu podepsaného
povefenymi zastupci Smluvnich stran. Veskera
oznameni doru¢ovana na zaklad¢é této Smlouvy
museji byt dorucena osobné, zavedenym
expresnim kuryrem nebo doporucenou postou
s pozadovanym potvrzenim o0 doruéeni. Tato
oznédmeni museji byt zasilana ptislusné Smluvni
strané na adresu uvedenou nize s Vvyjimkou
pripadd uvedenych v Priloze A. Kazda Smluvni
strana miZe svou adresu pro zasilani oznameni
zménit tim, Ze tuto zménu pisemné oznami
ostatnim Smluvnim stranadm.

Oznameni zasilana CRO/Povétrenému zéstupci:
IQVIA RDS Switzerland Sarl

Route de Pallatex 29, 1162 St-Prex, Svycarsko
Attn:

Oznameni zasilana Zdravotnickému zafizeni:
Fakultni Thomayerova nemocnice
Videniska 800, 140 59 Praha 4, Ceska republika

K rukam: [N

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

18. Governing Law. This Agreement and all
matters arising out of or relating to this Agreement
shall be governed by, and construed and enforced in
accordance with, the laws of the Czech Republic
without regard to the conflicts of law provisions
thereof.

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

20. Subcontracting.  With Sponsor’s prior
written consent, Institution may subcontract the
performance of certain of its activities under this
Agreement to qualified third parties or use premises
or facilities other than Institution to perform certain
activities under this Agreement, provided that (i) the
performance of activities by such third parties or at
such facilities will comply with all applicable
obligations of this Agreement, including holding
such third parties or facilities to terms at least as
stringent as those to which the Site is bound
hereunder with regard to the conduct of the Study,
including without limitation, record retention,

17. Zavazny ucinek; pretrvavajici platnost
podminek. Tato Smlouva bude zavazna vici
Smluvnim stranam i jejich piislusnym pravnim
nastupcim a opravnénym postupnikiim a plyne
V jejich prospéch. Prava a povinnosti Smluvnich
stran, které sohledem na svou povahu maji
pietrvat i po ukonceni této Smlouvy (zejména
prava tykajici se vlastnictvi, patentti, zachovavani
divérnosti a odskodnéni), zlstavaji v platnosti
i po Dokonceni nebo jakémkoli ukonceni této
Smiouvy.

18. Rozhodné pravo. Tato Smlouva
a jakékoli zalezitosti, které z ni nebo v souvislosti
sni vzniknou, se budou fidit, vykladat
a uplatiiovat v souladu se zdkony Ceské republiky
bez ohledu na jejich kolizni ustanoveni.

19. Postoupeni. Postoupeni této Smlouvy
nebo jakychkoli prav nebo povinnosti z ni
vyplyvajicich ze strany Zkousejictho nebo
Zdravotnického zatfizeni na tieti osobu vyzaduje
ptedchozi pisemny souhlas CRO a Zadavatele.
Postoupeni ze strany CRO na tieti osobu, ktera
neni Zadavatelem nebo jeho pfidruzenym
subjektem, vyzaduje predchozi pisemny souhlas
Zadavatele, ale nevyzaduje souhlas
Zdravotnického zafizeni ani ZkousSejiciho.
Zkousejici, Zdravotnické zatizeni a CRO timto
berou na védomi, ze Zadavatel muze ptevzit nebo
postoupit tieti osobé odpovédnost za veskera
prava azavazky Zadavatele nebo CRO ztéto
Smlouvy  formou  pisemného  oznameni
adresovaného Mistu provadéni klinického
hodnoceni a CRO.

20. Povéreni subdodavatelii. S predchozim
pisemnym  souhlasem  Zadavatele  mize
Zdravotnické zafizeni provadéni ur€itych svych
¢innosti na zéklad¢ této Smlouvy zadat
kvalifikovanym subdodavatelim nebo
k provadéni ur€itych Cinnosti na zakladé této
Smlouvy vyuzivat jiné prostory a zafizeni nez
Zdravotnické zatizeni za piedpokladu, ze (i)
provadéni Cinnosti témito subdodavateli nebo
V téchto zafizenich bude v souladu se vSemi
pfislusnymi podminkami této Smlouvy vcetné
zajisténi toho, aby tito subdodavatelé nebo
zafizeni dodrzovali nejméné tak piisné podminky,
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confidentiality, data and publications obligations,
inventions, personal data, and publicity, (ii)
Institution remains liable for performance at such
facilities or by such third parties’, and (iii) neither
Investigator nor any sub-investigator has any direct
or indirect financial interest in any such third parties
or facilities.

21. Counterparts. This Agreement shall be
executed in three counterparts. Each Party shall
receive one copy.

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

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

24.  Publication in accordance with Act no.
340/2015 Coll. on Contract Register. Institution,
Sponsor and CRO hereby acknowledge that details
of this Agreement are required to be published
pursuant to Act no. 340/2015 Sbh., on the official
register:  https://smlouvy.gov.cz/  (“Agreements
Register”).

jaké vazi Misto provadéni klinického hodnoceni
pfi provadéni Studie na zakladé této Smlouvy,
zejména pokud jde ouchovavani zaznami,
diavérnost, povinnosti tykajicich se tdajh
a zvetejiovani,  vynalezy, osobni  udaje
a publikovani, (ii) Zdravotnické zafizeni bude
nadale odpovédné za plnéni smluvnich zavazki
V téchto zafizenich nebo témito subdodavateli
a (ii1) Zkousejici ani spoluzkousejici nebudou mit
U téchto subdodavateli nebo zafizeni Zzadny
piimy ani nepiimy finan¢ni zajem.

21. Stejnopisy. Tato  Smlouva bude
vyhotovena ve tfech stejnopisech. Kazdd ze
smluvnich stran obdrzi po jednom vyhotoveni.

22. Vys$8i moc. Bude-li plnéni této Smlouvy
ze strany Zdravotnického zafizeni nebo
Zadavatele zabranéno, nebo toto plnéni bude
omezeno, naruSeno ¢i zpozdéno (zcela nebo
castecné) zjakékoli priciny, kterd je mimo
realnou moznost ovlivnéni Smluvnimi stranami
(naptiklad zasahy vys$i moci, vybuch, nemoc,
pocasi, valka, terorismus, povstani, stavka,
nepokoje nebo vypadek dodavek elektiiny), bude
takto postizena Smluvni strana po pisemném
oznédmeni druhé Smluvni strané takového plnéni
zpro§téna v rozsahu odpovidajicim  tomuto
zabranéni, omezeni, naruSeni nebo zpozdéni za
pfedpokladu, Ze postizend Smluvni strana
vynalozi maximalni usili, aby se téchto pficin
neplnéni vyvarovala nebo je odstranila, a jakmile
budou tyto pfi¢iny odstranény, bude co nejdiive
pokracovat v plnéni. Pro ucely tohoto ¢lanku
nebude za pfi¢inu mimo redlnou moznost
ovlivnéni  Smluvnimi  stranami  povazovan
nedostatek financnich prostiedkd.

23. Rozpory. V ptipad€ rozpori mezi ¢eskou
aanglickou verzi Smlouvy bude rozhodujici
Ceské znéni.

24, Zverejnéni v souladu se ziakonem ¢.
340/2015 Sb. o registru smluv. Zdravotnické
zafizeni, Zadavatel a CRO timto berou na védomi,
ze podrobnosti této Smlouvy museji byt
zvetejnény podle zakona ¢. 340/2015 Sb. v
oficidlnim  registru:  https://smlouvy.gov.cz/
(,,Registr smluv*).
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The Parties agree that no business secrets or personal
information shall be disclosed or made public as part
of such publication. For the purposes of this
Agreement, such business secrets include but are not
limited to: payment information attached as
Schedule A, the minimum enroliment goal, expected
number of Study subjects enrolled and the expected
duration of the Study. As a result, the Parties have
agreed a version of this Agreement for publication,
in which all business secrets and personal
information have been redacted. This is attached
hereto as Schedule C (“Agreed Form”). The Parties
agree that the Institution shall effect the publication
of the Agreed Form on the Agreements Register
within 5 working days of the Date of Final Signature
of this Agreement. At the time of publication the
Institution will inform CRO / Sponsor of publishing
the Agreement in the Agreements Register by
designating the following email address:
as the email address to
which a notification of publication in the
Agreements register shall be sent. Should the
Institution fail to publish the Agreed Form of this
Agreement within 5 working days from the Date of
Final Signature, the Sponsor or the CRO may
publish the Agreed Form. The Parties agree that this
Agreement shall not come into effect until the
Agreed Form has been published in accordance with
this clause (“Effective Date”). In any event, CRO
reserve the right not to provide Study Drug until this
Agreement is published in accordance with this
clause.
In the event that there is a challenge to the validity
of the Agreed Form, once it has been published, the
Parties shall notify each other as soon as reasonably
practicable upon becoming aware of such challenge
and shall work together to agree a revised version of
the Agreed Form for publication.
In no event shall the Institution publish this
Agreement in any form other than the Agreed Form,
unless agreed in advance in writing with CRO and
Sponsor.

Smluvni strany se dohodly, ze v ramci tohoto
zvetejnéni nebudou zpfistupnéna ani zvetejnéna
74dnd obchodni tajemstvi ani osobni informace.
Pro ucely této Smlouvy k takovym obchodnim
tajemstvim patii napiiklad: udaje o platbach
uvedené v Piiloze A, minimalni cilovy pocet
zafazeni, oCekavany pocet zatazenych subjektt
Studie a ocekavana doba trvani Studie. V
disledku toho se Smluvni strany dohodly na verzi
této Smlouvy ke zvetfejnéni, v niz byla redigovana
veskera obchodni tajemstvi a osobni informace.
Tato verze je ke Smlouvé pfipojena jako Ptiloha
C (,,Odsouhlasena verze*). Smluvni strany se
dohodly, ze Zdravotnické zafizeni uskutecni
zvetejnéni Odsouhlasené verze v Registru smluv
do 5 pracovnich dnii od Data posledniho podpisu
této Smlouvy. V dobé zvefejnéni bude
Zdravotnické zafizeni CRO/Zadavatele
informovat o zvefejnéni Smlouvy v Registru
smluv tak, Ze uvede e-mailovou adresu:
jako e-mailovou adresu,
na kterou ma byt zasldno oznameni o zvefejnéni
Smlouvy v Registru  smluv.  Nebude-li
Odsouhlasena verze Zdravotnickym zafizenim
zvefejnéna ve lhtuté 5 pracovnich dni od Data
posledniho podpisu, jsou k jejimu zvefejnéni
opravnéni Zadavatel nebo CRO. Smluvni strany
souhlasi s tim, Ze tato Smlouva nenabude
ucinnosti do okamziku zvetejnéni Odsouhlasené
verze podle tohoto ¢lanku (,,Datum ucinnosti®).
CRO si v kazdém piipadé vyhrazuje pravo
neposkytnout Hodnoceny pfipravek, dokud
nebude tato Smlouva zvefejnéna podle tohoto
clanku.
V ptipad¢ zpochybnéni platnosti Odsouhlasené
verze po jejim zvefejnéni se budou Smluvni
strany co mozna nejdiive vzajemné informovat,
jakmile se o takovém zpochybnéni dozvédi, a
budou spole¢né usilovat o shodu na revidované
podobé¢ Odsouhlasené verze ke zvefejnéni. Pokud
se na tom predem pisemné nedohodne s CRO
nebo Zadavatelem, Zdravotnické =zafizeni v
zadném piipad€é nezvetejni tuto Smlouvu v jiné
verzi, nez je Odsouhlasena verze.
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25. Seznam  priloh zaclenénych do
Smiouvy.

A Rozpodet a rozpis plateb

B. Ptiloha k ochrané osobnich tidaju

C. Verze smlouvy urc¢ena ke zvetejnéni

D. Oznameni studie na SUKL

E. Vypis z obchodniho rejstiiku pro CRO a

plnd moc od zadavatele pro CRO

Zbyvajici cast stranky je umysiné ponechdana

prazdna.



IN WITNESS WHEREOF, the Parties have caused NA DUKAZ TOHO byla tato Smlouva podepsana
this Agreement to be executed by their duly authorized fadné opravnénymi zastupci Smluvnich stran k vyse

representatives as the Effective Date defined above. definovanému Datu u¢innosti.
Thomayer University Hospital Fakultni Thomayerova nemocnice
By: Podepsal(a):

(Signature) (podpis)

Name: | Jméno: [l

Title: Director Funkce: Reditel

Date of signature: Datum podpisu:

(Signature (podpis)
Name: — Jméno: NG

Date of signature: Datum podpisu:

IQVIA RDS Switzerland Sarl IQVIA RDS Switzerland Sarl
By: Podepsal(a):

(Signature) (podpis)

Name: Jméno:

Title: Funkce:

Date of signature: Datum podpisu:
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Schedule A

Priloha A

BUDGET & PAYMENT SCHEDULE

ROZPOCET A ROZPIS PLATEB

SBS Registry

PAYEE DETAILS

Site agrees that the payee designated below is the
proper payee for this Agreement, and that payment
under this Agreement to the payee designated below
will not violate any rules or policies of the Institution,
will not violate applicable national, state, or local laws
or regulations, and that payment under this Agreement
will be made only to the following payee (the “Payee”):

Registr SBS

UDAJE O PRIJEMCI PLATEB

Misto provadéni klinického hodnoceni potvrzuje, ze
nize uvedeny piijemce plateb je fadnym piijemcem
plateb podle této Smlouvy a Ze platby nize uvedenému
ptijemci plateb podle této Smlouvy nebudou v rozporu
s pravidly nebo smérnicemi Zdravotnického zafizeni
a ptislusnymi narodnimi, statnimi nebo mistnimi
zakony a ptedpisy aze platby podle této Smlouvy
budou provadény pouze tomuto piijemci plateb (dale
,Prijemce plateb®):

PAYEE NAME:
NAZEV/JMENO PRIJEMCE
PLATEB:

PAYEE ADDRESS:
ADRESA PRIJEMCE
PLATEB:

PAYEE EMAIL ADDRESS /
E-MAILOVA ADRESA
PRIJEMCE PLATEB

BANK NAME /
NAZEV BANKY

BANK ADDRESS /
ADRESA BANKY

BANK ACCOUNT NUMBER /
CIiSLO BANKOVNIHO UCTU

IBAN NUMBER /
CISLO IBAN

SWIFT CODE / BRANCH
CODE /
SWIFT KOD / KOD
POBOCKY

Reference/ Reference

VAT/GST/TAX ID NUMBER /
DIC / DPH / DANOVE
IDENTIFIKACNI CISLO
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mailto:study.payments@ftn.cz

In case of changes in the Payee’s bank details,
Payee is obliged to inform CRO in writing. The
parties agree that in case of any such changes, a
formal amendment to this Agreement shall not be
required, and that Payee shall inform CRO of the
change in bank details by written notice provided
to the CRO at the following address:

Email: PSC_Supplier.invoices. EU@igvia.com

Mailing address:

IQVIA RDS Slovakia s.r.o
Investigator payments EMEA
Professional Service Centre
Polus Tower Il, Vajnorska 100/B
831 04 Bratislava, Slovakia

Payments under this Agreement shall be made by
CRO on behalf of Sponsor.

The sole Payee is the Institution. The Payee will
reimburse the Investigator in accordance with the
internal procedures of the Institution. The amounts
paid to the Investigator, including the payment
interval, may be different from the payment
amounts that the CRO will pay to the Payee.
Investigator acknowledges that if Investigator is
not the Payee, CRO will not pay Investigator even
if the Payee fails to reimburse Investigator.

B. PAYMENT TERMS

Dojde-li ke zménam bankovnich udaji Pfijemce
plateb, je Ptijemce plateb povinen pisemné informovat
CRO. Smluvni strany souhlasi, ze v piipad¢€ takovych
zmén nebude nutny formalni dodatek k této Smlouve
aze Prijemce plateb bude CRO 0 zménach
bankovnich udaji  informovat prostfednictvim
pisemného sdéleni zaslaného CRO na tuto adresu:

E-mail: PSC_Supplier.invoices.EU@iqvia.com

PosStovni adresa:

IQVIA RDS Slovakia s.r.o.
Platby zkousejicim EMEA
Professional Service Centre
Polus Tower Il, Vajnorska 100/B
831 04 Bratislava, Slovensko

Platby provadéné na zaklad¢é této Smlouvy budou
hrazeny CRO v zastoupeni Zadavatele.

Jedinym piijemcem plateb je Zdravotnické zafizeni
Pifjemce plateb bude vyplacet Zkousejicimu odménu
vsouladu sinternimi  postupy Zdravotnického
zafizeni. Vyplacené castky ZkouSejicimu vcetné
vyplatnich terminii mohou byt jiné nez ¢astky, které
bude CRO vyplacet Ptijemci plateb. ZkousSejici bere
timto na védomi, Ze pokud neni zarovei i Piijjemcem
plateb, nebude mu CRO vyplacet zadné platby ani
Vv ptipade, ze Zkousejici neobdrzi platbu od Pfijemce
plateb.

B. PLATEBNI PODMINKY
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C. PAYMENT DISPUTE

C. PLATEBNI SPORY

D. DISCONTINUED
TERMINATION PAYMENTS

OR EARLY

D.PLATBY ZA VYRAZENE SUBJEKTY
NEBO SUBJEKTY S PREDCASNYM
UKONCENIM UCASTI

E. INVOICES

All invoices (even for invoiceable items or
additional unplanned/conditional procedures) will
be issued on the basis of a payment statement,
which will include a list of performed examinations
according to the Agreement and a call to issue an
invoice. The bulk payment summary and the call to
issue an invoice will be sent to the Payee at
study.payments@ftn.cz. The Payee will then issue
an invoice corresponding to this payment
statement.

Original invoices pertaining to this Study of the
following items must be issued for reimbursement
to:

IQVIA RDS Switzerland Sarl
Attn: Finance Department
Route de Pallatex 29

1162 St-Prex

Switzerland

VAT: CHE-113.549.796 MWST

and submitted for reimbursement to the CRO
at the following address:
Email: PSC_Supplier.invoices. EU@igvia.com

Mailing address:

IQVIA RDS Slovakia s.r.o
Investigator payments EMEA
Professional Service Centre
Polus Tower 1l, Vajnorska 100/B
831 04 Bratislava, Slovakia

E. FAKTURY

Veskeré faktury (i na fakturovatelné polozky ¢i
dodate¢né neplanované/podminecné postupy) budou
vystaveny na zaklad¢ platebniho piehledu, ktery bude
zahrnovat seznam provedenych vysetieni dle Smlouvy
a vyzvu k vystaveni faktury. Hromadny platebni
ptehled a vyzvu k vystaveni faktury bude zaslan
Pfijemci plateb na study.payments@ftn.cz. Nasledn¢
piijemce plateb vystavi fakturu, ktera bude odpovidat
tomuto platebnimu prehledu

Origindly faktur k této Studii za niZze uvedené polozky
museji byt vystavovany na:

IQVIA RDS Switzerland Sarl
Attn: Finance Department
Route de Pallatex 29

1162 St-Prex

Svycarsko

DIC: CHE-113.549.796 MWST

a zasilany k uhradé CRO na tuto adresu:
Email: PSC_Supplier.invoices.EU@iqvia.com

Postovni adresa:

IQVIA RDS Slovakias.r.o.
Platby zkousejicim EMEA
Professional Service Centre
Polus Tower Il, Vajnorské 100/B
831 04 Bratislava, Slovensko
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Invoice due date: 45 days from issue of the
invoice.

Stated below amounts are without VAT. Payee is
responsible for the correct calculation of VAT, if
applicable, on all submitted Invoices. VAT is only
applicable to Invoices that are addressed from
within Switzerland from Payees that are VAT
registered. All other Invoices shall be issued
without the addition of VAT.

Invoices will not be processed unless they
reference the Sponsor name, Study name, Protocol
number and Investigator. After receipt and
verification, reimbursement for invoices will be
included with the next regularly scheduled
payment for Study activity.

e Institutional Review Boards (“ECs”) or
Independent Ethics Committees (“IECs”)
Payments

EC/IEC costs will be reimbursed on a pass-through
basis upon receipt of invoice and are not included
in the attached Budget. Any subsequent re-
submissions or renewals, upon approval by CRO
and Sponsor, will be reimbursed upon receipt of
invoice.

* |f Site is using a Local EC, then only the Local
EC fee amount shall be reimbursed and no Central
EC fees will be paid. All invoices for Local EC fees
shall be submitted to the CRO address set forth in
Section E above.

Splatnost faktury: 45 dni od vystaveni faktury.

Nize uvedené Castky jsou bez DPH. Za spravnost
pfipadné castky DPH na vSech predkladanych
fakturach odpovida Piijemce plateb. DPH se tyka
pouze faktur zasilanych vramci Svycarska témi
Piijemci plateb, ktefi jsou registrovani jako platci
DPH. Vsechny ostatni faktury budou vystavovany bez
DPH.

Faktura nebude zpracovana, jestlize nebude obsahovat
jméno Zadavatele, nazev Studie, c¢islo Protokolu
a jméno Zkousejiciho. Po doruceni a ovéfeni budou
faktury uhrazeny v rdmci dalsi pravidelné planované
platby za ¢innosti ve Studii.

e Platby etické komisi /nezavislé etické komisi
(,,EK/NEK*):

Poplatky EK/NEK budou proplaceny jako
piefakturované naklady po obdrzeni faktury a nejsou
zahrnuty do pfipojeného rozpoétu. Castky za
dodate¢na podani nebo prodlouzeni souhlasného
stanoviska budou se souhlasem CRO a Zadavatele
hrazeny po piijeti faktury.

* Jestlize Misto provadéni klinického hodnoceni
vyuziva Mistni EK, bude uhrazena pouze platba
Mistni EK azadné platby Centralni EK hrazeny
nebudou. Vsechny faktury za poplatky Mistni EK
museji byt zasilany na adresu CRO uvedenou vyse
v Clanku E.
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NO ADDITIONAL FUNDING REQUESTS ZADNE JINE ZADOSTI O FINANCOVANI

WILL BE CONSIDERED. NEBUDOU SCHVALOVANY.
F. BUDGET F. ROZPOCET
The Budget is as follows: Pro Studii plati tento rozpocet:
Task / Ukon Amount (CZK) /

Castka iKé%
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*Conditional Procedure / Total Including Overhead/
Ukon provadény podle poti‘eby Celkem véetné reZijnich nakladi

*All amounts are inclusive of any overhead. * VSechny ¢astky zahrnuji pfipadné rezijni naklady.

The estimated total remuneration for the Site, Odhadovana celkova odména Mistu provadéni

considered on a basis of [|enrolled patientsisatotal klinického hodnoceni stanovenia na zakladé [Jj

of 553,000.00 CZK. zatazenych pacientii predstavuje celkovou ¢astku
553 000,00 K¢.
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Schedule B

Priloha B

DATA PROTECTION SCHEDULE

PRILOHA K OCHRANE OSOBNICH UDAJU

1. DEFINITIONS

a. The terms “Controller”, “Data Subject”,
“Personal Data”, “Processor”, and “Processing” shall
have the same meaning as in the applicable Data
Protection Law. For avoidance of doubt, applicable
Data Protection Law means all Applicable Laws in
relation to data protection, privacy, interception and
monitoring of communications, or requirements relating
to the Processing of Personal data, including but not
limited to the General Data Protection Regulation EU
2016/679.

2. IDENTIFICATION OF THE PARTIES

a. The Institution acts as a Processor for the
Sponsor who acts as a Controller when the Institution
processes coded Personal Data on behalf of the Sponsor
under this Agreement and in accordance with the trial
Protocol.

3. b. The Institution is an independent
Controller of Personal Data of patients participating in
the Trial for purposes other than those listed in Clause
2.a., e.g. the provision of medical care.

PROCESSING OF PERSONAL DATA

a. The Processor shall process Personal Data only
for the purposes of fulfilling an obligation under the
Agreement. The Processor may not process or use coded
Personal Data for any purpose other than as required by
the Agreement and consistent with the Protocol and
instructions provided by the Sponsor.

4. CROSS-BORDER TRANSFERS

a. The Processor shall not transfer Personal Data
outside the country of origin unless required to do so
pursuant to the Sponsor’s instructions or as required by

1. DEFINICE
a. Pojmy ,,Spravce®, ,,Subjekt osobnich
udaju’, ,,Osobni udaje*, wZpracovatel

a,,“Zpracovavani* budou mit stejny vyznam jako
v pfisluSnych Prévnich ptedpisech o ochrané
osobnich tdaji. Aby se pfedeslo pochybnostem,
prislusnymi ~ Pravnimi  piedpisy o ochrané
osobnich tdaji se rozuméji vSechny Piislusné
pravni ptedpisy tykajici se ochrany osobnich
udaji, soukromi, odposlechi  a sledovani
komunikace nebo pozadavkd tykajicich se
zpracovani osobnich udajii, zejména Obecné
natizeni o ochrané osobnich tdaji (EU) 2016/679.
2. ROLE SMLUVNICH STRAN

a. Zdravotnické zafizeni jedna za Zadavatele
jako Zpracovatel, zatimco Zadavatel, jehoz
jménem Zdravotnické zafizeni na zékladé této
Smlouvy a v souladu s Protokolem zpracovava
kédované Osobni Udaje, je Spravcem udaju.

3. b. Pro jiné ucely nez ty, které jsou
uvedeny v Clanku 2.a, napf. pii poskytovani
zdravotni péce, je nezavislym Spravcem Osobnich
udaji  pacientli, ktefi se ucastni Klinického
hodnoceni, Zdravotnické zafizeni.

ZPRACOVANI OSOBNICH UDAJU

a. Zpracovatel bude  Osobni  Udaje
zpracovavat pouze za ucelem plnéni zavazki
ztéto Smlouvy. Zpracovatel nesmi kddované
Osobni udaje zpracovavat ani uzivat k zadnym
uceltim, které nevyzaduje Smlouva a které nejsou
v souladu s Protokolem a pokyny Zadavatele.

4. PREDAVANI OSOBNICH UDAJU
DO ZAHRANICI
a. Zpracovatel nebude Osobni Udaje

predavat mimo zemi pivodu, pokud to nebude
vyzadovano podle pokynli Zadavatele nebo podle
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Applicable Law, provided that the Processor complies
with applicable Data Protection Law relevant to that
transfer.

b. The Processor shall not transfer Personal Data under
this Agreement outside the European Economic Area
(EEA), unless: i) the transfer is to a country that has
received a positive adequacy decision from the
European Commission or ii) the transfer is made as per
one of the legally accepted mechanisms covered in the

European General Data Protection Regulation
(2016/679).

5. SECURITY

a. The Processor shall implement appropriate

technical and organizational measures in compliance
with the applicable Data Protection Law.

6. DATA SUBJECT RIGHTS

a. The Processor shall respond to requests from
Data Subjects exercising their rights pursuant to
Applicable Law.

b. In the event the Controller receives such a
request from a Data Subject, the Controller shall
forward the request to the Processor. The Processor
shall respond to such requests in accordance with
Applicable Law and the Agreement. The Processor
acknowledges that in order to maintain the integrity of
the Study results, the ability to modify, correct, delete
or otherwise alter the Personal Data may be limited, as
permitted by Applicable Law.

7. AUDIT RIGHTS

a. The Controller or any agent, representative, or
third party working on the Controller’s behalf, shall
have the right to audit the Processor during its normal
business hours and on reasonable notice in order to
monitor compliance with the terms of this Agreement.
The Processor shall fully cooperate with any such audit.
In the event that any such audit reveals material gaps or
weaknesses in Processor’s security program, the
Controller shall be entitled to terminate the Agreement.
The Processor shall cooperate with any relevant
government authorities. The Processor shall promptly
notify the Controller of any inspection or audit by a

Piislusnych pravnich predpisi, ato jen za
predpokladu, Ze Zpracovatel bude pfi tom
dodrzovat pfislusné Zakony o ochrané osobnich
udaju tykajici se tohoto predavani.

b. Zpracovatel nebude Osobni Gdaje podle této
Smlouvy piedavat do zemi mimo Evropsky
hospodaisky prostor (EHP), pokud: i) se nejedna
0 pfedavani do zemé¢, ktera obdrzela pozitivni
rozhodnuti o odpovidajici Grovni ochrany od
Evropské komise, nebo ii) se predavani neprovadi
podle jednoho z pravné piijatelnych mechanismi
uvedenych v Obecném nafizeni o ochrané
osobnich udaji EU (2016/679).

5. ZABEZPECENI

a. Zpracovatel zavede vhodna technicka
a organizacni opateni v souladu s ptislusnymi
Pravnim ptedpisy o ochran¢ osobnich udaju.

6. PRAVA SUBJEKTU UDAJU

a. Zpracovatel bude reagovat na zadosti
Subjektd udaji, které uplatni svd prava podle
Ptislusnych pravnich predpisi.

b. V piipadé, ze Spravce takovy pozadavek
od Subjektu tdaju obdrzi, pteda jej Zpracovateli.
Zpracovatel bude na takové zadosti reagovat
v souladu s Pfislusnymi pravnimi piedpisy a touto
Smlouvou. Zpracovatel bere na védomi, Ze
V zajmu zajisténi integrity vysledk Studie mize
byt moznost Uprav, oprav, vymazavani nebo
dalsich zmén Osobnich udaji na zakladé
Ptislusnych pravnich predpisit omezena.

7. PRAVA NA AUDIT

a. Spravce nebo kterykoli jeho povéienec,
zastupce nebo treti strana pracujici jeho jménem
bude mit pravo u Zpracovatele béhem jeho bézné
pracovni doby ana zakladé ozndmeni
poskytnutého v pfiméfeném predstihu provadét
audit kovéteni toho, zda jsou dodrzovany
podminky této Prilohy. Zpracovatel bude pfi
takovém auditu plné spolupracovat. V piipadé, ze
jakykoli takovy audit odhali vyznamné nedostatky
nebo slabiny v bezpeénostnim  programu
Zpracovatele, je Spravce opravnén Smlouvu
ukonéit.  Zpracovatel  bude  spolupracovat
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government authority concerning compliance with
Applicable Law to the extent related to the services
provided under this Agreement.

8. DATA PROTECTION ASSISTANCE

a. The Processor must without undue delay, and in
any event within twenty-four (24) hours, notify the
Controller in writing about:

I. any request for disclosure of Personal Data
processed under the Agreement by government
authorities, unless expressly prohibited under
Applicable Law.

ii. any finding of a breach of security that results
in accidental or unlawful destruction, loss, alteration,
unauthorized disclosure of, or access to, Personal Data
transmitted, stored or otherwise processed by the
Processor under the Agreement (“Data Breach”). Such
a notification from the Processor to the Controller shall
be in accordance with the applicable Data Protection
Law.

b. The Processor must reasonably assist the
Controller in meeting any other obligations under
Applicable Law where the assistance of the Processor is
necessary for the Controller to comply with its
obligations. This includes, but is not limited to, any
request to provide the Controller with all necessary
information about an Data Breach under Clause 8.a.ii.,
all necessary information for an impact assessment in
accordance with applicable Data Protection Law,
providing notice to Data Subjects affected by a Data
Breach, and any information necessary to show that it is
in compliance with this Agreement.

9. SUBPROCESSORS

S piislusnymi statnimi ufady. Zpracovatel je
povinen Sprévce neprodlené informovat
0 veskerych kontrolach nebo auditech
provadénych statnim Gfadem a tykajicich se
dodrzovani  Pfislusnych pravnich piredpist
vrozsahu, vjakém se to tykd sluzeb
poskytovanych podle této Smlouvy.

8. SOUCINNOST PRI OCHRANE
UDAJU

a. Zpracovatel musi bez zbyte¢ného
prodleni a v kazdém ptipadé do dvaceti Ctyf (24)
hodin pisemné& informovat Spravce o:

i veskerych pozadavcich na zptistupnéni
Osobnich udajii zpracovavanych podle této
Smlouvy ze strany statnich ufadt, pokud to neni
vyslovné  zakdzano  PfisluSnymi  pravnimi
predpisy.

ii. veskerych zjisténich o poruseni
zabezpeceni, jehoz nasledkem je nahodné nebo
protipravni  znic¢eni, ztrdta, zména nebo
neopravnéné poskytnuti nebo  zpfistupnéni
prenasenych, ulozenych nebo jinak
zpracovavanych Osobnich 1udaji (,,Poruseni
zabezpeCeni osobnich udaju“). Toto oznameni

Zpracovatele Spravci musi byt v souladu
S ptislusSnymi  Pravnimi pfedpisy o ochrané
osobnich udaja.

b. Zpracovatel musi poskytnout Spravci

pfiméfenou soucinnost pii plnéni veskerych
dalsich povinnosti podle Pfislusnych pravnich
predpist, pokud je pro splnéni povinnosti Spravce
sou¢innost Zpracovatele nezbytnd. Sem patii
naptiklad veskeré pozadavky, aby Spravci byly
poskytnuty  vSechny  nezbytné  informace
0 Poruseni zabezpeCeni osobnich udaji podle
Clanku 8.a.ii., viechny informace nezbytné pro
posouzeni jeho dopad v souladu s piislusnymi
Pravnimi piedpisy 0 ochrané osobnich udajt, aby
byly vyrozumény Subjekty osobnich udaju,
kterych se Poruseni zabezpeceni osobnich udaji
tyka, aaby byly poskytnuty veSkeré informace
nezbytné Kk prokazani, Ze se tak dé&je v souladu
s touto Smlouvou.

9. SPOLUZPRACOVATELE
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a. The Processor may only subcontract any or all
of its processing obligations under the Agreement in
accordance with the applicable Data Protection Law and
subject to the execution of a written agreement with
substantially similar obligations as set forth in this
Agreement.

10. CONFIDENTIALTY

a. This Section 10 is without prejudice to the
confidentiality and other obligations in Section 6 of the
Agreement.

b. The Processor shall limit access to Personal
Data to all employees and other persons it involves in
the conduct of the Study for whom access to Personal
Data is necessary to fulfil the Processor's obligations.
The Processor shall ensure that persons authorised to
process the Personal Data have committed themselves
to confidentiality or are under an appropriate statutory
obligation of confidentiality.

11. PERSONAL DATA OF STUDY STAFF

a. Prior to and during the course of the Study, the
Sponsor may request the collection of Personal Data of
the Institution’s Investigator and Study Staff (including
principal  investigator,  sub-investigators,  other
Institution staff or personnel involved in the conduct of
the Study). Institution agrees to assist Sponsor with
obtaining any consents, or providing any notice, as may
be necessary in accordance with Applicable Law.

a. Zpracovatel muze plnénim nékterych
nebo vSech svych zpracovatelskych povinnosti
vyplyvajicich Z této Smlouvy poveérit
subdodavatele pouze v souladu s piislusnymi
Pravnimi ptedpisy o ochrané osobnich udaju a za
podminky  uzavieni pisemné smlouvy
s obdobnymi zavazky, jaké jsou stanoveny v této
Smlouve.

10.  DUVERNOST

a. Tento Clanek 10 nema dopad na
zachovani divérnosti a dalsi povinnosti stanovené
v Clanku 6 této Smlouvy.

b. Zpracovatel omezi pristup k Osobnim
udajim na zameéstnance a dalsi osoby, které jsou
zapojeny do provadéni Studie, pro néz je ptistup
k Osobnim udajim nezbytny k plnéni povinnosti
Zpracovatele. Zpracovatel je povinen zajistit, aby
se osoby opravnéné zpracovavat Osobni tdaje
zavazaly Kk mlcenlivosti nebo aby se na né
vztahovala fadna zakonna povinnost ml¢enlivosti.
STUDIJINIHO

11. OSOBNI  UDAJE

PERSONALU

a. Pted zahajenim Studie a Vv jejim priubéhu
muze Zadavatel pozadovat shromazd’ovani
Osobnich  tdaju  ZkouSejiciho  a Studijniho
personalu ve Zdravotnickém zafizeni (zejména
hlavniho zkousejiciho, spoluzkousejicich, dalsich
zaméstnanci  Zdravotnického zafizeni nebo
pracovnikid podilejicich se na provadéni Studie).
Zdravotnické zafizeni se zavazuje, Ze Zadavateli
pii pfipadném ziskavani souhlasi nebo predavani
oznameni, jeZz mohou byt zapotfebi v souladu
s Pfislusnymi  pravnimi pfedpisy, poskytne
sou¢innost.
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Schedule C
VERSION OF THE AGREEMENT
INTENDED FOR PUBLICATION

Schedule D
ANNOUNCEMENT OF THE STUDY AT
SUKL

Schedule E
EXTRACT FROM THE COMMERCIAL
REGISTER FOR CRO
AND FULL POWER FROM THE
CONTRACTING AUTHORITY
FOR THE CRO

Priloha C
VERZE SMLOUVY URCENA KE
ZVEREJNENI

Priloha D
OZNAMENI STUDIE NA SUKL

Priloha E
VYPIS Z OBCHODNIHO REJSTRIKU
PRO CRO A PLNA
MOC OD ZADAVATELE PRO CRO
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