Exhibit B
Clinical Trial Agreement for Publication in the Register of Contracts

SMLOUVA XXXX O PROVEDENI
KLINICKEHO HODNOCENI

XXXX AGREEMENT FOR CONDUCTING
CLINICAL STUDY TEMPLATE

Tato smlouva o provedeni klinickych hodnoceni
(dale jen ,smlouva“) je uzaviena k datu
zvefejnéni smlouvy v registru smluv podle
zakonaa ¢. 340/2015 Sb. o registru smluv
(,datum uéinnosti“) v Praze, Ceska republika,
mezi:

This Agreement for conducting clinical studies
(the “Agreement”) is made on the date of
publication of the Agreement in contract registry
accoridng to Act no 340/2015 Coll. On Contract
Registry  (“Effective Date”) in Praha, Czech
Republic, by and between:

The Medicines Company, spoleénosti s hlavnim
sidlem na adrese 8 Sylvan Way, Parsippany,
New Jersey, 07054, USA (,,zadavatel®), kterou
zastupuje spole¢nost PPD Investigator Services
LLC., se sidlem na adrese 929 North Front St,
Wilmington, NC 28401, USA zastoupend PPD
Czech Republic, s.r.o. se sidlem Antala StaSka
2027/79, 140 00 Praha 4, Ceska republika,
zastoupena MUDr. Darinou  Hrdlickovou
(,PPD*) pro tucely podpisu této smlouvy za
zadavatele,

a
Nemocnice Na Bulovce, se sidlem Budinova
67/2, 180 81, Praha 8, Ceska republika, IC.:

00064211, DIC: CZ00064211
zastoupend XXXX (“poskytovatel”),

dale oznacované jako ,,Strany“.

The Medicines Company, having its principal
place of business at 8 Sylvan Way, Parsippany,
New Jersey, 07054, United States of America
(“Sponsor”), represented by PPD Investigator
Services LLC., with its registered address at 929
North Front St, Wilmington, NC 28401, USA
represented by PPD Czech Republic, s.r.0. with
its registered address at Antala StaSka 2027/79,
140 00 Praha 4, Czech Republic, represented by
MUDr. Darinou Hrdli¢ckovou (“PPD”) for the
purposes of signing this Agreement on behalf of
Sponsor,

and

Nemocnice Na Bulovce, with a place of business
at Budinova 67/2, 180 81, Praha 8, Czech
Republic, Company ID number.: 00064211, Tax
ID number: CZ00064211

Represented by XXXX (“Institution”),

and hereinafter referred to as the “Parties”.

Vzhledem k tomu, Ze zadavatel bude provadét
sérii klinickych hodnoceni svého hodnoceného
zdravotnického piipravku XXXX (,,XXXX “
nebo ,,hodnocené 1é¢ivo”);

Vzhledem k tomu, Ze spolecnost PPD si jménem
zadavatele preje vyuzit sluzeb a zafizeni
poskytovatele k provedeni jednoho nebo vice
klinickych  hodnoceni  (souhrnné ,klinicka
hodnoceni®, jednotlivé ,klinické hodnoceni*) v
souladu s touto smlouvou i prisluSnym
protokolem zadavatele (,,protokol*) ve znéni
prilezitostnych doplnéni a jak je uvedeno nize v
oddile 81 v souladu s ustanovenimi
samostatného individualniho prohlaseni o dohod¢é
pro kazdé Klinické hodnoceni (,,prohlaSeni o
dohodé"), které bude do této smlouvy zahrnuto
odkazem jako piiloha, pficemz vzor je uveden
niZze jako ptiloha XXXX (,,vzor prohlaseni o
dohodé");

Whereas, Sponsor shall be conducting a series of
clinical studies with its investigational medicinal
product XXXX (“XXXX” or “Study Drug”);
and

Whereas, PPD on behalf of Sponsor wishes to
engage the services of the Institution and to use
the facilities of Institution for the conduct of one
or more clinical studies in humans involving
inclisiran (“Studies” and each, a “Study”) in
accordance with this Agreement, the applicable
Sponsor protocol each, a “Protocol™) as may be
amended from time to time, and as further
described in Section 81 below pursuant to the
terms of a separate individual Statement of
Agreement for each Study (the “Statement of
Agreement”), which shall be incorporated by
reference hereto as an exhibit, a sample of which
appears below as Exhibit XXXX (“Sample
Statement of Agreement”); and
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Vzhledem k tomu, Ze poskytovatel ma zajem
klinické hodnoceni provadét;

Vzhledem ktomu, Ze poskytovatel souhlasi, Ze
ptislusny hlavni zkousejici (“Hlavni
zkousejici), zaméstnanec poskytovatele, u néjz
bude klinické hodnoceni probihat, se zucastni
klinického hodnoceni, a

Vzhledem k tomu, ze spole¢nost PPD pievedla
na spole¢nost PPD Czech Republic, s.r.o.
jakozto spolecnost PPD se sidlem na adrese
Antala Staska 2027/79, Budé&jovicka Alej, 140 00
Praha 4, Ceska republika, ICO spole¢nosti
63671077 (,,mistni pobocka PPD*) nékteré
pravomoci souvisejici s provadénim klinického
hodnoceni v Ceské republice;

Vzhledem k tomu, Ze smluvni strany berou na
védomi, Ze zadavatel uzaviel separatni smlouvu
se zkouSejicim, vztahujici se k provadéni
klinického hodnoceni u poskytovatele

Whereas, Institution desires to conduct the Study
/Studies;

Whereas, Institution agrees that the relevant
Principal investigator (“Principal
Investigator”), an employee of Institution where
the Study will be conducted, will participate in
the Study, and

Whereas, PPD has delegated to PPD Czech
Republic, s.r.o. as PPD with its registered office
at Antala Staska 2027/79, Budejovicka Alej, 140
00 Praha 4, Czech Republic, with company
register number 63671077 (“PPD local
affiliate”), certain responsibilities related to the
conduct of the Study in Czech Republic.

Whereas, the Parties acknowledge that the
Sponsor has entered into a separate agreement
with the Principal Investigator regarding the
conduct of the Study at the Institution.

se strany dohodly na nasledujicim znéni:

Parties agree as follows:

8 1 Zakladni podminky provadéni klinického
hodnoceni

1. Zadavatel svétuje poskytovateli realizaci
nékterych sluzeb (vymezenych nize)
souvisejicich s kazdym klinickym hodnocenim a
hodnocenym 1é¢ivem, jak je uvedeno v
pfislusném protokolu.

2. Kazdé  Kklinické  hodnoceni  bude
provadéno v souladu s pfislusnym protokolem,
ktery bude vcetné pfipadnych doplnéni soucasti
této smlouvy a zaClenén do ni odkazem.
Zadavatel ma pravo jednostranné protokol
dopliiovat, piislusné dopliky poskytovatel a
hlavni zkousejici implementuji béhem klinického
hodnoceni.

3. Poskytovatel poskytne tyto konkrétni
sluzby tykajici se provadéni kazdého klinického
hodnoceni, jak stanovi pfislusny protokol
(,,sluzby*). Odkazy na vice protokol a
klinickych hodnoceni v ramci této smlouvy jsou
v celém textu uvadény v jednotném Ccisle. Bez
ohledu na wvySe uvedené strany souhlasi, Ze
podminky uvedené v této smlouvé plati pro
vSechny protokoly a v3echna klinickd hodnoceni
provadéna podle této smlouvy.

§ 1 Basic conditions for conduct of the Study

1. Sponsor entrusts to Institution carry out
certain Services (defined below) related to the
Study/Studies and Study Drug, as set forth in the
Protocol/s.

2. The Study/Studies shall be carried out in
accordance with the applicable Protocol/s, which
Protocol/s and any amendments thereto are made
a part of this Agreement and are incorporated by
reference herein. Sponsor shall have a right to
unilaterally amend the Protocol, which
amendment(s) shall be implemented by
Institution and Principal Investigator during the
Study.

3. Institution shall provide those certain
services related to the conduct of the
Study/Studies as set forth in the applicable
Protocol/s (“Services”).  References to the
multiple Protocols and Studies covered under this
Agreement are referred to in the singular
throughout the Agreement. Notwithstanding the
foregoing, the Parties agree that the terms and
conditions provided under this Agreement shall
apply to all Protocols and all Studies performed
under this Agreement.
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4. Poskytovatel provadi klinické hodnoceni
v souladu s podminkami  nésledujicich
dokumentti: tato smlouva; protokol (a veskeré
dopliiujici pokyny PPD a zadavatele) a vSechny
prislusné mezinarodni, narodni, evropské a
mistni zakony, pravidla a pifedpisy tykajici se
provadéni klinickych hodnoceni a ochrany
soukromi osob v téchto klinickych hodnocenich
zapojenych vcetné napiiklad pokyni pro
spravnou klinickou praxi (,GCP*) mezinarodni
konference pro harmonizaci (,ICH")
technickych pozadavkl na registraci lé¢iv pro
humanni uziti (,ICH GCP%); protikorup¢ni
zakon FCPA v USA, protikorupéni zakon ve
Velké Britanii a veskeré dalsi pfislusné zakony;
aktualni verze Helsinské deklarace Svétové
1ékarské asociace; dal$i vSeobecné uznavané
predpisy ICH nebo Evropského spolecenstvi
platné v dobé klinického hodnoceni; zakon ¢.
378/2007 sb. o IéCivech, ve znéni pozdéjsich
predpist, zakon ¢. 372/2011 sb. o zdravotnickych
sluzbach, ve znéni pozdéjsich piedpisi, vyhlaska
¢. 226/2008 sb. o sprdvné Klinické praxi a
blizSich  podminkach klinického hodnoceni
1é¢ivych pripravkia (,statut“) a souvisejici
zakony; a etické principy vcetné doporuceni
etické komise (,,pfislusné zakony a predpisy™).
Bez ohledu na vy3e uvedené plati, Ze pokud by
kterykoli z ptislusnych zakont a ptedpist byl v
rozporu se zikony Ceské republiky (,,zakony
statu®), maji prednost zakonné pozadavky ¢i
predpisy, zakony statu, predpisy nebo pozadavky.
V takovém piipadé poskytovatel o rozporu
neprodlené uvédomi zadavatele.

5. ProhlaSeni o  dohod&:  Konkrétni
poZadavky na kazdé klinické hodnoceni budou
stanoveny jednotlivymi prohlaSenimi o dohodé
(pfipojené jako piiloha XXXX, priloha XXXX
atd., podle poctu klinickych hodnoceni, jichz se
poskytovatel ucastni), z nichz kazdé musi
obsahovat, a to bez omezeni, &islo protokolu,
ndzev klinického hodnoceni, Udaje hlavniho
zkousejiciho, rozpocet klinického hodnoceni,
platebni podminky, udaje o schvaleni klinického
hodnoceni Statnim tstavem pro kontrolu 1écCiv,
multicentrickou a lokalni etickou komisi, udaje o
pojisténi klinického hodnoceni, veSkeré dalSi
informace v téchto dokumentech uvedené, a
stanou se soucasti téchto dokumentt. Kopie
souhlasii Statniho ustavu pro kontrolu léciv,
multicentrické a lokalni etické komise a
pojistnych smluv budou tvofit piilohy kazdého
prohlaseni o dohodé. Podminky uvedené v této

4. Institution shall conduct the Study in
compliance with the terms of this Agreement; the
Protocol (and all accompanying instructions from
PPD and Sponsor) and all applicable
international, national, European and local laws,
rules and regulations relating to the conduct of
clinical trials and the protection of the privacy of
those individuals involved in any such clinical
trials, including, but not limited to, the
Guidelines for Good Clinical Practice (“GCP”)

of  the International ~ Conference  on
Harmonisation (“ICH”) of Technical
Requirements  for  the  Registration  of

Pharmaceuticals for Human Use (“ICH GCP”);
the US Foreign Corrupt Practices Act, the UK
Bribery Act and any other applicable anti-
corruption laws; the current version of the World
Medical Association Declaration of Helsinki;
other generally accepted guidelines of the ICH or
the European community in force during the

Study; Act no. 378/2007 Coll. on
Pharmaceuticals, as amended, Act
no. 372/2011 Coll. on Medical Services, as

amended, Decree no. 226/2008 Coll. on the Good
Clinical Practice and Detailed Conditions for
Clinical Studies of Pharmaceuticals (“the
Statute”) and acts connected with it; and ethics
principles, including recommendations of the
Ethics Committee (“Applicable Laws and
Regulations”). Notwithstanding the foregoing,
should any of the Applicable Laws and
Regulations conflict with or contradict any laws
of Czech Republic (“Country laws”), legal
requirements or regulations, Country laws,
regulations or requirements shall govern. In such
a case, Institution shall provide prompt notice to
Sponsor of the conflict.

5. Statement of Agreement: The specific
requirements for each Study shall be set forth in
an individual Statement of Agreement (attached
as Exhibit XXXX, Exhibit XXXX, etc., as
applicable depending on the number of Studies
that Institution participates in), each of which
shall include, without limitation, the information
relating to the Protocol number, Study Title,
Principal Investigator details, Study budget,
payment terms, data of approval by State institute
for drug control, data containing Study insurance,
any other information noted therein and will be
made a part thereof. Copies of each approval by
State institute for drug control, multicentric and
local ethics comitee, and copies of insurance
contracts shall form exhibitions of every
statement of agreement. The terms and
conditions set forth in this Agreement shall apply
to and govern each Statement of Agreement,
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smlouvé upravuji a plati pro kazdé prohlaseni o
dohodg, neni-li v ném vyslovné uvedeno jinak. S
ohledem na kazdé klinické hodnoceni se strany
dohodnou pisemné na podminkach prohlaseni o
dohodé.

6. Klinické hodnoceni bude probihat pod
dohledem a vedenim hlavniho zkou$ejiciho, u
poskytovatele, a vyhradné s ucasti subjektt, které
budou ftadné¢ zaregistrované a zapojené do
klinického hodnoceni (,,subjekty hodnoceni*).
Poskytovatel souhlasi, Ze hlavni zkouSejici bude
k provadéni klinického hodnoceni vyuZzivat
zafizeni, zaméstnance a zdroje poskytovatele,
stejné tak jako pripadni ¢lenové jeho/jejiho tymu
klinického hodnoceni a povinnosti poskytovatele
bude na své néklady poskytnout hlavnimu
zkousejicimu odpovidajici personal, vybaveni a
dalsi zdroje nezbytné k realizaci sluZeb.
Poskytovatel zajisti, aby ani hlavni zkouSejici ani
néktery ze ¢lend tymu klinického hodnoceni
(,tym Klinického hodnoceni*), do kterého
rovnéz patii vSichni spoluzkousejici a veskery
personal a dalsi pracovnici podilejici se na
provadéni klinického hodnoceni, bez
predchoziho pisemného schvaleni spolecnosti
PPD a/nebo zadavatele provadeli jakoukoli cast
klinického hodnoceni na jiném pracovisti nez v
zatizenich poskytovatele.

7. Poskytovatel bude pfi  provadéni
klinického hodnoceni plné spolupracovat se
zadavatelem,  spoleCnosti  PPD,  hlavnim
zkousejicim, ¢leny tymu klinického hodnoceni a
osobou kontrolujici klinické hodnoceni (,,CRA*)
a poskytne pfistup do prostor poskytovatele, ke
svému vybaveni a materialu.

8. XXXX

9. V piipadé, ze ucast které¢hokoli ¢lena
tymu, jmenovaného poskytovatelem, Kklinického
hodnoceni na klinickém hodnoceni bude
nemoznd nebo ztizena, zejména z divodi
nedostupnosti pro praci nebo absence v obdobi,
kdy je nutné vykonat konkrétni praci spojenou s
klinickym hodnocenim, poskytovatel souhlasi, Ze
po dohodé se spolecnosti PPD a zadavatelem
jmenuje jinou osobu (osoby), kterd bude plnit
povinnosti pfislusného ¢lena tymu klinického
hodnoceni.

10. Poskytovatel zajisti, Ze hlavni zkou3ejici
a Clenové tymu klinického hodnoceni budou
proskoleni ohledné protokolu a budou jim

except as expressly modified therein.  With
respect to each Study, the Parties shall agree in
writing to the terms of the Statement of
Agreement.

6. The Study will take place under the
supervision and  direction of  Principal
Investigator, at Institution, and solely with the
subjects that are properly enrolled and
participating in the Study (the “Study
Subjects”). Institution agrees that the Principal
Investigator will use the facilities, employees and
resources of Institution as well as his/her own
study team members, if applicable, to conduct the
Study, and Institution shall be responsible for
providing to the Principal Investigator, at its sole
cost and expense, adequate personnel, equipment
and other resources necessary to perform the
Services. Institution shall ensure that neither
Principal Investigator nor any member of the
Study team (hereinafter, “Study Team”), which
includes any sub-investigators and all staff and
other personnel assisting with the conduct of the
Study that have been appointed by either the
Institution or the Principal Investigator, shall be
permitted to conduct any portion of the Study at
any location other than Institution’s facilities
without PPD’s and/or Sponsor’s prior written
approval.

7. The Institution shall fully co-operate with
the Sponsor, PPD, Principal Investigator,
members of the Study Team and the person
monitoring the Study (the “CRA”) in conducting
the Study, and shall provide access to the
Institution’s premises, medical equipment and
materials.

8. XXXX

9. In the event that participation in the
Study by any member of Study Team appointed
by the Institution becomes impossible or is made
difficult, especially because of unavailability for
work or absence in a period in which specific
work connected with the Study needs to be done,
Institution agrees that, in agreement with PPD
and Sponsor, shall appoint another person(s),
who shall perform duties of such member of
Study Team.

10. Institution shall ensure that Principal
Investigator and members of the Study Team will
be trained on the Protocol as well as be provided
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poskytnuty veSkeré informace nezbytné pro
fadné provadéni klinického hodnoceni, a bude
dohlizet na tym Kklinického hodnoceni aby
zajistil, Ze klinické hodnoceni provadi v souladu
s protokolem a smlouvou.

11. Poskytovatel zajisti, ze pied zahajenim
klinického hodnoceni hlavni zkouSejici a ¢lenové
tymu Klinického hodnoceni ziskaji a poskytnou
spoleCnosti PPD a/nebo zadavateli veskerou
regulaéni dokumentaci vyzadovanou protokolem
a prisluSnymi zékony a predpisy, pfipadn¢, pokud
spolecnost PPD a/nebo zadavatel vyslovné
stanovi jinak, (i) vyplnéné a podepsané
prohlaseni zkousSejiciho (formulai FDA 1572) s
zivotopisem hlavniho zkousejiciho a ptfipadnych
spoluzkousejicich uvedenych v tomto formulafi
FDA 1572 k nému pfipojeném a (ii) vyplnény a
podepsany dotaznik pro finan¢ni informace ve
form¢ poskytnuté nebo schvalené spolecnosti
PPD a/nebo zadavatelem pro hlavniho
zkousSejiciho a kazdého  spoluzkousejiciho
uvedeného ve formulati FDA 1572. Hlavni
zkousejici uvede vSechny spoluzkousejici, ktefi
budou asistovat hlavnimu zkoudejicimu v
provadéni klinického hodnoceni, ve formulafi
FDA 1572 a v pfipadé, Zze u spoluzkousejicich
nastane  zmeéna, poskytne  poskytovatel
neprodlené¢ spolec¢nosti PPD a/nebo zadavateli
revidovany formulaf FDA 1572 uvadéjici
vyménéné spoluzkousejici. Poskytovatel oznami
spole¢nosti PPD a/nebo zadavateli do dvaceti
Ctyt (24) hodin telefonicky a faxem (a nasledné
e-mailem), pokud eticka komise stahne ¢i zméni
své schvaleni klinického hodnoceni ¢i pokud
stahne ¢i upravi své schvaleni ucasti hlavniho
zkousejiciho.

12. XXXX

13. Poskytovatel prohladuje, Ze sluzby budou
provadény s maximalnim usilim, které zahrnuje
mimo jiné nasledujici, a prohlasuje, Ze v prub¢hu
provadéni klinického hodnoceni mé nésledujici
povinnosti:

1) uplatiovat nezavisly
zdravotnicky tUsudek ohledné kompatibility
kaZzdého subjektu hodnoceni s poZadavky
protokolu;

2 zajistovat vCasné a piesné
vyplnéni  vSech  zaznamovych  formulart
(LECRF*) hlavnim zkouSejicim v z&mu
pfesnosti a uplnosti a odevzdaji vSechny

formulate ECRF v souladu s protokolem;

with all details necessary for the proper conduct
of the Study and shall supervise the Study Team
to ensure they are performing the Study in
accordance with the Protocol and the Agreement.

11. Institution will, prior to commencing the
Study, ensure that Principal Investigator and the
Study Team members it has appointed obtain and
provide to PPD and/or Sponsor all regulatory
documentation required by the Protocol and
Applicable Laws and Regulations or as otherwise
expressly requested by PPD and/or Sponsor,
including without limitation (i) a completed and
signed Statement of Investigator (Form FDA
1572), with the curriculum vitae of Principal
Investigator and of any sub-investigators named
on such Form FDA 1572 attached thereto, and
(if) a completed and signed financial disclosure
guestionnaire in the form provided or approved
by PPD and/or Sponsor for Principal Investigator
and each sub-investigator named on Form FDA
1572. Principal Investigator shall list all sub-
investigators who will be assisting Principal
Investigator in the conduct of the Study in the
signed Form FDA 1572, and in the event that
there is a change in sub-investigators, Institution
will provide promptly to PPD and/or Sponsor a
revised Form FDA 1572 listing the changed sub-
investigators. Institution will notify PPD and/or
Sponsor within twenty-four (24) hours by
telephone and facsimile (with a follow-up by
mail) if the Ethics Committee withdraws or alters
its approval of the Study or withdraws or alters
its approval of participation of Principal
Investigator.

12. XXXX

13. Institution represents that the Services
shall be performed using best efforts, which shall
include, but not be limited to, the following and
represents that in the course of performing the
Study it shall:

Q) Exercise independent medical
judgment as to the compatibility of each Study
Subject with the Protocol requirements;

2 Ensure that the  Principal
Investigator performs the timely and accurate
completion of all case report forms (“ECRFs”)
for accuracy and completeness and submit all
ECRFs in accordance with the Protocol;
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3 zajiStovat vCasné odevzdavani
veskerych udaji a dalSich informaci tykajicich
se klinického hodnoceni hlavnim zkouSejicim;

(4) pisemné oznamovat zadavateli a
spole¢nosti PPD veskeré potencialni stiznosti na
pripravek nebo jeho nezadouci uGinky (véetné
zvlastnich stavu téhotenstvi, laktace,
predavkovani, zneuziti, nespravného pouziti,
chybné medikace a nedostate¢né ucinnosti)
tykajici se hodnoceného 1éCiva ¢i soub&zné
podavanych 1é¢iv v ramci klinického hodnoceni
(,,kontrolni/soubézna 1é¢iva“), podle postupi
nahlaSovani stanovenych v protokolu;

(5) pisemné oznamovat zadavateli a
spolecnosti PPD piipadné odchylky od protokolu
nebo odchylky od GCP nebo jejich poruseni, o
kterych informuje hlavni zkouSejici nebo tym
klinického hodnoceni;

(6) zajisti, Ze hlavni zkousejici a tym
klinického hodnoceni budou pfipravovat a
udrzovat Uplné, presné a Citelné pisemné
zéznamy tykajici se klinického hodnoceni, v¢etné
napiiklad formulaiGt ECRF, zaznami tykajicich
se 1identifikace subjektd hodnoceni, klinické
poznatky, laboratorni testy, poznadmky, Udaje
souvisejici s klinickym hodnocenim a piijmem
1é¢iv a dispoziéni zaznamy (,,zaznamy");

@) zajisti, Ze hlavni zkousejici a tym
klinického hodnoceni budou informovat subjekty
hodnoceni o Kklinickém hodnoceni a ziskavat od
nich v souladu s pfislusSnymi zakony a ptedpisy
podepsany dokument ICF pied registraci
subjektu do klinického hodnoceni. ,,Informovany
souhlas pacienta“ pouzity v rdmci Klinického
hodnoceni musi byt nejnovéjs$i verze schvalena
etickou komisi, zadavatelem a spole¢nosti PPD a
musi obsahovat formulace nutné pro to, aby
mohly regulacni organy, etickd komise, zadavatel
a spolecnost PPD mit plny pfistup k osobnim
zdravotnim udajiim subjektii hodnoceni a mohly
je vyuzivat v souladu s pfislusSnymi zakony a
predpisy a veSkerymi dal§imi pfisluSnymi
predpisy tykajicimi se ochrany osobnich tdaju a
soukromi.

(8) precist si brozuru zkousejiciho,
coz je souhrn klinickych a neklinickych udaji k
hodnocenému 1é¢ivu, ktery je relevantni ke
klinickému hodnoceni (,,IB*), protokol (a
doplnujici pokyny ke klinickému hodnoceni) a
vesker¢ Gpravy téchto dokumentli, porozumét jim

3 Ensure that the  Principal
Investigator submits all data and other
information related to the Study in a timely
manner;

4) Notify Sponsor and PPD, in
writing, of any potential product complaint or
adverse event (including special situations of
pregnancy, lactation, overdose, abuse, misuse,
medication error and lack of efficacy) involving
the Study Drug or, if applicable, involving the
control drug/concomitant medication(s) being
administered in the Study (the
“Control/Concomitant Drug(s)”), and
following the reporting procedures set forth in
the Protocol;

(5) Notify Sponsor and PPD, in
writing, of any deviations from the Protocol or of
any deviations from, or breaches of, GCPs it is
made aware of from the Principal Investigator
and the Study Team;

(6) Ensure that the  Principal
Investigator and the Study Team prepares and
maintains complete, accurate and legible written
records with respect to the Study, including
without limitation, ECRFs, records relating to the
Study  Subjects’ identification, clinical
observations, laboratory tests, notes, data relating
to the Study and drug receipt and disposition
records (the “Records™);

@) Ensure that the  Principal
Investigator and the Study Team inform the
Study Subjects about the Study and obtain from
them, in accordance with Applicable Laws and
Regulations, a signed ICF prior to enrolling the
Study Subject in the Study. The ICF used in the
Study must be the most current version approved
by the Ethics Committee, the Sponsor, and PPD,
and must contain language necessary to permit
Regulatory Agencies, the Ethics Committee,
Sponsor, and PPD to have full access to and use
of the Study Subjects’ personal health
information in accordance with Applicable Law
and Regulations and any other applicable

guidelines regarding data protections and
privacy.

(8) Read, understand and be
thoroughly  familiar ~ with, prior to the

commencement of Services, the Investigator’s
Brochure, a compilation of the clinical and non-
clinical data on the Study Drug that is relevant to
the Study (hereinafter “IB”), the Protocol (and all
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a podrobné se s nimi seznamit a uvédomit
spolecnost PPD a/nebo zadavatele, pokud
nemuze nékterou z uvedenych podminek splnit.
Pokud obecné pfijimané normy klinického
vyzkumu a zdravotnické praxe souvisejici s
pfinosy, pohodou a bezpeCnosti pro subjekty
hodnoceni vyzaduji v pribéhu realizace sluzeb
odchylku od protokolu, poskytovatel zajisti, Ze
zajisti, Zze hlavni zkouSejici a tym Kklinického
hodnoceni postupuji podle téchto norem. V
takovém piipad¢ strana, ktera vi o potiebé
odchylky, okamzité uvédomi spolecnost PPD a
zadavatele na skutecnosti podporujici takovouto
odchylku hned poté, co se o dané skuteCnosti
prislusna strana dozvi. Toto oznameni je ticba
pozd€ji pisemneé potvrdit. Poskytovatel dale
zajisti, Ze protokolem definované odchylky od

protokolu je tfeba nahlasit v souladu s
podminkami protokolu.
9 dohlizet nad klinickym

hodnocenim, fidit je a zodpovidat za jeho
zdravotnické, védecké a technické vedeni.
Kromé¢ vyse uvedeného musi hlavni zkousejici
splnit vSechny zadvazky zkousejiciho, ktery
provadi klinické hodnoceni nového hodnoceného
1é¢iva v souladu s piislusSnymi zadkony a piedpisy.
Pokud hlavni zkouSejici ukonéi svij vztah k
poskytovateli, pfipadné¢ pokud hlavni zkousejici
nebude z jakéhokoli diivodu k dispozici, ptipadné
bude jinak indisponovan k fizeni realizace praci v
ramci této smlouvy, uvédomi poskytovatel
neprodlen¢ spoleCnost PPD a zadavatele.
Poskytovatel pisemné oznami spole¢nosti PPD a
zadavateli, pokud hlavni zkouSejici zamysli
opustit poskytovatele, a poskytne (i) nové
kontaktni Udaje hlavniho zkou3ejiciho nove
navrzenému nastupci a spole¢nosti PPD a/nebo
zadavateli a (ii) pfiméfenou pokracujici pomoc
pti zajiStovani efektivniho a fadného predavani
svych pravomoci nastupci. Pokud nastupce,
ktery je pfijatelny pro spoleénost PPD a
zadavatele neni spravné identifikovan, muze
zadavatel nebo poskytovatel tuto smlouvu
pisemné vypovédet se lhutou tficeti (30) dnd.
Zadavatel si vyhrazuje pravo ukoncit vztah s
hlavnim zkouSejicim nebo jej vymeénit, pokud
jsou spolecnosti PPD a/nebo zadavateli znamé
nasledujici informace: (i) hlavni zkouSejici
nesplnil své z&vazky hlavniho zkouSejiciho
vymezené v protokolu, pfislusnych zakonech a
pfedpisech nebo této smlouve; (ii) hlavni
zkousSejici opakované nebo umyslné nesplnil
pozadavky FDA, Statniho ufadu pro kontrolu
1é¢iv (,SUKL™) nebo jiného vladniho organu, at
uz néarodniho, mistniho, statniho, federalniho
nebo mezinarodniho, zodpovédného za regulaci

accompanying Study instructions) and any
modifications thereto and notify PPD and/or
Sponsor if it/she/he cannot comply with any of
the terms contained therein. If in the course of
performing the Services, generally accepted
standards of clinical research and medical
practice relating to the benefit, well-being and
safety of the Study Subjects require a deviation
from the Protocol, the Institution agrees that such
standards will be followed by the Principal
Investigator and the Study Team. In such case,
the party aware of the need for a deviation shall
immediately notify PPD and Sponsor of the facts
supporting such deviation as soon as the facts are
known to said party. Said notification shall be
followed by written confirmation of same. The
Institution shall further ensure that Protocol-
defined Protocol deviations shall be reported in
accordance with the terms of the Protocol.

9 Supervise and direct the Study
and be responsible for the medical, scientific and
technical conduct of the Study. In addition to the
foregoing, Principal Investigator will fulfill all
obligations of an investigator who performs a
study of an investigational new drug in
compliance with  Applicable Laws and
Regulations. If Principal Investigator terminates
his/her association with Institution, or if for any
reason Principal Investigator ~ becomes
unavailable or otherwise unable to direct the
performance of the work under this Agreement,
Institution will notify PPD and/or Sponsor
promptly. Institution shall notify PPD and/or
Sponsor in writing if the Principal Investigator
intends to leave Institution and will provide (i)
Principal Investigator’s new contact information
to his/her proposed successor and to PPD and/or
Sponsor, and (ii) reasonable ongoing assistance
to ensure an efficient and proper transition of
his/her duties to the successor. If a successor
who is acceptable to PPD and Sponsor is not
promptly identified, this Agreement may be
terminated by, Sponsor or Institution upon thirty
(30) days written notice. Sponsor reserves the
right to terminate or replace Principal
Investigator if there is information available to
PPD and/or Sponsor indicating that: (i) Principal
Investigator has failed to perform the obligations
of Principal Investigator set out in the Protocol,
the Applicable Laws and Regulations or this
Agreement; (i) Principal Investigator has
repeatedly or deliberately failed to comply with
the requirements of the FDA, State Institute for
Drug Control (,SUKL™ or any other
governmental authority, whether national, local,
state, federal or international, responsible for
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vedeni klinického hodnoceni nebo jeho aspektd
(,regulacéni wrad®); nebo (iii) hlavni zkou3ejici
doda spolecnosti PPD nebo zadavateli, jinému
zadavateli/klientovi nebo regulaénimu organu
nepravdivé informace. Poskytovatel, spole¢nost
PPD a zadavatel se fadn¢ a v soucinnosti pokusi
identifikovat nadhradu za hlavniho zkousejiciho,
ktera bude prijatelna pro zadavatele.  Bez
omezeni vySe uvedeného plati, Ze pokud
spolecnost PPD a/nebo zadavatel na zakladé
svého opodstatnéného tsudku dojdou k zavéru,
Ze vykon a/nebo kvalifikace jakéhokoli ¢lena
tymu  Klinického hodnoceni, jmenovaného
poskytovatelem, nejsou uspokojivé, uvédomi
spoleénost PPD a/nebo zadavatel pisemné
poskytovatele o takovémto zavéru a poskytovatel
neprodlené¢ provede vSechny potfebné kroky k
napravé vykonu nebo vedeni daného ¢lena tymu
klinického hodnoceni, vcetn¢ vymeény daného
¢lena klinického hodnoceni, pozada-li o to
spole¢nost PPD a/nebo zadavatel. Vyména strany
podle tohoto oddilu § 1.13 nemé vliv na zavazky
ostatnich nevyménénych stran této smlouvy.

regulating the conduct of the Study or any
aspects thereof (“Regulatory Agency”) related
to the Study; or (iii) Principal Investigator has
submitted false information to PPD, the Sponsor,
another  sponsor/client or any regulatory
authority. Institution, PPD and Sponsor shall
diligently and cooperatively attempt to identify a
replacement for Principal Investigator that is
acceptable to Sponsor. Without limiting the
foregoing, if PPD and/or Sponsor, in their
reasonable judgment, determine that the
performance and/or qualifications of any member
of the Study Team appointed by the Institution
are found to be unsatisfactory, PPD and/or
Sponsor shall notify Institution of such
determination in writing, and Institution shall
promptly take all necessary actions to remedy the
performance or conduct of such member of the
Study Team, including, if so requested by PPD
and/or Sponsor, replacing such member of the
Study Team. The substitution of a party pursuant
to this Section § 1.13 shall not affect the
obligations of the remaining, non-substituted
Parties to this Agreement.

§ 2 Plnéni pozadavku etické komise

1. V souladu se statutem je nutné, aby
spoleénost PPD a/nebo zadavatel pozadal
multicetrickou i lokalni etickou komisi o vydani
kladného stanoviska ke klinickému hodnoceni.

2. Poskytovatel zajisti, Ze hlavni zkouSejici
uchova v zabezpeCeném umisténi v zafizeni
poskytovatele kopie veSkeré korespondence s
etickymi komisemi a kopie stanovisek etickych
komisi i kopie veSkerych dalsich udaji
obdrZenych od etickych komisi.

3. Poskytovatel zajisti, Ze se hlavni
zkouSejici bude aktivné ucastnit schuzek
zkousejicich, které jsou potfadany pro tucely
klinického  hodnoceni  zadavatelem  nebo
spolecnosti PPD.

8§ 2 Ethics Committee compliance

1. In accordance with the Statute, an
application for issuing a positive opinion on the
Study shall be submitted by PPD and/or Sponsor
to the multicenter and local Ethics Committees.

2. Institution shall ensure that Principal
Investigator shall keep copies of all
correspondence with the Ethics Committees and
a copies of the Ethics Committee’s opinions, as
well as a copy of any other information received
from the Ethics Committees in a secured location
at the Institution’s facility.

3. Institution shall ensure that Principal
Investigator shall actively participate in
investigator meetings that are conducted for the
Study and arranged for by Sponsor and/or PPD.

8 3 Registrace

XXXX

8 3 Enrollment

XXXX

§ 4 Zaznamové formulaie

Klinické  hodnoceni  bude  odpovidajicim
zpisobem dokumentovano pomoci formulait
ECRF pfedavanych spolecnosti PPD a/nebo
zadavateli pro kazdy subjekt ucastnici se
klinického hodnoceni.

8 4 Case Report Forms

The Study shall be documented in an appropriate
manner in the ECRF delivered by PPD and/or
Sponsor for each Study Subject participating in
the Study.
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§ 5 Hodnocené léc¢ivo

1. Zadavatel poskytne poskytovateli
hodnocené 1é¢ivo a ve vhodnych piipadech
kontrolni/soubézna 1é¢iva v mnozstvi
dostatecném k provadéni studie podle protokolu.

2. Poskytovatel si ponechd kontrolu nad
hodnocenym 1é¢ivem a ve vhodnych ptipadech i
nad kontrolnimi/soubéznymi 1é¢ivy, aby bylo
zajisténo, Ze hodnocené 1éCivo a ve vhodnych
pfipadech 1 kontrolni/soubézna léc¢iva byla
uzivana vyhradn¢ v souladu s protokolem
poskytovatele za  vhodnych izolovanych
podminek, metod odpovédnosti a distribuce, a
aby nebyla pfedavana jinymi stranam Ci
laboratofim uvnitf ¢ vné poskytovatele, s
vyjimkou ptipadli, kdy je striktné dodrzovan
protokol. Konkrétnéji poskytovatel vzdy zajisti,
ze Clenové tymu klinického hodnoceni budou
vzdy drZzet, uchovavat, manipulovat a
prepravovat hodnocené 1é¢ivo a ve vhodnych
pripadech i kontrolni/soubé&zna 1é¢iva v souladu s
protokolem, touto smlouvou a pfislusnymi
zakony a predpisy. Poskytovatel bude vzdy
uchovavat hodnocené 1é¢ivo a veskeré materialy
v uzaméeném zabezpeCeném umisténi. Bez
omezeni vySe uvedeného poskytovatel se nesmi
sam dopustit, a musi zajistit, aby se ani ¢lenové
tymu klinického hodnoceni nedopoustéli, (a)
distribuce, prodeje, pujcovani ¢i jiného prenosu
hodnoceného 1éciva jakékoli tieti strané; (b)
kombinace hodnocené¢ho 1é¢iva s jakymikoli
jinymi biologickymi ¢i chemickymi materialy
chranénymi vlastnickymi pravy, pokud to
vyslovné nevyZaduje protokol, pokud k tomu
zadavatel neda pfedem pisemny souhlas; nebo (c)
analyzovani hodnoceného 1é¢iva ¢i jakéhokoli
pokusu o zpétnou analyzu hodnoceného 1éciva.
Poté, co bude zcela naplnéna tato smlouva a
poskytovatel a hlavni zkouSejici zajisti veSkeré
regulativni dokumenty, pfeda zadavatel nebo
jeho zmocnény zastupce odpovidajici mnozstvi
hodnoceného 1é¢iva poskytovateli za vyhradnim
ucelem provedeni klinického hodnoceni ve
striktnim souladu s protokolem a touto smlouvou
(»povolené pouZiti“).  Ani poskytovatel ani
zadny z €¢lend tymu klinického hodnoceni nesmi
pouzit hodnocené 1é¢ivo a ve vhodnych
pfipadech ani kontrolni/soub&zna 1é¢iva k jinému
ucelu nez je povolené pouziti, ani k jinému ucelu
neZ je vedeni tohoto klinického hodnoceni.

§ 5 Study Drug

1. The Sponsor will provide the Institution
with the Study Drug and, if applicable, the
Control/Concomitant Drug(s) in a quantity
sufficient for carrying out the Study according to
the Protocol.

2. Institution shall retain control of the
Study Drug and, if applicable, the
Control/Concomitant Drug(s) to ensure that the
Study Drug and, if applicable, the

Control/Concomitant Drug(s), is/are used only
according to the Protocol at the Institution under
suitable containment conditions, methods of
accountability and dispensing, and is/are not
supplied to other parties or laboratories, either
within or outside Institution, except in strict
compliance with the Protocol. More specifically,
Institution shall ensure that the members of the
Study Team it has appointed at all times, hold,
store, handle and transport the Study Drug and, if
applicable, the Control/Concomitant Drug(s), in
compliance with the Protocol, this Agreement,
and the Applicable Laws and Regulations.
Institution shall keep the Study Drug and all
materials in a locked, secured area at all times.
Without limiting the foregoing, Institution shall
not, and shall ensure that members of the Study
Team it has appointed do not, (a) distribute, sell,
lend or otherwise transfer the Study Drug to any
third party; (b) co-mingle the Study Drug with
any other proprietary biological or chemical
materials, unless specifically required by the
Protocol, without Sponsor’s prior written
consent; or (c) analyze the Study Drug or in any
way attempt to reverse engineer the Study Drug.
After full execution of this Agreement and
provision by Institution and  Principal
Investigator of all required regulatory documents,
Sponsor or Sponsor’s authorized representative
will transfer an appropriate quantity of the Study
Drug to Institution for the sole purpose of
conducting the Study in strict accordance with
the Protocol and this Agreement (“Permitted
Use”). Institution and members of the Study
Team it has appointed shall not use the Study
Drug and, if applicable, the Control/Concomitant
Drug(s) for any use other than the Permitted Use
or for any purpose other than conduct of the
present Study.

§ 6 Vlastnictvi vysledku a duvérné informace

8 6 Ownership of Results and Confidential
Information
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1. Definice

(1) Vyrazem ,davérné informace” se
rozumi veSkeré davérné udaje, informace
chranéné vlastnickymi pravy, know-how a/nebo
informace pfedané piimo ¢i v zastoupeni
zadavatelem ¢i  jeho dcefinymi subjekty
(,pFedavajici strana“) poskytovateli nebo
hlavnimu zkouSejicimu nebo clenim tymu
klinického hodnoceni (souhrnné ,pFijimajici
strana”“) podle této smlouvy a veSkeré
informace, které vyplynou z  klinického
hodnoceni vcetné¢ napiiklad dokumenti IB,
ECRF a veskerych dat, metod, pland,
bezpe€nostnich informaci, zjisténi a zavérq,
registracnich udajt, informaci tykajicich se stavu
klinického hodnoceni, komunikace s FDA,
SUKLem ¢&i jingm regulaénim ufadem, informaci
tykajicich  se  regulatnitho  postaveni a
korespondence s jakoukoli ptislusnou komisi i
informaci obsaZenych v protokolu a vynalezech.
Mezi duvérné informace nepatii: (a) informace,
které jsou jiz znamé pfijimajici strané¢ v
okamziku zvefejnéni podle této smlouvy (jinak
nez od predavajici strany), coz je tfeba dolozit
pisemnymi zdznamy piijimajici strany; (b)
informace, které jsou nyni nebo pozd¢ji se stanou
vefejné znamymi jinak nez v dusledku kroku ¢i
pochybeni pfijimajici strany nebo kohokoli,
komu pfijimajici strana tyto informace preda; (c)
informace, které nejsou piedany piijimajici strané
jako duvérné tieti stranou, ktera ma zakonné
pravo na takovéto predani; (d) informace, které
jsou vysledkem nezavislého vyvoje prijimajici
strany bez zavislosti na divérnych informacich
pfedavajici strany, coz je tfeba dolozit
pisemnymi zdznamy pfijimajici strany; (e)
diuvérné informace, které publikuje poskytovatel
a/nebo hlavni zkousSejici v souladu s oddilem § 9
této smlouvy; (f) vynalezy a technologie
prijimajici strany, které existovaly pred datem
ucinnosti  této smlouvy; nebo (g) duvérné
informace, které je nutné predat vladnimu ufadu
nebo podle piikazu soudu piislusné jurisdikce; za
piedpokladu, Ze je-li to mozné, bude zadavatel v
pfiméfeném piedstihu upozornén, ze hlavni
zkouSejici a poskytovatel provedou veSkeré
priméfené kroky na omezeni rozsahu takovéhoto
pfedani a na pfedani pouze takové Ccasti
davérnych informaci, kterou je podle zakona
nutné predat, a Ze hlavni zkouSejici a
poskytovatel budou se zadavatelem
spolupracovat v jeho usili takovéto predani
omezit.

(2) Vyrazem ,vyndalezy* se rozumi

1. Definitions

(1) “Confidential Information” means all
confidential, proprietary, know-how and/or trade
secret information disclosed by or on behalf of
Sponsor or its affiliates (“disclosing party”) to
Institution or Principal Investigator or members
of the Study Team (collectively, the “receiving
party”) under or pursuant to this Agreement and
all information that is derived from the Study,
including, but not limited to, the IB, ECRFs, and
all data, methods, plans, safety information,
findings and conclusions, enrollment data,
information pertaining to the status of the Study,
communications to and from the FDA, SUKL or
any other Regulatory Agency, information
relating to the Study Drug’s regulatory status and
correspondence to or from any applicable
committee, as well as the goals of the Study, the
information contained in the Protocol, and the
Inventions.  Confidential Information will not
include: (a) any information that is already
known to the receiving party at the time of
disclosure hereunder (other than from the
disclosing party) as evidenced by the receiving
party’s written records; (b) any information that
now or hereafter becomes publicly known, other
than through acts or omissions of the receiving
party or anyone to whom the receiving party
disclosed such information; (c) any information
that is disclosed to the receiving party on a non-
confidential basis by a third party who has a legal
right to make such a disclosure; (d) any
information that is independently developed by
the receiving party without reliance on the
Confidential Information of the disclosing party,
as evidenced by the receiving party’s written
records, (e) Confidential Information that is
published by Institution and/or Principal
Investigator in accordance with Section §9 of this
Agreement; (f) inventions and technologies of the
receiving party that were in existence prior to the
Effective Date of this Agreement; or (Q)
Confidential Information that is required to be
disclosed to a government authority or by order
of a court of competent jurisdiction; provided,
however, that reasonable advance notice is given
to Sponsor if possible, that Principal Investigator
and Institution take all reasonable steps to limit
the scope of such disclosure and to furnish only
that portion of the Confidential Information that
is legally required to be disclosed, and that
Principal Investigator and Institution cooperate
with Sponsor in its efforts to limit such
disclosure.

(2) “Inventions” means all inventions,
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veskeré vynalezy, zlepSeni, objevy, vyvoj, know-
how, obchodni tajemstvi a jiné duSevni
vlastnictvi (bez ohledu na moznost patentové
ochrany) a veSkera z nich vyplyvajici prava
duSevniho vlastnictvi, ktera jsou formulovana,
uvedena do praxe ¢i jinak vytvofena €i vyvinuta
v celku ¢i z ¢asti poskytovatelem, hlavnim
zkouSejicim  ¢i  kterymkoli  ¢lenem  tymu
klinického hodnoceni podle této smlouvy nebo ve
spojitosti s timto klinickym hodnocenim nebo
jinak odvozena z davérnych informaci, véetné
napiiklad vynalezi, zlepSeni, objevl, vyvoje a
obchodnich tajemstvi souvisejicich S
hodnocenym Ié¢ivem nebo jeho pouzitim ¢&i s
dtveérnymi informacemi.

2. Hodnocené 1é¢ivo a vysledky klinického
hodnoceni.  VeSkeré informace tykajici se
hodnoceného léciva ¢i jiné technologie
zadavatele  véetné¢ napiiklad  patentovych
prihlasek, slozeni, vyrobnich procest, védeckych
dat, konkrétniho designu studii, protokoli
(véetn¢ napiiklad protokolu pro toto Klinické
hodnoceni) a informaci o pfipravcich jsou a
zlstanou vyhradnim vlastnictvim zadavatele.
Kromé toho veskera data, vysledky a dalsi
informace odvozené z klinického hodnoceni a
veskeré zaznamy vytvorené pii vedeni klinického
hodnoceni budou vyhradnim a vyluénym
vlastnictvim zadavatele, ktery je miize vyuzivat k
jakymkoli zadkonnym uéelim bez dalSich
povinnosti ¢i zavazkd vuci poskytovateli ¢i
hlavnimu zkouSejicimu.

3. DusSevni vlastnictvi.

1) VSechna prava, naroky a zajmy tykajici
se vynalezi a pravo podavat pro né¢ patentové
prihlasky v USA a vSude jinde ve svété patii
vyluén¢ zadavateli. Poskytovatel timto predava
za sebe , za hlavniho zkou$ejiciho a za tym
klinického hodnoceni zadavateli veSkerd prava,
naroky a zajmy ke vSem vynalezim v USA i
vSude jinde ve svété. Zadavatel ma narok
podavat patentové piihlasky v souvislosti s
takovymito vynalezy celosvétové. Po objeveni
vynalezu poskytovatel neprodlené¢ a alespon
tiicet (30) dnt pifedem oznami pisemné
zadavateli a na Zadost zadavatele vyhotovi a
nechaji tym klinického hodnoceni vyhotovit
veskeré predavaci dokumenty nebo jiné
dokumenty nutné Kk potvrzeni vlastnictvi
vynélezu zadavatelem a pomohou zadavateli s
podanim, ziskanim a udrzenim patentd a
vesSkerého dalSiho duSevniho vlastnictvi a
vlastnickych  prav  souvisejicich s danym
vynélezem. XXXX Veskeré patentové ptihlasky

improvements, discoveries, developments, know-
how, trade secrets and other intellectual property
(whether or not patentable) and all intellectual
property rights therein that are conceived,
reduced to practice or otherwise made or
developed in whole or in part by or on behalf of
Institution, Principal Investigator or any member
of the Study Team under this Agreement or in
connection with the Study, or otherwise derived
from the Confidential Information, including
without limitation any inventions, improvements,
discoveries, developments and trade secrets
related to the Study Drug or its uses or to the
Confidential Information.

2. Study Drug and Study results. All
information concerning the Study Drug or other
Sponsor  technology, including,  without
limitation, patent applications, formulas,
manufacturing processes, scientific data, specific
study designs, protocols (including, without
limitation, the Protocol) and formulation
information is and will remain the sole property
of Sponsor. In addition, all data, results and
other information derived from the Study, and all
Records created in the conduct of the Study will
be the sole and exclusive property of Sponsor and
may be used by Sponsor for any lawful purpose
without further obligation or liability to
Institution or Principal Investigator.

3. Intellectual Property.

Q) All right, title and interest in and to
Inventions, and the right to file for patents
thereon in the United States and everywhere else
in the world, will be exclusively owned by
Sponsor. Institution shall assign to Sponsor, on
behalf of itself and the Study Team it has
appointed, and shall ensure that the Principal
Investigator assigns, the entire right, title and
interest, both in the United States and everywhere
else in the world, in and to all Inventions.
Sponsor will be entitled to file patent applications
worldwide with respect to such Inventions. Upon
learning of any Invention, will promptly and
within at least thirty (30) days notify Sponsor in
writing and, at Sponsor’s request, will execute
and will cause the Study Team to execute any
assignment documents or other documents
required to confirm Sponsor’s ownership of the
Invention and will assist Sponsor in filing for,
obtaining and maintaining patents and all other
intellectual property and proprietary rights on and
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tykajici se vynalezu podava, zajistuje a obhajuje
zadavatel nebo jeho zmocnénec. Bez ohledu na
vySe uvedené méa poskytovatel narok na jakékoli
vynalezy formulované a uvedené do praxe
vyhradné poskytovatelem, hlavnim zkousejicim
nebo ¢lenem tymu klinického hodnoceni, které se
nepocitaji jako vynalezy podle této smlouvy
(,vynalezy poskytovatele*). Poskytovatel zajisti
zadavateli prvni pfilezitost k vyjednéni licence k
pouZziti vynalezi poskytovatele.

(2) Pusobnosti této smlouvy nepiechazeji
Zadna patentova prava, autorska prava ani jina
vlastnické prava zadavatele na poskytovatele

(3)  XXXX

4.  Duvérnost informaci.

@ Poskytovatel uchova v  davérnosti
veskeré daveérné informace a nepouzije pfimo ani
nepiimo zadné davémé informace k jinym
ucelim nez k plnéni svych zavazkt podle této
smlouvy. Podle oddila §6.4(2) a 89
poskytovatel nebude bez predchoziho pisemného
souhlasu zadavatele predavat divérné informace
Zadné o0sobé nebo subjektu mimo etickou komisi,
zamestnance poskytovatele nebo cleny tymu
klinického hodnoceni, ktefi tyto duvérné
informace potfebuji znat pro ucely provadéni
klinického hodnoceni a ktefi maji zavazek
davérnosti a nepouzivani informaci pfinejmensim
natolik omezujici jako zavazky uvedené v této
smlouvé.  Poskytovatel a hlavni zkousejici
souhlasi s tim, ze zaru¢i divérmymi informacim
stejnou uroven ochrany jako svym vlastnim
diavérnym informacim a udajim chranénym
vlastnickymi pravy, ktera spoéiva ptinejmensim
v pfijeti vSech pfimétenych opatfeni k zajisténi
toho, aby duvérné informace nebyly pouzity
Zadnou osobou ani subjektem s vyjimkou
povolenych piipadt v tomto oddile § 6.4 a aby
byly splnény veskeré pisemné predpisy
upravujici davérnost poskytnuté zadavatelem
ohledng elektronické posty.

2 Poskytovatel bere na védomi, ze
zadavatel se musi fidit ohlaSovacimi pozadavky
Komise pro cenné papiry a burzy a jeho kmenové
akcie jsou kotované na akciové burze NASDAQ.
Poskytovatel souhlasi s tim, Ze nebude vyuZivat
zadné divémé informace k nakupu, prodeji,
prodeji na kratko, pujcce, poskytnuti opce pro
nakup nebo jinému pfenosu nebo manipulaci s
kmenovymi akciemi zadavatele (nebo jinych

in the Invention. XXXX Any patent application
relating to an Invention will be filed, maintained
and prosecuted by Sponsor or its designee.
Notwithstanding the foregoing, title to any
inventions or discoveries conceived and reduced
to practice solely by the Institution or a member
of the Study Team it has appointed that are not
Inventions shall be owned by Institution (the
“Institution Inventions”). Institution shall grant
to Sponsor the first opportunity to negotiate a
license to use Institution Inventions.

2 No patent right, copyright or other
proprietary right of Sponsor is transferred to
Institution by operation of this Agreement.

(3) XXXX

4.  Confidentiality.

@ Institution will hold in confidence all
Confidential Information and will not use,
directly or indirectly, any Confidential
Information for any purpose other than
performing their  obligations under this

Agreement. Subject to Sections 86.4(2) and 89
Institution will not, without Sponsor's prior
written consent, disclose any Confidential
Information to any person or entity, other than to
the Ethics Committee, employees of Institution
or Study Team members it has appointed who
have a need to know such Confidential
Information for purposes of carrying out the
Study and who are bound by confidentiality and
non-use obligations at least as restrictive as those
contained in this Agreement. Institution and
Principal Investigator agree to give Confidential
Information the same degree of protections as
they would their own proprietary and confidential
information, which will at a minimum amount to
a reasonable degree of protections, to take all
reasonable steps to ensure that Confidential
Information will not be used by any person or
entity, except as permitted in this Section §86.4,
and to comply with any written confidentiality

guidelines provided by Sponsor regarding
electronic mail.
2 Institution acknowledges that Sponsor is

subject to the reporting requirements of the
Securities and Exchange Commission and its
common stock is quoted on the NASDAQ Stock
Market. Institution agrees not to use any
Confidential Information to purchase, sell, make
any short sale of, loan, grant any option for the
purchase of, or otherwise transfer or dispose of
Sponsor’s common stock (or other securities,
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cennych papirti, zaruk nebo jinych forem
prevoditelnych cennych papiri v obéhu nebo
jinych prav k nabyti takovychto cennych papirti).

3 Zavazky zachovavat davérnost informaci
stanovené vtomto oddile 8 6.4 bez casového
omezeni pretrvaji 1 pfes vyprSeni nebo piedéasné
ukonceni platnosti této smlouvy.

warrants, or other forms of convertible securities
outstanding or other rights to acquire such
securities).

3) The obligations of confidentiality set
forth in this Section 86.4 will survive the
expiration or early termination of this Agreement
indefinitely.

§ 7 Ochrana osobnich udaju

1. Definice:

Vyrazem ,,zakony o ochrané osobnich idaji a
soukromi* se rozuméji vSechny platné zakony,
predpisy a regulacni pozadavky a pokyny tykajici
se ochrany osobnich daji a soukromi obecné¢,
kam spadaji: (a) smérnice, (b) veskera legislativa,
kterou se smérnice nebo navazujici legislativa
kteréhokoli ~ clenského  statu  Evropského
hospodarského prostoru provadi; (c¢) kterykoli
jiny soucasny nebo budouci zakon o ,,zpracovani
osobnich udaja“ vztahujici se na kteroukoli
stranu této smlouvy, vcetné téch, které se tykaji
poruseni  bezpecnosti, kradeze identity a

N1}

neopravnéného zvetejnéni ,,osobnich udaja“.

Vyrazem ,,Smérnice“ se rozumi smérnice EU o
ochrané tdaji, tj. smérnice Evropského
parlamentu a Rady 95/46/ES ze dne 24. fijna
1995 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném pohybu
téchto tdajl, véetné jejich pripadnych novel nebo
legislativy, kterd ji nahradi, jez se mohou nyni
nebo v budoucnu na strany této smlouvy po dobu
jeji platnosti vztahovat.

Vyrazy ,,osobni Gdaje”,
»Zpracovat/zpracovani“, »Spravce”,
»Zpracovatel” a ,subjekt udaja“ maji stejny

vyznam jako ve smérnici a zahrnuji také tyto
nebo odpovidajici vyrazy tak, jak je definuji
vSechny dal$i zakony o ochran¢ osobnich daji a
soukromi. Mezi osobni udaje patii i zakddované
udaje a snimky subjektd udaja.

2. Dodrzovani piedpisu: Strany si vzajemné
zaruCuji, Ze budou zpracovavat osobni udaje v
souladu se zakony na ochranu osobnich udaju a
soukromi.

3. Vyvoj ochrany osobnich tdaju: Strany
budou prabézné sledovat veskery relevantni
vyvoj v oblasti zakonil o ochrané osobnich udaji
a soukromi;

4 Zpracovani
védomi,

udaji: Strany berou na
7ze poskytovatel i zadavatel jsou

87 Data Privacy

1. Definitions:
“Data Protection and Privacy Laws” means all
applicable laws, regulations, and regulatory

requirements and guidance relating to data
protection and privacy globally, including: (a) the
Directive; (b) any legislation transposing the
Directive or related legislation of any member
state of the European Economic Area; or (c) any
other law now in force or that may in future come
into force governing the “Processing of Personal
Data” applicable to any party to this Agreement,
and including those relating to security breaches,
identity theft, and unauthorized disclosures of
“Personal Data”.

“Directive” means the EU Data Protection
Directive 95/46/EC of the European Parliament
and of the Council of 24 October 1995 on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data, and any amendments
thereto or successor legislation which may be or
become applicable to the Parties to this
Agreement during the term.

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

2. Compliance: The Parties warrant to each
other that they will Process Personal Data in
compliance with all Data Protection and Privacy
Laws.

3. Data Privacy Developments: Both Parties
shall stay informed of any relevant developments
in Data Protection and Privacy Laws.

4. Data Processing: The Parties
acknowledge that each of the Institution and
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nezavislymi spravci tidaji a Ze spole¢nost PPD je
spravce jednajici podle pokynii zadavatele s
ohledem na zpracovani osobnich udaji v
souvislosti se sluzbami poskytovanymi podle této
smlouvy.

5. Zabezpeceni: Strany pfijmou vhodna
technicka a organiza¢ni opatfeni na ochranu
osobnich a divémych udaji, jak vyzaduji ICH-
GCP a zidkony na ochranu osobnich Udaji a
soukromi.

6. Pozadavky na ochranu osobnich udaju:
Poskytovatel neprodlené¢ pisemné oznami
spole¢nosti PPD a zadavateli, pokud obdrzi
jakékoli sdéleni tykajici se ochrany osobnich
udaji v souvislosti se sluzbami subjektu dat,
ufadu na ochranu osobnich daji nebo jiného
regulac¢niho ufadu a poskytne spolecnosti PPD a
zadavateli plnou soucinnost a pomoc Vv
souvislosti s prislusnou komunikaci, a to bez
dalsich nakladi pro spolecnost PPD nebo

zadavateli.
7. Bezpecénostni _incidenty: Poskytovatel
neprodlen¢ uvédomi spole¢nost PPD a

zadavatele, pokud zjisti neopravnény pfistup,
nabyti ¢i predani osobnich udaju a davérnych
informaci v souvislosti  se  sluzbami
(,,bezpecnostni incident™). V tomto sdéleni bude
pfiméfené podrobné shrnuty bezpeénostni
incident a ndpravna opatieni, ktera pfijme
poskytovatel.

8 Prenosy udaji: Zadavatel, spole¢nost
PPD, Poskytovatel a hlavni zkouSejici budou
zpracovavat nebo jinak pfenaset osobni udaje
mimo Evropsky hospodaisky prostor (Clenské
staty Evropské unie a Norsko, Island a
Lichtenstejnsko) pouze za podminek stanovenych
touto smlouvou nebo protokolem.

9. Dusledky vyprSeni nebo vypovézeni
smlouvy: Zavazky uvedené v tomto ustanoveni
87 plati i po ukonéeni nebo vyprSeni této
smlouvy.

Sponsor are independent Controllers and that
PPD is a Processor acting under instructions from
the Sponsor with respect to the Processing of
Personal Data relating to the Services provided
under this Agreement.

5. Security: The Parties shall implement
appropriate  technical and  organisational
measures to protect the Personal Data and
Confidential Information as required by ICH-
GCP and Data Protection and Privacy Laws.

6. Data Privacy Requests: The Institution
shall promptly notify PPD and Sponsor in writing
if they receive any communication with regards
to data privacy relating to the Services from a
Data Subject, a privacy authority or other
regulatory authority and provide PPD and
Sponsor with full cooperation and assistance in
relation to any such communication, at no
additional cost to PPD or the Sponsor.

7. Security Incidents: The Institution shall
immediately notify PPD and Sponsor if it
becomes aware of any unauthorized access to ,
acquisition of, or disclosure of Personal Data and
Confidential Information relating to the Services
(“Security  Incident”). Such notice shall
summarize in reasonable detail the Security
Incident and the corrective action to be taken by
Institution.

8. Data Transfers: Sponsor, PPD company,
The Institution shall only Process or otherwise
transfer Personal Data outside the European
Economic Area (member states of the European
Union plus, Norway, Iceland & Liechtenstein) as
set out in this Agreement or the Protocol.

9. Consequences of Expiry or Termination:
The obligations contained in this provision 87
shall survive the termination or expiry of this
Agreement.

§ 8 Kontrolni navstévy a inspekce

1. Spolecnost PPD, jeji mistni pobocka a
jejich  zmocnéni  zéastupci, po  ozndmeni
poskytovateli v piiméfeném predstihu, budou
vykonavat takové Cinnosti a provedou jakékoli
kroky pfiméfené nezbytné pro spravnou kontrolu
klinického  hodnoceni  podle  pozadavku
piislusnych zdkontl a piedpist. Zadné inspekce,
audity ani kontroly ze strany spole¢nosti PPD,

8 8 Monitoring visits and inspections

1. PPD, PPD’s local affiliate, Sponsor and
their authorized representatives shall, with
reasonable advance notice to Institution, conduct
such activities and take whatever action is
reasonably necessary for the proper monitoring
of the Study as required under Applicable Laws
and Regulations. No inspections, audits or
monitoring by PPD, PPD local affilicate, Sponsor
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jeji mistni pobocky, zadavatele nebo jejich

zmocnéncll  nezbavuji  poskytovatele  jeho
zavazka vyplyvajicich z této smlouvy.
2. Poskytovatel okamzité a kdykoli predlozi

spolecnosti PPD a/nebo zadavateli, na jejich
pisemnou Zzadost, pfipadné regula¢nim ufadtm,
na jejich Zadost, jakékoli zaznamy a dalSi
materialy vygenerované nebo pouZité v ramci
studie.

3. Pokud poskytovatel ziska informace od
FDA, SUKLu nebo jiného regulaéniho ufadu
ohledn¢ planované inspekce, zadosti o informace
nebo auditu ze strany jakéhokoli vladniho nebo
regulacniho ufadu (s ohlaSenim i bez ohlaseni;
»inspekce), poskytovatel neprodleng, nejpozdéji
do dvaceti ¢tyt (24) hodin od zjisténi dané
skuteCnosti, uvédomi spolecnost PPD a
zadavatele a poskytne jim konzultace a
soucinnost ve véci reakce na takovouto udalost,
véetné poskytnuti dokumentli, informaci a
ptistupu na fadnou zadost. Poskytovatel vynaloZi
veskeré priméfené usili, aby koordinoval
planovani trednich inspekci v zajmu umoznéni
ucasti spolecnosti PPD a/nebo zadavatele a jejich
zmocnéncl na téchto inspekcich. Poskytovatel
poskytne zadavateli pisemné kopie veSkerych
zaznamli vcetné napriklad dat klinického
hodnoceni a dalSich materiald, korespondence a
dokumentti, které tato strana obdrzi, ziska nebo
vygeneruje pro Ucely takovéto inspekce nebo ve
spojitosti s zadostmi,  sd¢lenimi  nebo
korespondenci ze strany ufadi. Poskytovatel
vynalozi pfiméfené usili, aby oddélil a
nezvefejnil zadné zdznamy nebo jiné materialy,
které neni potieba v pribéhu takovéto inspekce
zvetejnit, véetné financnich 0daji a informaci o
cendch. Pokud eticka komise, FDA, SUKL nebo
jiny regulacni ufad vyda jakékoli ozndmeni,
upozornéni, zadost, spravu ¢i pozadavek, odesle
poskytovatel, ptfipadné poskytovatel zajisti, ze
hlavni  zkouSejici, kopii daného dokumentu
neprodlen¢ spole¢nosti PPD a zadavateli
spoleéné¢ s navrhem reakce na dany dokument
dfive, nez bude reakce odeslana etické komisi,
FDA, SUKLu nebo jinému regula¢nimu uradu.
Poskytovatel musi ziskat pisemné schvaleni a
vyjadieni zadavatele k takovémuto navrhu reakce
pred odeslanim odpovédi etické komisi, FDA,
SUKLu nebo jinému regulaénimu ufadu.
Poskytovatel musi v rozsahu pfimétené mozném
podle prislusnych zakonli a piredpist ziskat a
zohlednit pisemné vyjadfeni zadavatele ohledn¢
takovéhoto navrhu reakce pfed odeslanim
odpovédi etické komisi, FDA, SUKLu neb
jinému regula¢nimu ufadu.

or their designees will relieve Institution from
their obligations under this Agreement.

2. Institution shall immediately, at any time,
present to PPD and/or Sponsor, on its written
demand, or to Regulatory Agencies, on their
demand, any Records and any other materials
generated in or used in the Study.

3. If the Institution is informed by the FDA,
SUKL or any other Regulatory Agency about any
planned inspection, regulatory inquiry, or audit
by any governmental or regulatory authority
(whether announced or unannounced)
(“Inspection”), Institution shall inform PPD and
Sponsor immediately at least within twenty-four
(24) hours of being made aware thereof and will
consult and cooperate with PPD and Sponsor in
responding to any such event, including
providing documents, information and access as
properly requested. Institution will make all
reasonable efforts to coordinate any scheduling
of agency inspections to permit PPD and/or
Sponsor and their designees to attend such
inspections. Institution will provide in writing to
Sponsor copies of all Records, including but not
limited to Study data, and other materials,
correspondence and documents that such party
receives, obtains or generates pursuant to any
such inspection or in connection with any
inquiries, communications or correspondence
from the agencies. Institution will make
reasonable efforts to segregate, and not disclose,
any Records or other materials, correspondence
and documents that are not required to be
disclosed during such an inspection, including
financial data and pricing information. If the
Ethics Committee, the FDA, SUKL or any other
Regulatory Agency issues any notice, warning,
demand, report or request, Institution shall
coordinate with the Principal Investigator to send
a copy of such document promptly to PPD and
Sponsor, along with any proposed response to
such document, before the same is submitted to
the Ethics Committee, FDA, SUKL or any other
Regulatory Agency. Institution shall obtain
Sponsor’s written approval and comments to
such draft response prior to submission of
response to the Ethics Committee, the FDA,
SUKL, or any other Regulatory Agency.
Institution shall, to the extent reasonably possible
under Applicable Laws and Regulations, obtain
and consider Sponsor’s written comments
regarding such draft response prior to submitting
the response to the Ethics Committee, the FDA,
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4. Spole¢nost PPD, jeji mistni pobocka,
zadavatel a jejich zmocnéni zastupci, po
oznameni poskytovateli v pfiméfeném predstihu,
maji pravo (a) v bézné pracovni dobé provadeét
inspekce, zhotovovat ¢i nechavat zhotovovat
kopie jakychkoli dat, informaci, zaznamd,
zdrojovych dokumentti, korespondence (vcetné
korespondence s etickou komisi, FDA, SUKLem
¢i jinym piislusnym regulacnim ufadem) a
materialli [vCetné hodnoceného IéCiva a ve
vhodnych pripadech rovnéz
kontrolnich/soubéznych 1é¢iv] tykajicich se
jakymkoli  zplisobem prace odvedené v
souvislosti s Kklinickym  hodnocenim, (b)
kontrolovat zafizeni vyuzivana k provadéni
klinického hodnoceni (¢) komunikovat s tymem
klinického hodnoceni (d) wvykonavat takové
¢innosti a provadét kroky priméfené nezbytné pro
spravnou kontrolu klinickeého hodnoceni, jak
vyzaduji  prislusné zakony a  pfedpisy.
Spolecnost PPD, jeji mistni pobocka, zadavatel a
jejich zmocnéni zastupci budou mit rovnéz pravo
prohlizet 1ékafské zaznamy subjektt hodnoceni
pro ucely auditi zaznam v souvisejicich
formulatrich ECRF. Poskytovatel provede veSkeré
nezbytné kroky, aby zajistil, ze ptredani téchto
lékatskych  zdznamG spoleCnosti PPD a
zadavateli, jejich zmocnénym zastupcim a
jakymkoli regula¢nim ufadim, véetné napiiklad
SUKLu, neporusi zadny piislusny zakon ¢&i
predpis. Zadné inspekce, audity ani kontroly ze
strany spolec¢nosti PPD, zadavatele nebo jejich
zmocnéncll nezbavuji jeho zavazku vyplyvajicich
z této smlouvy.

5. Poskytovatel souhlasi, Ze bez
predchoziho pisemného souhlasu zadavatele
nebude probirat s etickou komisi, FDA, SUKLem
ani jinym regula¢nim ufadem podani piihlasky k
registraci nového lé¢iva (NDA, SNDA nebo
ANDA), ptihlasku k registraci biologické licence
(,BLA*) nebo podobnou piihlasku ke schvaleni
hodnoceného 1é¢iva nebo pfihlasku s nim
souvisejici, ani takovouto piihlaSku nepodaji.

6. Pokud jsou jakakoli zdrojova data
uchovavana pouze v podobé pocitacovych
souborti, hlavni zkouSejici pro ucely ovéfeni
zdrojovych dat  souhlasi s  vyhotovenim
ovéfenych kopii/vytiskd udaju vSech subjektt
hodnoceni relevantnich pro klinické hodnoceni
na zadost spolecnosti PPD nebo zadavatele. Tyto
ovéfené kopie/vytisky budou opatfeny datem a
podpisem a uchovavany jako zdrojové
dokumenty. Patfi mezi né relevantni historické

SUKL, or any other Regulatory Agency.

4, PPD, PPD’s local affiliate, Sponsor and
their authorized representatives will have the
right, with reasonable advance notice to
Institution, to (a) inspect, copy or have copied,
during regular business hours, any and all data,
information,  Records, source documents,
correspondence (including that with the Ethics
Committee, FDA, SUKL, and any other
competent Regulatory Agency) and materials
[including the Study Drug and, if applicable, any
Control/Concomitant Drug(s)] bearing on or
otherwise relating to any work done in
connection with the Study, (b) examine the
facilities used for the performance of the Study,
(c) communicate with the Study Team and (d)
conduct such other activities and take whatever
action is reasonably necessary for the proper
monitoring of the Study as required under
Applicable Laws and Regulations. PPD, PPD’s
local affiliate, Sponsor and their authorized
representatives will also have the right to review
the Study Subjects” medical records for the
purpose of auditing entries made on the related
ECREFs. Institution will take all necessary action
to ensure that the disclosure of such medical
records to PPD and Sponsor, their authorized
representatives and to any Regulatory Agencies,
including without limitation the FDA, SUKL,
does not violate any Applicable Laws and
Regulations. No inspections, audits or monitoring
by PPD, Sponsor or their designees will relieve

Institution from its obligations under this
Agreement.
5. Institution agrees that it will not, without

the prior written consent of Sponsor, discuss with
the Ethics Committee, the FDA, SUKL or any
other Regulatory Agency the filing of, and will
not file, any New Drug Application (NDA,
SNDA or ANDA), Biological License
Application (“BLA”) or similar application for
approval of or related to the Study Drug.

6. If any source data are kept on computer
files only, for the purpose of source data
verification, Principal Investigator agrees to
make certified copies/printouts, upon PPD or
Sponsor’s request, of all Study Subjects’ data
relevant for the Study. These certified
copies/print-outs will be dated and signed and
retained as source documents. This includes
relevant historical information and all Study data
obtained during the Term.
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informace a veSkeré Udaje klinického hodnoceni
ziskané v prub&hu jeho trvani.

7. Béhem kontrolnich navstév a inspekci
uvedenych v oddile 8 této smlouvy musi byt
hlavni zkouSejici k dispozici spole¢nosti PPD,
jeji mistni pobocce, zadavateli a regulacnim
ufadim a wumoznit jim pfimy pristup k
zaznamum, zdrojové dokumentaci a do prostor,
kde se klinické hodnoceni provadi, a musi jim
ohledn¢  klinického hodnoceni neprodlené
poskytnout informace, které si vyzadaji.

7. During monitoring visits and inspections,
mentioned in this Section 8, shall be at PPD’s,
PPD’s local affiliate, Sponsor’s and the
Regulatory Agencies’ disposal, enabling them
direct access to the Records, source
documentation and to the premises at which the
Study is being carried out, and shall promptly
provide them with information they request
regarding the Study.

§ 9 Publikace
1. Veskeré¢ udaje ¢i vysledky vyplyvajici z
provadéni tohoto klinického hodnoceni se

povazuji za duvérné informace, jak je vymezeno
vySe, a nebudou se wvyuZivat k ziskani
obchodnich vyhod pro poskytovatele nebo
hlavniho zkousejiciho. Poskytovatel souhlasi, Ze
zadavatel ma pravo prvni publikace vysledku
klinického hodnoceni, které je planovano jako
spolecna, multicentrickd publikace vysledka
klinického hodnoceni provedena zadavatelem ve
spoluprdci s hlavnimi  zkouSejicimi  a
poskytovateli ze vSech piislusnych fesitelskych
center, ktera pfispéla daty, analyzami a
komentafi. Bez ohledu na vySe uvedené smi
poskytovatel po prvni publikaci publikovat Udaje
nebo vysledky klinického hodnoceni, pokud viak
poskytovatel piedlozi navrhovanou publikaci
nebo prezentaci ke kontrole zadavateli alespon
Ctyficet pét (45) dnd pfed navrhovanym datem
publikace ¢i prezentace.  Zadavatel smi z
navrhované  publikace  odstranit  jakékoli
informace povazované za divérné nebo chranéné
vlastnickymi pravy s vyjimkou dat a vysledka
klinického hodnoceni. Pokud zadavatel rozhodne
pred uplynutim tvodni lhity Ctyficeti péti (45)
dntt na kontrolu, Ze navrhovana publikace
obsahuje témata, u kterych je moZnost patentovée
ochrany, ktera je nutnd, mulze zadavatel
poZadovat odloZeni a poskytovatel tuto publikaci
nebo prezentaci odlozi o dalSich nejvySe Ctyficet
pet (45) dnd pro ucely podani patentovych
prihlasek. V zZadném ptipad¢ nesmi zadavatel
tuto prezentaci ¢i publikaci zdrzovat bezdivodné.
Pokud vSak neni multicentricka publikace podana
do dvanacti (12) mésict od zavéru (ktery je pro
ucely tohoto oddilu 9 definovan jako datum
uzamCeni klinické databaze), pferuseni nebo
ukonceni  klinického hodnoceni ve vSech
tesitelskych centrech, pfipadné pokud zadavatel
potvrdi, Ze nebude vydana zadna multicentricka
publikace, muze poskytovatel publikovat
vysledky klinického hodnoceni pii dodrzeni prav

§ 9 Publication

1. All data or results arising out of the
performance of this Study shall be considered
Confidential Information as defined above and
shall not be used for the commercial benefit of
the Institution or Principal Investigator. The
Institution agrees that the Sponsor shall have the
right to the first publication of the results of the
Study which is intended to be a joint, multi-
center publication of the Study results made by
Sponsor in conjunction with the principal
investigators and institutions from all appropriate
sites contributing data, analysis and comments.
Notwithstanding the foregoing, following the
first publication, the Institution may publish data
or results from the Study; provided, however,
that the Institution submits the proposed
publication or presentation to Sponsor for review
at least forty-five (45) days prior to the date of
the proposed publication or presentation.
Sponsor may remove from the proposed
publication any information that is considered
confidential and/or proprietary other than Study
data and results. If Sponsor determines before the
conclusion of the initial forty-five (45) day
review period that the proposed publication
contains patentable subject matter that requires
protection, Sponsor may require the delay of, and
Institution will delay, such publication or
presentation for an additional period (not to
exceed forty-five (45) additional days) for the
purpose of filing patent applications. In no event
will ~ Sponsor  unreasonably delay such
presentation or publication. However, if a multi-
center publication is not submitted within twelve
(12) months after conclusion (which for the
purposes of this Section 9, will be defined as the
date the clinical database is locked),
abandonment or termination of the Study at all
sites, or if Sponsor confirms there will be no
multi-center Study publication, the Institution
may publish the Study results subject to
Sponsor’s rights as set forth herein.  All
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zadavatele, jak jsou vymezena v této smlouve.
Ve vdech publikacich bude uveden zadavatel
klinického hodnoceni. Poskytovatel souhlasi, Ze
nebude publikovat Zadne materidly tykajici se
klinického hodnoceni jinak nez v souladu s timto
oddilem 9. Bez ohledu na vySe uvedené
zadavatel timto udé&luje poskytovateli plné
placenou, nevylu¢nou, stdlou a nepienosnou
licenci k pouziti dat a vysledki klinického
hodnoceni pro interni, nekomeréni, vzdélavaci a
vyzkumné tucely.

2. Poskytovatel smi bez pifedchoziho
souhlasu zadavatele uvadét jakékoli informace
tykajici se klinického hodnoceni, které jsou k
dispozici na webu www.clinicaltrials.gov.

publications  will acknowledge  Sponsor’s
sponsorship of the Study. The Institution agrees
not to publish any Study related material other
than in accordance with this Section 9.
Notwithstanding the foregoing, Sponsor hereby
grants to Institution a fully paid-up, non-
exclusive, perpetual, non-transferable license to
use Study data and results for internal, non-
commercial, educational and research purposes.

2. Institution may, without prior consent
from Sponsor, list any information regarding the
Study  which is available on the
www.clinicaltrials.gov website.

8§ 10 Povinnosti zadavatele
Zadavatel ma povinnost:

- dodat hlavnimu zkouSejicimu vSechny
informace, které ma k hodnocenému 1é¢ivu,

- dodat hlavnimu zkouSejicimu veSkeré
nové podstatné informace  tykajici  se
hodnoceného 1éCiva,

- dodat  hodnocené
doporu¢enymi  vyrobnimi
fadné€ zabalené a oznacené,

1é¢ivo  vyrobené
postupy  (,,GMP*),

- ve vhodnych ptipadech dodat
kontrolni/soubézna 1éciva, fadné zabalend a
oznacena,

- dodat hlavnimu zkouSejicimu veSkerou
dokumentaci nezbytnou k provedeni klinického
hodnoceni.

§ 10 Obligations of Sponsor
Sponsor is obliged to:

- deliver to Principal Investigator all
information it has on the Study Drug,

- deliver to Principal Investigator any new
material information related to the Study Drug,

- deliver Study Drug, produced according
to Good Manufacturing Practices (“GMP”), and
properly packed and marked,

deliver the
and properly

- if applicable,
Control/Concomitant  Drug(s),
packed an marked:;

- deliver to Principal Investigator, all
documentation necessary to carry out the Study.

§ 11 Pojisténi, odpovédnost a pojistné plnéni

1. Zadavatel zajisti a po celou dobu pribéhu
klinického hodnoceni bude udrZovat v plném
rozsahu platné pojiSténi v souladu s prisluSnymi
ustanovenimi zakont Ceské republiky.

2. Poskytovatel prohlasuje a zaruuje, Ze
ma uzaviené obcanské pojisténi odpovédnosti
vhodné k provadéni jeho zdravotnické Cinnosti v
rdmci  Kklinického hodnoceni a Ze pojistka a
zustane v platnosti po celou dobu klinického
hodnoceni (a po jeho ukonceni pro ucely kryti
veskerych narokd vyplyvajicich z klinického
hodnoceni v rozsahu, v jakém za né neodpovida
zadavatel). Poskytovatel poskytne na poZadani
kopii certifikatu o pojisténi.

8 11 Insurance, Liability and Indemnification

1. Sponsor shall secure and maintain in full
force and effect during the entire duration of the
Study insurance in accordance with applicable
provisions of Czech Republic laws.

2. The Institution shall secure and maintain
in full force and effect during the entire duration
of the Study (and following termination of the
Study to cover any claims arising from the Study
to the extent, in which the sponsor isn’t liable. )
civil liability insurance of a subject performing
healthcare activity in amounts appropriate to the
conduct of such party’s business activities and
the services contemplated by the Study The
Institution shall provide a copy of the certificate
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3. Zadavatel odpovida za ztraty utrpéné ve
spojitosti s klinickym hodnocenim  podle
prislusnych zakonu statu.

4. Pokud néktera ze stran nesplni své
povinnosti podle této smlouvy, piipadné je
nesplni sprdvné, ostatni strany nejsou za toto
poruseni odpovédné v souladu se zakony statu.

5. Zadavatel nezodpovida za
neautorizované zaruky nebo tvrzeni ohledné
hodnoceného 1é¢iva ze strany poskytovatele nebo
jeho zastupct ¢i zaméstnanci a nijak se jich
netcastni.

6. Zajisténi  poskytovatele. Poskytovatel
odskodni, bude hgjit a zajisti zadavatele a jeho
pobocky, dcefiné subjekty, feditele, ufedniky,
zaméstnance, dodavatele, akcionafe, zastupce,
nastupce a nabyvatele (,zajisténé subjekty
zadavatele®) v piipadé jakychkoli naroku,
pozadavki, krokt, zalob, stihdni a Zzalobnich
narokd tfetich stran a vyslednych rozsudkd,
odpovédnosti, pokut, Skod, ztrat, ndklada a vyloh
(vCetné pitiméfenych poplatki za pravni
zastoupeni a soudnich vyloh; souhrnné
,»0dSkodnéni podle ¢lanku 11.6) zplisobenych
nebo udajné zpisobenych v celku ¢i z ¢asti (a)
nedbalym nebo vice zavinénym jednanim nebo
opominutim poskytovatele, hlavniho
zkouSejiciho, ¢lena tymu klinického hodnoceni
nebo jejich prisluSnych zaméstnancid, dodavatelt
¢i zastupcl; nebo (b) porusenim jakékoli
povinnosti  hlavniho  zkouSejiciho  nebo
poskytovatele podle této smlouvy, vcetné
naptiklad nedodrzeni ustanoveni oddilu 1.4; nebo
(c) neautorizovanych zaruk ohledné& hodnoceného
1éCiva  ze  strany  zajisténych  subjektl
poskytovatele.

7. XXXX
8. XXXX

9. XXXX.

of insurance if requested.

3. The Sponsor shall be liable for losses
inflicted in connection with the Study as per the
applicable Country Laws.

4. If any party fails to fulfill or improperly
fulfills its obligations under this Agreement, the
other Parties shall not be liable for such violation
in accordance with Country laws.

5. The Sponsor shall not be liable for and is
not a party to unauthorized warranties or
representations made by Institution or its agents
or employees relating to the Study Drug.

6. Institution Indemnity. Institution will
indemnify, defend and hold harmless Sponsor
and its affiliates, subsidiaries, directors, officers,
employees, contractors, stockholders, agents and
successors and assigns (“Sponsor Indemnitees™)
from and against any and all third-party claims,
demands, actions, suits, prosecutions and causes
of action and all resulting judgments, liabilities,
penalties, damages, losses, costs and expenses
(including reasonable attorneys' fees and court
costs)  (collectively, the “Section 11.6
Damages”) caused or alleged to have been
caused, in whole or in part, by (a) any negligent
or more culpable act or omission of Institution,
Principal Investigator, a member of the Study
Team or any of their respective employees,
contractors or agents; or (b) any breach of any of
the obligations of Principal Investigator or
Institution under this Agreement, including but
not limited to any failure to comply with Section
1.4; or (c) the making by any of the Institution
Indemnitees of any unauthorized warranty
concerning the Study Drug.

7. XXXX
8. XXXX
9. XXXX

§ 12 Finan¢ni ustanoveni

XXXX
XXXX
XXXX
XXXX
XXXX

aorwbdE

8 12 Financial provisions

XXXX
XXXX
XXXX
XXXX
XXXX

agrwdE
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6. XXXX.

6. XXXX
7. XXXX

7. XXXX
§ 13 Uchovavani zaznamu Kklinického
hodnoceni
Poskytovatel umoZni hlavnimu zkou3ejicimu

uchovavat veSkerou korespondenci s etickou
komisi, zadavatelem a spole¢nosti PPD a uchova
veskeré zaznamy zabezpecené a pod ochranou s
omezenym fyzickym i elektronickym pfistupem a
v kontrolovaném prostfedi  odpovidajicim
prislusnému typu udaji, v souladu s protokolem a
prislusnymi zékony a ptedpisy, véetné naptiklad
ICH GCP oddil 4.9.5 a pted znic¢enim kterychkoli
zaznami se obrati na spolecnost PPD a/nebo
zadavatele.

8 13 Retention of Study Records

Instituton shall allow and enable Principal
Investigator to retain all correspondence with the
Ethics Committee, Sponsor and PPD, as well as
retain all the Records in a safe and secure
manner, with physical and electronic access
restrictions and  environmental  controls
appropriate to the applicable data type, in
accordance with the Protocol and Applicable
Laws and Regulations, including but not limited
to, ICH GCP Section 4.9.5, and shall contact
PPD and/or Sponsor prior to the destruction of
any Records.

§ 14 Doba platnosti a ukonceni smlouvy

1. Tato smlouva vstupuje v platnost za
podminky, Ze klinické hodnoceni obdrZi kladné
vyjadieni od Statniho tstavu pro kontrolu 1é¢iv a
prislusnych etickych komisi.

2. Smlouva bude platnd po stanovené
Casové obdobi a bude pokracovat v plném
rozsahu (1) do data ukonceni Kklinického
hodnoceni, (2) dokud hlavni zkousSejici nepteda
vSechny formuldfe ECRF a dalsi dokumentaci
vyZadovanou podle protokolu spoleénosti PPD
a/nebo zadavateli, a (¢) dokud spole¢nost PPD
a/nebo zadavatel tyto formuldite ECRF a
dokumenty nepfijme (,,doba trvani“), pokud
nedojde k pred¢asnému ukonceni podle oddilu
14. Dobu trvani smlouvy lze prodlouZit po
vzajemné dohodé¢ stran.

3. Zadavatel smi dle svého vyhradniho
uvazeni predcasné¢ smlouvu ukonéit bez
pfedchoziho upozornéni z jakéhokoli divodu
vCetné zdravotnickych ¢i  administrativnich
divodd, i v ptipadé neuspokojivého postupu
naboru subjektd hodnoceni, ¢ v pripadé
nespravného  plnéni  smlouvy ze  strany
poskytovatele, hlavniho zkouSejiciho a/nebo
¢lenti tymu klinického hodnoceni.

4, Poskytovatel smi pieruSit registraci
subjektl hodnoceni v piipad¢ obav o bezpecnost
subjekt hodnoceni nebo stazeni povoleni ze
strany etické komise, FDA, SUKLu nebo jiného
regulacniho ufadu. V ptipadé takovéhoto

§ 14 Term and Termination

1. This Agreement shall enter into force
under the condition that the Study will obtain
positive opinion, issued by the State Institute for

Drug Control and the appropriate Ethics
Committee.
2. The Agreement shall be in effect for a

specific period of time, and shall continue in full
force until (1) the date of conclusion of the
Study, (2) Principal Investigator has submitted all
ECRFS and other documentation required by the
Protocol to PPD and/or Sponsor, and (c) PPD
and/or Sponsor has accepted all such ECRFs and
documents (“Term”), unless sooner terminated
pursuant to this Section 14. The Term of the
Agreement may be extended by mutual consent
of the Parties.

3. Sponsor may, in its sole discretion
terminate the Agreement without notice at any
time and for any reason, including medical or
administrative reasons, as well as in a case of
lack of satisfactory progress in recruitment of
Study Subjects or in a case of improper execution
of Agreement by Institution, Principal
Investigator and/or members of the Study Team.

4. Institution may discontinue enrolling
Study Subjects in the event of Study Subject
safety concerns or Ethics Committee/FDA,
SUKL or any other Regulatory Agency’s
withdrawal of approval. In the event of such a
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pferuSeni budou strany v  dobré vife
spolupracovat na dosazeni dohody ohledn¢ toho,
zda smi Klinické hodnoceni u poskytovatele
pokracovat.

5. Neprodlené¢ po obdrzeni oznameni o
ukonéeni  piestane  poskytovatel zapisovat
subjekty do klinického hodnoceni, do miry
pripustné z Iékaiského hlediska piestanou
provadét procedury na subjektech hodnoceni jiz
zahrnutych do protokolu a co nejvice zamezi
vzniku dal§ich nakladt a vydaji.

6. V ptipad¢ ukonéeni bude ¢astka splatna
podle této smlouvy omezena pomérné podle
skute¢né poskytnutych sluzeb podle protokolu,
jak je ur€eno v souladu s oddilem § 12 vySe a
prislusnym prohlasenim o dohodé. Veskeré
castky, na které poskytovatel podle této smlouvy
narok nema, ale byly jiz uhrazeny, je nutné
zadavateli bez vyZzadani vratit prostfednictvim
spole¢nosti PPD do tficeti (30) dnii od zavérecné

navstévy  feSitelského  centra  zastupcem
spolecnosti PPD.
7. Bez ohledu na jakékoli protikladné

ustanoveni této smlouvy plati, Ze pokud v
priabéhu trvani této smlouvy spole¢nost PPD
nebo zadavatel zjisti informace, které zpochybni
bezpecnost nebo Ucinnost hodnocené¢ho Iéciva,
nebo ve vhodnych pripadech
kontrolnich/soubéznych 1éCiv nebo v pfipadé, Ze
je hodnocené 1éc¢ivo schvaleno v prubchu
klinického hodnoceni ze strany FDA, SUKLu,
strany bud’ (a) v dobr¢é vife budou jednat o Gpravé
této smlouvy za ucelem (i) snizeni poctu
hodnocenych subjektli hodnoceni a/nebo (ii)
Upravy jiného relevantniho ustanoveni této
smlouvy, nebo (b) tuto smlouvu ukon¢i.

8. Po dokonceni klinického hodnoceni nebo
po jeho predéasném ukoneni poskytovatel
pfipravi zavéreCnou zpravu uvadéjici veskeré
relevantni informace o klinickém hodnoceni, jak
je uvedeno v protokolu, véetné veskerych dat a
vysledk klinického hodnoceni a ptedlozi ji
spolecnosti PPD a/nebo zadavateli a vrati veskeré
divérné informace spole¢nosti PPD a zadavatele,
jak jsou vymezeny v této smlouve, prisluSnému
vlastnikovi.

9. Po dokonceni klinického hodnoceni nebo
po jeho ptredcasném ukonceni bude vSechno
nepouzit¢ hodnocené [éCivo a ve vhodnych
pfipadech i1 kontrolni/soubézna 1é¢iva, slozky,
prostiedky a souvisejici materialy ke klinickému
hodnoceni dodané poskytovateli a/nebo hlavnimu

suspension, the Parties shall work in good faith to
agree as to whether the Study may continue at the
Institution.

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

6. In the event of termination, the sum
payable under this Agreement shall be limited to
prorated fees based on actual Services performed
pursuant to the Protocol as determined in
accordance with Section § 12 above and the
applicable Statement of Agreement. Any
amounts not due to the Institution pursuant to this
Agreement, but already paid, shall be returned to
Sponsor, through PPD, without demand within
thirty (30) days of the site close-out visit by PPD.

7. Notwithstanding anything herein to the
contrary, if during the Term of this Agreement,
information becomes available to PPD or
Sponsor which places the safety or efficacy of the
Study Drug or, if applicable, the
Control/Concomitant Drug(s) in doubt or if the
Study Drug is approved by FDA, SUKL during
the course of the Study, the Parties shall (a)
negotiate, in good faith, a modification of this
Agreement to (i) reduce the number of Study
Subjects to be studied and/or (ii) modify any
other relevant provision of this Agreement or (b)
terminate this Agreement.

8. Upon completion of the Study or earlier
termination thereof, Institution shall prepare and
forward a final report containing all relevant
information for the Study as described in the
Protocol, including all data and Study results to
PPD and/or Sponsor, and shall return all PPD and
Sponsor Confidential Information, as defined
herein, to its respective owner.

9. Upon completion of the Study or early
termination thereof, all unused Study Drug and
Control/Concomitant Drug(s) if applicable,
compounds, devices and related Study materials
furnished to Institution and/or  Principal
Investigator by or on behalf of Sponsor or PPD
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zkouSejicimu  jménem  zadavatele  nebo
spolecnosti PPD vraceno nebo zni¢eno v souladu
s pokyny spole¢nosti PPD a/nebo zadavatele, a to
na naklady zadavatele. V piipadé, ze tato
smlouva bude z jakéhokoli duvodu ukoncéena
pfed  dokoncenim  klinického  hodnoceni,
zadavatel nema povinnost nadale dodavat
hodnocené 1é¢ivo ¢i ve vhodnych piipadech
kontrolni/soubézna 1é¢iva.

10. V piipadé, Ze je podle této smlouvy
ukonceno prohlaseni o dohod€¢, nebude mit
ukonceni jednotlivého prohlaSeni o dohod¢ vliv
na jina klinicka hodnoceni spadajici pod tuto
smlouvu, neuréi-li zadavatel jinak, a smlouva

bude pokracovat v plném rozsahu pro
neukoncena klinickd hodnoceni.
11. Tuto smlouvu miize ukoncit poskytovatel

oznamenim o ukonéeni v predstihu tficeti (30)
dnti pro zavazné poruSeni zadavatelem, pokud
toto poruSeni neni napraveno Vv uvedeném
30dennim obdobi.

shall be returned or destroyed in accordance with
PPD’s and/or Sponsor’s instructions at Sponsor’s
expense. In the event that this Agreement is
terminated prior to completion of the Study, for
any reason, Sponsor will be under no obligation
to provide a continued supply of the Study Drug

or, if applicable, the Control/Concomitant
Drug(s).
10. In the event that an individual Statement

of Agreement is terminated under this
Agreement, unless otherwise specified by the
Sponsor, the individual Study Agreement
termination shall have no effect on the other
Studies that fall under this Agreement, and the
Agreement shall continue in full force and effect
with regard to the non-terminated Studies.

11. This Agreement may be terminated by
Institution upon thirty (30) days’ prior written
notice of termination for material breach by
Sponsor, if said breach is not cured within said
30-day period.

§ 15 Publicita

Poskytovatel, hlavni zkou$ejici, ¢len studijniho
tymu se zavazuji, Ze nepouziji vyslovné nebo
implicitné jméno zadavatele nebo jeho zastupce
ani jeho zkratku v souvislosti s klinickym
hodnocenim nebo jeho vysledky v jakychkoli
tiskovych zprévach, reklaméch nebo jinych
obdobnych publikacich; Zavazuje se také, ze
nezvefejnéni jakékoli podminky této Smlouvy
jakékoli treti strané nebo se jinym zplsobem
nezapoji do rozhovorli nebo jinych kontaktd s
médii, véetné, ale nejen novin, rozhlasu, televize
a internetu, vsouvislosti s  Kklinickym
hodnocenim, hodnocenym IéCivem, vynalezy
nebo studijnimi tdaji bez pfedchoziho pisemného
souhlasu zadavatele. Poskytovatel a hlavni
zkousejici souhlasi s tim, Zze zadavatel zvefejni
tuto smlouvu a pouZije jména poskytovatele a
hlavniho zkouSejiciho v ramci regulacnich
podani a vsouladu s piipadnymi pozadavky
lokalni legislativy; zarovein souhlasi stim, Ze
zadavateli umozni pouzit jméno poskytovatele a
kontaktni informace s tim souvisejici jako
soucast seznamu center klinickych hodnoceni
zadavatele; zadavatel muze distribuovat nebo
zvefejnit tento seznam, kdykoliv to bude
povaZovat za vhodné pro provozovani svého
podnikani, vcetn¢, ale nejen na clinicaltrials.gov
nebo webovych strankach specifickych pro toto
klinické hodnoceni. Kromé¢ toho bude mit
zadavatel prdvo jmenovat poskytovatele a

§ 15 Publicity

None of Institution, Principal Investigator or the
Study Team will use the name of Sponsor or its
agents, or any abbreviation thereof, expressly or
by implication, in connection with the Study or
its results in any news, publicity release,
advertisement or other similar public disclosure,
or disclose any of the terms and conditions of this
Agreement to any third party, or otherwise
engage in interviews or other contacts with the
media, including but not limited to newspapers,
radio, television and the Internet, related to the
Study, the Study Drug, Inventions or Study data,
without Sponsor’s  prior written  consent.
Institution and Principal Investigator consent to
Sponsor’s disclosure of this Agreement and the
use of the name of Institution and Principal
Investigator as part of regulatory submissions and
as may be otherwise required by Applicable
Laws and Regulations and to Sponsor’s use of
the name of Institution and contact information
associated therewith as part of a list of Sponsor’s
clinical trial sites, and Sponsor may distribute or
publish that list as it deems appropriate for the
operation of its business including but not limited
to clinicaltrials.gov or a web site specific to this
Study. In addition, Sponsor will have the right to
name Institution and Principal Investigator as
participants in the Study in press releases or
similar public statements made by Sponsor.
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hlavniho  zkouSejiciho  jakozto  ucastniky
klinického hodnoceni v tiskovych zpravach nebo
podobnych vetejnych prohlasenich provadénych
zadavatelem

§ 16 Ustanoveni o setrvani v platnosti

Ustanoveni 85, §6, §7, 88, §9, 8§11, §12,
§ 14, 8§15, 8 17 a § 18 setrvavaji v platnosti i po
ukonceni nebo vyprseni této smlouvy bez ohledu
na davod.

8§ 16 Survival provisions

Provisions of §5,86,87,88,89,811,812, 8
14, 8 15, § 17 and § 18 shall survive the
termination or expiration of this Agreement for
whatever reason.

§ 17 Rizné

1. Tato smlouva spole¢né se viemi
prilohami, dodatky a dals$imi dokumenty
plnénymi podle ni piedstavuje celou dohodu
mezi stranami a nahrazuje veskeré ptedchozi
pisemné, Gstni ¢i jiné dohody.

2. Poskytovatel nemilze tuto smlouvu
postoupit ani pievést v celku ani z ¢asti bez
ptedchoziho pisemného schvéleni zadavatele.
Pokud se poskytovatel ¢i hlavni zkousejici pokusi
bez pisemného souhlasu zadavatele smlouvu
postoupit ¢i prevést, operace bude neplatna.
Zadavatel mulze postoupit tuto smlouvu
dcefinému subjektu nebo v souvislosti s fuzi,
konsolidaci, prodejem  nebo  prevodem
hodnoceného 1éCiva, kterého se tato smlouva
tyka, ptripadné vSechna nebo téméf vSechna
aktiva zadavatele bez souhlasu poskytovatele.

3. Jakékoli oznadmeni pozadované i
povolené podle této smlouvy kteroukoli ze stran
bude vyhotoveno pisemné a bude povazovano za
dorucené ke dni obdrzeni, pokud bude doruceno
osobné, uznavanou nocni kuryrni sluzbou nebo
faxem, piipadné pét (5) dnti po datu vyznaceném
postovnim razitkem, pokud bude zaslano
doporu¢ené nebo jako cenné psani s doruc¢enkou
a pfredplacenym posStovnym na dale uvedenou
adresu:

8 17 Miscellaneous

1. This Agreement together with any and all
exhibits, schedules or other documents executed
herewith, constitutes the entire agreement
between the Parties and supersedes all prior
agreements, whether written, oral or otherwise.

2. This Agreement may not be assigned or
transferred by Institution in whole or in part
without the prior written consent of Sponsor. Any
attempted assignment or transfer by Institution or
Principal Investigator without the written consent
of Sponsor will be void. Sponsor may assign this
Agreement to an affiliated company or in
connection with the merger, consolidation, sale
or transfer of the Study Drug to which this
Agreement relates or all or substantially all of
Sponsor’s assets without Institution’s consent.

3. Any notice required or permitted to be
given hereunder by either party hereto shall be in
writing and shall be deemed given on the date
received if delivered personally, by recognized
overnight courier, or by facsimile, or five (5)
days after the date postmarked if sent by
registered or certified mail, return receipt
requested postage prepaid, to the following
address:

V ptipadé poskytovatele:
Nemocnice Na Bulovce
Budinova 67/2

180 81 Praha 8

Ceska republika

Telefon XXXX

K rukam: XXXX

V piipad¢é zadavatele:
The Medicines Company
8 Sylvan Way
Parsippany, NJ 07054
USA

A If to Institution:
Nemocnice Na Bulovce
Budinova 67/2

180 81 Praha 8

Czech republic
Telephone: XXXX
Attn.:  XXXX

If to Sponsor:

The Medicines Company
8 Sylvan Way
Parsippany, NJ 07054
USA
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Telefon: 973-290-6171
K rukdm: Jenna Bisch

S kopii:

Hlavni pravni poradce
The Medicines Company
8 Sylvan Way
Parsippany, NJ 07054
USA

S kopii:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401

USA

Telephone: 973-290-6171
Attn.: Jenna Bisch

With a copy to:

General Counsel

The Medicines Company
8 Sylvan Way
Parsippany, NJ 07054
USA

With a copy to:

PPD Investigator Services LLC
929 North Front St
Wilmington, NC 28401

USA

4. Strany berou na védomi a souhlasi, ze verze
této smlouvy, ktera je uvedena v priloze B
»omlouva o Kklinickém hodnoceni k publikaci v
registru smluv* je verze, kterd bude publikovéana
v registru smluv podle zakona 340/2015 sb., ve
které byly znelitelnény casti, které strany
povaZuji za obchodni tajemstvi. Strany dale
souhlasi s tim, Ze publikaci smlouvy v registru
smluv zajisti poskytovatel. Poskytovatel nebude
provadét registraci subjekti do klinického
hodnoceni pred publikaci této smlouvy v registru
smluv. V pripad¢, ze zadavatel nebo spole¢nost
PPD neobdrZeli potvrzeni o publikaci smlouvy
do sedmi (7) pracovnich dnd od data posledniho
podpisu, smi zadavatel nebo spolecnost PPD
provést nezbytné kroky za ucelem publikace
smlouvy.

4. The Parties acknowledge and agree that the
version of this Agreement that appears in Exhibit
B “Clinical Trial Agreement for Publication in
the Register of Contracts” is the version that shall
be published in the Register of Contracts in
accordance with Act 340/2015 Coll., in which the
parties made obscure those parts, that were
deemed business secret. The Parties further agree
that publication of the Agreement in the Register
of Contracts shall be done by the Institution.
Institution shall not enroll any Study Subjects in
the Study prior to publishing this Agreement in
the Register of Contracts. In the event that
Sponsor or PPD has not received confirmation
about publication of the Agreement within seven
(7) business days from the date of the last
signature, Sponsor or PPD shall be entitled to
take the necessary steps to publish the
Agreement.

§ 18 Rozhodné pravo

1. Ve vécech, které tato smlouva
neupravuje, se uplatni zdkony Ceské republiky.

2. Spory, které mohou vyvstat ve spojitosti
s touto smlouvou podléhaji jurisdikci mistné
pfislusného soudu v misté sidla poskytovatele
nebo hlavniho mésta Prahy.

3. V piipad€ nesrovnalosti nebo konfliktli mezi

§ 18 Applicable law

1. In matters not regulated by this
Agreement, the laws of Czech Republic shall be
applied.

2. Any dispute, which may arise out in
connection with this Agreement, shall be subject
to jurisdiction of the appropriate Court for the
seat of Institution or capital city of Prague.

3. In the case of any discrepancy between the

Ceskou a anglickou verzi smlouvy je rozhodujici | Czech and the English versions of the
Ceska verze. Agreement, the Czech version shall prevail.

§ 19 Ustanoveni o vylouceni 8 19 Debarment provisions

1. Poskytovatel bere na védomi a potvrzuje, | 1. The Institution represents and certify that

7ze on sam i jeho zameéstnanci ¢i jiné osoby
vybrané k poskytnuti sluzeb podle této smlouvy
splnuji nasledujici podminky: (i) nebyli a v
soucasn¢ dobé nejsou vylouceni podle zakona o

it and its employees or any other person retained
by it/him/her to perform the Services pursuant to
this Agreement: (i) have not been and are not
presently debarred pursuant to the Generic Drug
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1é¢ivech GDEA z roku 1992 ve znéni pozd¢jsich
predpist (21 U.S.C. § 301 a néasl.) nebo jinych
zakonl ¢i predpistt vztahujicich se na klinické
hodnoceni; (ii) nebyli a v soucasné dobé nejsou
vySetfovani ze strany FDA ¢i jiného regula¢niho
ufadu ve véci vylouCeni; (iii) neni pro né
naplanovano diskvalifika¢ni Fizeni, ani nebyli
diskvalifikovani ze strany FDA ¢i  jiného
regulacniho ufadu (iv) nedopustili se zadného
jednani, které by mohlo vést k n€které¢ z vyse
uvedenych akci diskvalifikace nebo vylouceni.

2. Poskytovatel souhlasi s tim, Ze
neprodlené uvédomi spole¢nost PPD a zadavatele

Enforcement Act of 1992, as amended (21 U.S.C.
8301 et. Seq.) or any other laws and regulations
applicable to the Study; (ii) have not been and are
not presently under investigation by the FDA or
any other Regulatory Agency for debarment
action or, (iii) do not have a disqualification
hearing pending or has been disqualified by the
FDA or any other Regulatory Agency, and (iv)
have not engaged in any conduct or activity
which could lead to any of the above mentioned
disqualification or debarment actions.

2. Institution agrees that it will promptly
notify PPD and Sponsor in the event of any such

v pripadé¢ takovéhoto vylouceni, odsouzeni, | debarment, conviction, threat or indictment.
hrozby nebo incidentu.

§ 20 Etické jednani § 20 Ethical conduct

1. Poskytovatel se zavazuje, ze pifimo ani | 1. Institution shall not, directly or indirectly

nepfimo prostiednictvim tieti strany nikomu
neda, nenabidne ani neslibi Zadnou platbu, dar
nebo jinou hodnotnou véc za Ucelem
neopravnéné tyto osoby ovlivnit nebo jinak
napomoci poskytovateli, spole¢nosti PPD nebo
zadavateli ziskat neopravnénou vyhodu.

2. Poskytovatel se zavazuje, piimo ani
nepiimo prostiednictvim tfeti strany od nikoho
nepfijme, nebude souhlasit s  pfijetim,
nepievezme ani si nevyzada zadnou platbu, dar
nebo jinou hodnotnou véc nabidnutou nebo
darovanou jako odménu nebo s cilem
neopravnéné ovlivnit poskytovatele, spolecnost
PPD nebo zadavatele.

through any third party, give, offer or promise
any payment, gift or other thing of value to any
person in order to improperly influence them or
otherwise assist Principal Investigator, PPD or
the Sponsor in obtaining an improper advantage.

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

§ 21 Vyhotoveni smlouvy

Smlouva byla pfipravena v péti (5) totoZznych
vyhotovenich v cestiné a v anglicting, z nichz
kazdé plati za original; dvé (2) vyhotoveni pro
poskytovatele a tfi (3) pro spole¢nost PPD a
zadavatele.

§ 21 Agreement counterparts

Agreement has been prepared in five (5) identical
counterparts in Czech and English, each of which
shall be deemed an original; two (2) counterpart
for Institution and three (3) for PPD and Sponsor.

Jakoukoli zménu smluvy je mozné provést pouze
na zakladé pisemného ¢islovaného dodatku.

Tato plocha je ponechina zimérné prazdna;
podpisy stran jsou uvedeny na dalSi strané.

Any alteration of this agreement is possible only
by written, numbered amendment.

This space has been intentionally left blank;
the signatures of the Parties are on the
following page.
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Na dikaz svého souhlasu s touto smlouvou strany nize pfipojily své podpisy./ In witness of their
consent to this Agreement, the Parties have signed below

Spole¢nost PPD jménem zadavatele/ PPD on behalf of Sponsor

Podpis/By: XXXX

Jméno/Name: XXXX
Funkce/Title:  XXXX

Datum/Date; XXXX

Poskytovatel/Institution

Podpis/By: _XXXX

Jméno/Name: XXXX
Funkce/Title:  XXXX

Datum/Date; XXXX
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PRILOHA A
Vzorové prohlaSeni o dohodé:

EXHIBIT A
Sample Statement of Agreement

Toto prohlaseni o dohodé podléha podminkam
smlouvy mezi spolecnosti The Medicines
Company se sidlem na adrese 8 Sylvan Way,
Parsippany, New Jersey, 07054, USA
(,zadavatel*), kterou zastupuje spole¢nost PPD
Investigator Services LLC. Se sidlem na adrese
929 North Front St, Wilmington, NC 28401,
USA (,,PPD") zastoupena PPD Czech Republic,
s.r.o. se sidlem Antala Staska 2027/79, 140 00
Praha 4, Ceska republika, zastoupena MUDr.
Darinou Hrdli¢kovou (,,PPD*) pro téely podpisu
této smlouvy jménem zadavatele a Nemocnice
Na Bulovce, se sidlem Budinova 67/2, 180 81,
Praha 8, Ceska republika, (,poskytovatel”) s
platnosti ode dne zvetejnéni v registru smluv
(,,smlouva“) a bude do této smlouvy zahrnuto
jako piiloha A. Strany souhlasi, Ze podminky
stanovené ve smlouvé budou platit pro provadéni
klinického hodnoceni definovaného nize, s
vyjimkou zde uvedenych vyslovnych Uprav.

This Statement of Agreement is subject to the
terms and conditions of the Agreement by and
between The Medicines Company, having its
principal place of business at 8 Sylvan Way,
Parsippany, New Jersey, 07054, United States of
America (“Sponsor”), represented by PPD
Investigator Services LLC., with its registered
address at 929 North Front St, Wilmington, NC
28401, USA (“PPD”) represented by PPD Czech
Republic, s.r.o. with its registered address at
Antala StaSka 2027/79, 140 00 Praha 4, Czech
Republic, represented by MUDr. Darinou
Hrdlickovou (“PPD”) for the purposes of signing
this Agreement on behalf of Sponsor and
Nemocnice Na Bulovce, with a place of business
at Budinova 67/2, 180 81, Praha 8, Czech
Republic (“Institution™), effective on the date of
the publication in the Contract Registry (the
“Agreement”), and shall be attached to and
incorporated into such Agreement as Exhibit A.
The Parties agree that the terms and conditions
provided under the Agreement shall apply to the
performance of the Study defined below, except
as expressly modified herein.

Podle oddilu § 1.5 smlouvy strany souhlasi s tim,
ze sepiSou toto prohlaseni o dohodé pro ucely
vymezeni konkrétnich termin souvisejicich s
provadénim konkrétniho klinického hodnoceni
definovaného nize:

Pursuant to Section §1.5 of the Agreement, the
Parties agree to execute this Statement of
Agreement for the purpose of setting forth the
specific terms in regards to conducting a certain
Study defined hereunder:

Cislo protokolu: XXX

Protocol Number: XXX

Nazev klinického hodnoceni: XXX

Title of Study: XXX

Nazev hodnoceného léciva: XXX

Name of Study Drug: XXX

Hlavni zkousejici: XXX

Principal Investigator: XXX

Rozpis plateb: pifipojen k této smlouvé jako
priloha A — dopln¢k A

Klinické hodnoceni bude provedeno na zakladé
povoleni Statniho ustavu pro kontrolu 1éciv,
vydaného dne pod Cj. e , souhlasu
Multicentrické etické komise

vydaného dne ........... , pod CJ. eereennns a
souhlasu Etické komise poskytovatele vydaneho
dne ........... ,pod C.j. cevrerinnns , které tvori prilohu
..., Gl a C. .... tohoto prohlaseni o dohode¢.

Budget and Payment Schedule: attached hereto as
Exhibit A - Appendix A

The Study will be carried out in accordance with
authorization by State institute for drug control,
issued.....under the no...... approval  of
Multicentric ethical comitee.....issued.....under
the no....and approval of Ethics comitee of
Institution issued...under the no....., which form
the exhibit no.....of this declaration.
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Zahajeni naboru  subjektd  hodnoceni je
naplanovano na XXX; dokonceni celého
klinického hodnoceni se odhaduje na XXX.

Kopie pojistné smlouvy tvofi prilohu B této
smlouvy.

Kontakt na hlavniho zkousejiciho:
XXX

Nemocnice Na Bulovce
Budinova 67/2

180 81 Praha 8

Ceska republika

Telefon: XXX

Tato plocha je ponechdna zamémé prazdna;
podpisy stran jsou uvedeny na dalsi strané.

Study Subject recruitment is scheduled to start in
XXX; the entire Study is estimated to be
completed by XXX.

Insurance contract copy forms exhibit B of this
Agreement.

Principal Investigator contact information:
XXX

Nemocnice Na Bulovce

Budinova 67/2

180 81 Praha 8

Czech Republic
Telephone: XXX

This space has been intentionally left blank; the
signatures of the Parties are on the following

page.
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NA STVRZENI CEHOZ, strany této smlouvy | IN WITNESS WHEREOF, the Parties hereto
podepsaly toto prohlaseni o dohod¢, které nabude | have caused this Statement of Agreement to be
ucinnosti k datu posledniho podpisu. executed as of the date of the last signature.

Spole¢nost PPD jménem zadavatele/ PPD on behalf of Sponsor

Podpis/By: XXX
Jméno/NameX XX
Funkce/Title: XXX

Datum/Date; XXX

Poskytovatel/Institution

Podpis/By: XXX
Jméno/Name: XXX
Funkce/Title: XXX

Datum/Date: _ XXX
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PPD Confidential Information / Davé&né informace PPD

Priloha Al - doplnék A1l
Rozpis plateb

Exhibit A1 — Appendix Al
Budget and Payment Schedule

Rozpocet
Odhadovand platba za klinické hodnoceni:

Budget
Estimated amount payable to the Institution:

130.072,- K&

CZK 130.072.-

Page 1 of 1



	Nemocnice na Bulovce.pdf
	1 Payee or Investigator Details
	2 VAT / Tax Withholding Details
	2.1 VAT / Sales Tax
	2.2 Tax Withholding

	3 Payment Method required
	4 Bank Details
	5 Declaration




