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Clinical Trial Agreement

Smlouva o klinickém hodnoceni

This Agreement is made by and between

Tuto smlouvu uzavira

@ Covance Inc., a company located at 206
Carnegie Center, Princeton, New Jersey, 08450,
USA Tax No.. | and its affiliates
(“Covance”) acting for and on behalf of
VenatoRx Pharmaceuticals Inc., located at 30

@ Covance Inc., spolecnost se sidlem 206
Carnegie Center, Princeton, New Jersey, 08450,
USA, IC: I : jcji pridruzené
spoleCnosti  (,,Covance®) jednajici jménem
spole¢nosti VenatoRx Pharmaceuticals Inc. se

whose principal place of business is Gen. R.
Tesarika 80, 261 01 Pribram I, Czech Republic
(“Institution”); and

Spring Mildrive, Malvern PA,19355, US | sidlem 30 Spring Mildrive, Malvern PA,19355,
(“Sponsor”); and USA (dale jako ,,Zadavatel*); a
2 Oblastni nemocnice P#ibram, as., | (2) Oblastni nemocnice Pfibram, a.s.,

nemocnice Stiedofeského kraje se sidlem na
adrese Gen. R. Tesarika 80, 261 01 Piibram I,

)

residing at
,  Czech  Republic

(“Investigator”),

Ceska republika (dale jako ,,Zdravotnické
zarizeni“); a
3) , bytem

, Ceska republika (dale
jako ,,ZkouSejici 1ékar),

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

(kazda ze stran dale jako ,,Strama* a spolecné
jako ,,Strany*).

Background

Preambule

A The Sponsor intends to conduct the Study
(as defined below) and has retained Covance
(under a separate agreement) to act on behalf of
the Sponsor and provide certain Study-related
services as delegated by the Sponsor, including
entering into clinical trial agreements with sites
participating in the Study.

A. Zadavatel  zamysli  provést  studii
(definovanou nize) anajal spole¢nost Covance
(v samostatné smlouve), aby jednala jménem
zadavatele a poskytovala urcité sluzby souvisejici
se studii, které na ni delegoval zadavatel, vCetné
uzavieni smluv o klinickém  hodnoceni
S pracovisti, ktera se iicastni studie.

B. The Institution and Investigator have
both expressed their interest in participating in
the Study conducted under the Protocol (as
defined below). The Institution is willing to
provide the servicesand facilities required for the
proper conduct of the Study and the Investigator
with her/his study team is willing to conduct the
Study at the Study Site (as defined below) subject
to the terms and conditions of this Agreement.

B. Zdravotnické zafizeni i zkouSejici lekat
vyjadiili zdjem podilet se na studii provadéné
podle protokolu (definovaného nize).
Zdravotnické zafizeni je ochotno poskytnout
sluzby,a zafizeni  pozadované  pro  fadné
provedeni studie a zkouSejici 1ékaif se svym
studijnim tymem je ochoten provadét studii na
studijnim pracovisti (definovaném nize) za
podminek této smlouvy.
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IT IS AGREED AS FOLLOWS:

STRANY SE DOHODLY NASLEDOVNE:

1 DEFINITIONS

1 DEFINICE

1.1 In this Agreement, unless the context
otherwise requires, the following words and
expressions shall have the following meanings:

1.1 Pokud zkontextu nevyplyva jinak,
nasledujici slova avyrazy budou mit v této
smlouvé nasledujici vyznamy:

“Adverse Event” means any untoward medical
occurrence in a Study Subject to whom the Study
Drug (or the relevant placebo or control Study
Drug) has been administered that may or may not
have a causal relationship with the treatment.

»NeZadouci prihoda‘“ znamena vyskyt nezadouci
zdravotni ptihody u subjektu hodnoceni, kterému
byl podan hodnoceny ptipravek (nebo ptislusné
placebo nebo kontrolni hodnoceny ptipravek), jez
mize nebo nemusi mit pfi¢innou souvislost
S 1écbou.

“Anti-Corruption Laws” means any anti-bribery
and anti-corruption laws, rules, regulations (each
as amended from time to time) including any
civil, penal, administrative or other anti-
corruption laws in the Czech Republic, the
United States Anti-Kickback Law, United States
Foreign Corrupt Practices Act, the UK Bribery
Act 2010 and the OECD Convention Against the
Bribery of Foreign Government Officials in
International Business Transactions, together
with any applicable implementing legislation.

»Protikorupéni zakony“ znamenaji jakékoliv
protiuplatkarské a protikorup¢ni zakony,
pravidla, ptedpisy (v aktualnim znéni) vcetné
obCanského a trestniho prava, administrativnich
nebo protikorupénich zakonii v Ceské republice,
amerického zdkona o nezakonnych provizich
(Anti-Kickback Law), amerického zakona
0 zahranic¢nich korup¢nich praktikach (Foreign
Corrupt Practices Act), britského protikorup¢niho
zékona (Bribery Act) zroku 2010 aumluvy
OECD o0boji proti podplaceni zahrani¢nich
vetejnych Ciniteld v mezinarodnich
podnikatelskych transakcich, vcetné platnych
provadécich piedpist.

“Case Report Form” or “CRF” means a printed,
optical, or electronic document designed to record
all of the Protocol-required information to be
reported to the Sponsor on each Study Subject. A
certified copy may be required; this is a paper or
electronic copy of the original record that has been
verified (e.g. by a dated signature) or has been
generated through a validated process to produce
an exact copy having all of the same attributes and
information as the original.

»Zaznam subjektu hodnoceni neboli ,,CRF*
znamena tiStény, opticky nebo elektronicky
dokument, do né&jz se zaznamenavaji vSechny
informace vyzadované protokolem, které budou
hlaseny zadavateli pro kazdy subjekt hodnoceni.
Muze byt vyzadovana ovétend kopie, tzn. tiSténa
nebo elektronicka kopie piivodniho zaznamu, ktera
byla ovéfena (napf. datovanym podpisem) nebo
byla vytvofena validovanym postupem pro
vytvofeni presné kopie se vSemi stejnymi atributy
a informacemi jako original.

1.2 “Confidential Information” means: (i)
the terms of this Agreement; (ii) the Sponsor
Materials; (iii) any pre-clinical and clinical data;
(iv) information contained in any regulatory
filing with the US Food and Drug Administration
and/or other Regulatory Authorities; (v) trade
secrets, know-how and any other confidential or

1.2 ,,Duvérné informace* znamenaji:
(i) podminky  této  smlouvy; (ii) materialy
zadavatele; (iii) jakékoliv piedklinické a klinické
udaje; (iv) informace uvedené v jakémkoliv
ufednim podani predkladaném americkému
Utadu pro kontrolu potravin a 1é¢iv (Food and
Drug Administration) a/nebo jinym regulacnim
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proprietary information relating to the Sponsor
Materials; (vi) the Protocol; (vii) business,
employee, Study Subject or customer information
or data; (viii) the Results; (ix) information
described in Section 9.1(a); and (x) any other
information disclosed or made available (in each
case whether directly or indirectly and whether in
writing, electronic, oral or visually or in any other
medium) disclosed to, communicated to, learned
of or is otherwise acquired or developed by the
Institution or Investigator under this Agreement.

ufadtim; (v) obchodni tajemstvi, know-how a jiné
davérné nebo chranéné informace vztahujici se

k materialim zadavatele; (vi) protokol,
(vii) informace  nebo  udaje  obchodniho
charakteru, 0 zameéstnancich, subjektech
hodnoceni nebo zékaznicich; (viii) vysledky;

(ix) informace popsané v bodé 9.1(a);
a (x) jakékoliv  informace  pfedané  nebo
zpiistupnéné (at jiz pfimo mnebo nepiimo,
pisemné, elektronicky, ustné nebo vizualné nebo
na libovolném jiném médiu), predané, sdélené,
zjisténé nebo jinak ziskané nebo vyvinuté

zdravotnickym zafizenim nebo zkouSejicim
lékatem na zékladé této smlouvy.
“Evaluable Case” means a Study Subject who is | ,,Hodnotitelny prFipad“ znamena subjekt

eligible to participate in the Study according to
the inclusion and exclusion criteria specified by
the Protocol and who completes the full course of
therapy and the required number of visits
according to the Protocol.  This definition
includes Study Subjects withdrawn due to lack of
efficiency or due to the development of Adverse
Events considered to be related to the Study
Drug.

hodnoceni, ktery je zpisobily k ucasti ve studii
podle kritérii pro zatazeni a kritérii pro vylouceni
specifikovanych v protokolu a absolvuje
kompletni 1é¢bu a pozadovany pocet navstév
podle protokolu. Tato definice zahrnuje subjekty
hodnoceni, které¢ studii ptedasné ukonci
z diivodu neucinnosti nebo vyskytu nezadoucich
pfihod, unichz se predpoklada souvislost
s hodnocenym piipravkem.

“Force Majeure Event” means any force
majeure event as recognized by applicable law
and for the purposes of this Agreement, shall
include all circumstances or causes beyond the
reasonable control of a Party, including war,
threat of war or warlike conditions, blockade,
embargo, fire, explosion, lightning, storm,
drought, flood, earthquake or other natural
disaster, pandemic or epidemic, power failure,
acts of terrorism, riot, civil unrest, insurrection,

wZasah vyS§§i moci znamena jakykoliv pfipad
zasahu vys§i moci uznavany platnymi zakony
apro ucely této smlouvy zahrnuje vSechny
okolnosti nebo pfi¢iny mimo pfiméfenou
kontrolu smluvni strany, véetné valky, hrozby
valky nebo valeénych podminek, blokady,
embarga, pozaru, exploze, zasahu blesku, boufe,
sucha, zaplav, zemétfeseni nebo jiné piirodni
katastrofy, pandemie nebo epidemie, vypadku
dodavek elektrické energie, teroristickych cint,

acts or inactions of government or other | stavky, obéanskych nepokojl, povstani, postupl

international bodies or political subdivision. nebo necinnosti vlady nebo jinych mezinirodnich
organt nebo politického déleni.

“ICH-GCP” means the guidelines of the |, ICH-GCP*“ znamena smérnice Mezindrodni

International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for
Human Use (ICH) for Good Clinical Practice
(GCP).

rady pro harmonizaci technickych pozadavkt pro
humanni 1é¢ivé pripravky (International Council
for Harmonization, ICH) pro spravnou klinickou
praxi (Good Clinical Practice, GCP).

“IEC” means the independent research ethics

»NEK* znamena nezavislou vyzkumnou etickou

committee that is competent for the ethical | komisi, kterda je kompetentni K etickému
review of clinical trials in the Czech Republic | pfezkoumani klinickych hodnoceni v Ceské
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and can issue an opinion/approval thereon, and
whose responsibility is to ensure the protection of
the dignity, rights, safety and well-being of Study
Subjects involved in the Study including
reviewing, approving and providing continuing
review of the Protocol and amendments thereto,
and of the methods and material to be used in
obtaining and documenting the Informed
Consent.

republice a mize ke klinickému hodnoceni vydat
stanovisko/schvaleni, ajeji odpovédnosti je
zajistit ochranu ddstojnosti, prav, bezpec¢nosti
azdravi subjekti hodnoceni zapojenych do
studie, véetné prezkoumani, schvaleni
a zajisStovani pokracujici kontroly protokolu
ajeho dodatki ataké metod a materidla
pouzivanych pfi ziskdvani a dokumentovani
informovaného souhlasu.

“Informed Consent” means a decision by which a
Study Subject (or its legally authorized
representative) freely decides after having been
informed of the nature, purpose, significance,
duration, possible implications and risks of the
Study that are relevant to the Study Subject’s
participation in the Study, the right to withdraw
from the Study at any time, as well as the
processing of data (including all consents required
for the processing of Personal Information) to
participate in a Study. Informed Consent is
documented by means of a written, signed, and
dated informed consent form (“Informed Consent
Form”) as defined by the current ICH-GCP and
the relevant Regulatory Requirements.

,Informovany souhlas“ znamend rozhodnuti,
kterym se subjekt hodnoceni (nebo jeho zakonny
zastupce) svobodné rozhodne ktcasti ve studii
poté, co byl informovan o povaze, ucelu, vyznamu,
trvani, moznych disledcich a rizicich studie, které
jsou relevantni pro ucast subjektu hodnoceni ve
studii, pravu kdykoliv pfedcasné ukoncit tCast ve
studii ataké o zpracovani Udaji (véetné vsech
potiebnych souhlasi se zpracovanim osobnich
informaci). Informovany souhlas je dokumentovan
pisemné na podepsaném a datovaném formulaii
informovaného souhlasu (dale jako ,,Formular
informovaného souhlasu®), jak je definovano
vaktudlni smémici ICH-GCP  a pfislusnych
regulacnich pozadavcich.

“Personal Information” means any information
or combination of information in any format that
identifies or is used or usable by or on behalf of
Covance or the Sponsor to identify an individual.

,Osobni udaje“ znamenaji veSkeré informace
nebo kombinaci informaci v libovolném formaétu,
které identifikuji jedince nebo jsou pouzivany
spole¢nosti Covance nebo jejim jménem nebo
zadavatelem k identifikovani jedince.

“Protocol” means the protocol with number
VNRX-5133-201 (and as amended from time to
time).

»Protokol“ znamena protokol s ¢islem VNRX-
5133-201 (v aktudlnim znéni).

“Regulatory Authority” means any
governmental or administrative body that has the
authority under applicable laws to regulate the
conduct of clinical trials in the Czech Republic.

»Regulaéni rad“ znamena jakykoliv vladni
nebo spravni organ, ktery ma podle platnych
zakonl pravomoc regulovat provadéni klinickych
hodnoceni v Ceské republice.

“Regulatory  Requirements” means  all
applicable national, regional and local laws, rules,
and regulations applicable on clinical trials,
pharmaceuticals and all other pertinent rules and
regulations applicable to the Study including: (i)
ICH-GCP, (ii) the Declaration of Helsinki and the
EC-GCP Note for Guidance (where applicable);
(iii) all laws and regulations in relation to data

»Regulaéni poZadavky“ znamenaji veskeré
platné narodni, regiondlni a mistni zékony,
pravidla a pfedpisy vztahujici se na klinicka
hodnoceni, 1é¢iva avSechna dalsi pravidla
a predpisy platné pro studii, véetné: (i) ICH-GCP;
(i) Helsinské deklarace apokynii ke smérmnici
Evropské komise pro spravnou klinickou praxi
(European Comission — Good Clinical Practice,
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protection/privacy of individuals and human
biological materials; (iv) the requirements and
guidelines of any relevant Regulatory Authority
and any IEC; and (v) any Anti-Corruption Laws.

EC-GCP) (vztahuje-li se); (iii) veskerych zakont
a predpist souvisejicich s ochranou
udajti/soukromi jednotlivcl a humannich
biologickych materialti; (iv) pozadavkl a pokynii
jakychkoliv relevantnich regulacnich ufadt a NEK;
a (v) veskerych protikorup¢nich zakond.

“Results” means: (i) all results, data, including
feasibility studies, Study Documents, analytical
results, photographs, conclusions, presentations,
reports, documents, templates and any other work
generated pursuant to this Agreement or Study;
and (ii) all inventions, discoveries, improvements
or developments (whether patentable or otherwise
protectable or not) copyrights and any other
intellectual property rights conceived, reduced to
practice or made by the Institution, Investigator
or any Study Staff (whether solely or jointly with
others) in the course of or as a result of the Study
and/or that are related to the Sponsor Materials or
the use thereof.

,Vysledky* znamenaji: (i) veSkeré vysledky,
udaje, vcetné studii proveditelnosti, dokumentt
ze studie, analytickych vysledkl, fotografii,
zaveérl, prezentaci, zprav, dokumentl, Sablon
a jakakoliv jind dila vytvofend na zakladé této
smlouvy nebo studie; a (ii) veSkeré vynalezy,
objevy, zlepSeni nebo vysledky vyvoje (at’ jiz je
patentovatelné nebo predmétem jiné ochrany ¢i
nikoliv) autorskych prav a jinych prav dusevniho
vlastnictvi koncipovanych, uvedenych do praxe
nebo vytvofenych zdravotnickym zafizenim,
zkousejicim lékafem nebo personalem studie (at
jiz samostatné nebo ve spolupraci s dal$imi)
v pribé¢hu nebo jako vysledek studie a/nebo
v souvislosti s materialy zadavatele nebo jejich
pouzitim.

“Serious Adverse Event” means all Adverse
Events which are defined as serious in
accordance with any applicable Sponsor
guidelines and/or procedures in the Protocol.

wZavazna neZadouci piihoda“ znamena veskeré
nezadouci piihody, které jsou definované jako
zavazné v souladu s platnymi pokyny zadavatele
a/nebo postupy v protokolu.

“Sponsor” means VenatoRx Pharmaceuticals
Inc., which takes responsibility for the initiation,
management and financing of the Study.

,Zadavatel“ znamena spole¢nost VenatoRx
Pharmaceuticals Inc., ktera zodpovida za
zahéjeni, fizeni a financovani studie.

“Sponsor Materials” means any equipment,
Study Drug, samples, compounds and/or any
other materials, specifications, documents or
information supplied to the Institution or the
Investigator by Covance, the Sponsor or a third
party on behalf of the Sponsor or procured by
Covance and paid by the Sponsor for the Study.
The Sponsor Materials shall remain the property
of the Sponsor and shall only be used for the
Study.

,Materialy zadavatele“ znamenaji jakékoliv

vybaveni, hodnoceny  pfipravek, vzorky,
slouceniny a/mebo jakékoliv jiné materialy,
specifikace, dokumenty  nebo informace
poskytnuté  zdravotnickému  zafizeni nebo
zkouSejicimu  1ékafi  spolecnosti  Covance,
zadavatelem nebo tfeti stranou jménem

zadavatele nebo obstarané spole¢nosti Covance
a zaplacené zadavatelem pro studii. Materialy
zadavatele zlGstanou majetkem zadavatele
a budou se pouzivat pouze pro studii.

“Study” means the clinical trial entitled ,,A Phase
3, Randomized, Double-blind, Active-Controlled
Noninferiority Study Evaluating the Efficacy,

HStudie® znamena klinické hodnoceni s nazvem
,Randomizovana, dvojit¢ zaslepena, ucCinnou
latkou kontrolovana studie faze III k prokazani

Safety, and Tolerability of | non-inferiority, vyhodnocujici ucinnost,
Template version date 07 Apr 17: Translated into Czech 30 Nov 2018.
VenatoRx version date 24 August 2018
Study version date 02 November 2018
Site version date: 16 December 2019 Page 5 of 50/ Strana 5 z 50

Unpublished Work Copyright Covance 2014. All Rights Reserved




Clinical Trial Agreement — 3 Way Inv/Inst/CVD
Protocol:
Country: Czech Republic
Pl Name:
Billcode:

ROW

Cefepime/VNRX-5133 in  Adults  with
Complicated Urinary Tract Infections, Including
Acute Pyelonephritis“ of the Study Drug as
described in detail in the Protocol.

bezpecnost a snasenlivost pripravku
Cefepime/VNRX-5133 u dospélych pacienti
s komplikovanymi infekcemi mocovych cest
vCetné akutni pyelonefritidy“ hodnoceného
ptipravku dle podrobného popisu v protokolu.

“Study Documents” means all records, accounts,

CRF, notes, reports, data and IEC’s and
Regulatory Authority’s communications
(submission, approval and progress reports)

collected or generated or used in connection with
the Study and/or Study Drug, whether in written,
electronic, oral or other form including all
recorded original observations and notations of
clinical activities and all other reports and records
necessary for the evaluation and reconstruction of
the Study.

,Dokumenty ze studie” znamenaji veskeré
zaznamy, vykazy, formuldte CRF, poznamky,
zpravy, udaje a komunikaci s NEK a regula¢nimi
ufady (ptfedlozeni, schvaleni a prub&zné zpravy)
ziskané, vytvofené nebo pouzivané v souvislosti
se studii a/nebo hodnocenym ptipravkem, at’ jiz
v pisemné, elektronické, Ustni nebo jiné formé,
véetn¢  vSech  zaznamenanych  puvodnich
pozorovani a zapisi z klinickych ¢innosti a vSech
ostatnich zprav azidznamli potiebnych pro
vyhodnoceni a rekonstrukci studie.

“Study Drug” means Cefepim/VNRX-5133,
which  falls  within  the  definition  of
‘investigational medicinal product’ as set out in
the applicable legislation on clinical trials in the
Czech Republic.

,Hodnoceny pripravek® znamena
Cefepim/VNRX-5133, ktery spliuje definici
,hodnoceného 1é¢ivého ptipravku®, jak je
vytyCena v platné legislativé o klinickych
hodnocenich v Ceské republice.

“Study Site” means the principal place of
business of the Institution or, if different, the
location where the Study shall be conducted,
which is Urologicke oddeleni (Department of
Urology) Oblastni nemocnice Pribram, a.s., Gen.
R. Tesarika 80, 261 01 Pribram I, Czech
Republic.

»Studijni pracovi§té“ znamena hlavni sidlo
zdravotnického zatizeni, nebo pokud je odlisné,
pak misto provadéni studie, coz je Urologické
oddéleni Oblastni nemocnice Pribram, a.s., Gen.
R. Tesaitka 80, 261 01 Piibram I, Ceska
republika.

“Study Staff” means personnel working on the
Study at the Study Site under the direction,
responsibility and supervision of the Investigator.

,Personal studie* znamena persondl pracujici na
studii na studijnim pracovisti pod vedenim, na
zodpovédnost apod dohledem zkousejiciho
1¢kare.

“Study Subject” means an individual who
participates in the Study, either as a recipient of
the Study Drug, placebo or as a control.

,»oubjekt hodnoceni znamena jedince, ktery se
ucastni studie bud’ jako pfijemce hodnoceného
ptipravku nebo placeba nebo jako kontrolni
subjekt.

13 Section and exhibit headings are inserted
for convenience only and do not affect the
construction or interpretation of this Agreement.

1.3 Nadpisy casti a ptiloh se pouZzivaji pouze
pro usnadnéni aneovliviuji vyklad nebo
interpretaci této smlouvy.

14 References to: (a) any gender includes all
genders; (b) words in the singular include the
plural and vice versa; (¢) the terms including,

14 Zminky: (a) jakéhokoliv pohlavi zahrnuji
vSechna pohlavi; (b)slov Vv jednotném d&isle
zahrnuji mnozné ¢islo a naopak; (c) vyrazi
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include, in particular, for example or any
similar expression shall be construed as
illustrative and shall not limit the sense of the
words preceding those terms; and (d) to a statute
or statutory provision is a reference to it as
amended, extended or re-enacted from time to
time and shall include all subordinate legislation
made from time to time under that statute or
statutory provision.

véetné, zahrnuje, zejména, napriklad nebo
jakéhokoliv podobného vyrazu budou vykladany
jako ilustrativni a nebudou omezovat vyznam
slov, kterd témto vyrazim ptedchdzeji;
a (d) zakona nebo ustanoveni zakona odkazuji na
jeho aktualn€ platné, rozsifené nebo znovu piijaté
znéni a zahrnuji veSkerou podiizenou legislativu
aktudlné pfijatou podle daného zakona nebo
zakonného ustanoveni.

15 In the event of a conflict between the
Protocol and this Agreement, the terms of the
Protocol shall prevail with respect to the
scientific, medical, technical and regulatory
guidelines used in the conduct of the Study. This
Agreement shall govern in all other instances.

15 V pfipadé¢ rozporu mezi protokolem
atouto smlouvou budou rozhodujici podminky
protokolu v otazkadch tykajicich se védy,
mediciny,  technického  provedeni  nebo
regulacnich pokynti, které se pouzivaji pfi
provadéni studie. Ve vSech ostatnich ptipadech
bude rozhodujici znéni smlouvy.

English language version. In case of discrepancy
between the two versions, the Czech language
version shall prevail.

1.6 The Exhibit(s) to this Agreement form | 1.6 Priloha/ptilohy  této smlouvy tvofi
part of (and are incorporated into) this | soudast této smlouvy (a jsou do ni zaclenény).
Agreement.

1.7 This Agreement is created in Czech and | 1.7 Tato Smlouva je vyhotovena v ¢eské a

anglické jazykové verzi. V ptipadé€ rozporu mezi
obéma verzemi je rozhodujici Ceskd jazykova
Vverze.

necessary approvals by the competent Regulatory
Authority and the positive opinion/approval from
the competent IEC have been obtained in
accordance with the Regulatory Requirements.

1.8 The estimated duration of the Study is | 1.8 Piedpokladana doba trvani klinického
from November 2019 to January 2021. hodnoceni je od listopadu 2019 do ledna 2021.

2 SCOPE OF THE AGREEMENT 2 ROZSAH SMLOUVY

2.1 The Study shall commence only after the | 2.1 Studie bude zahéjena teprve po ziskani

vSech potfebnych souhlasi kompetentnich
regulacnich uradu a souhlasného
stanoviska/schvaleni pfislusné NEK v souladu
s regula¢nimi poZzadavky.

2.2 The Parties agree that the Study shall be
conducted in compliance with this Agreement,
the Protocol and the Regulatory Requirements.

studie bude
smlouvou,

2.2 Strany se dohodly, Ze
provadéna  vsouladu s touto
protokolem a regula¢nimi pozadavky.

2.3 Provided that all Regulatory
Requirements are met and upon written notice to
the Institution and/or Investigator, Covance may
increase or decrease: (a) the number of Study
Subjects to be randomized by the Investigator; or
(b) the duration of the Study.

2.3 Za ptedpokladu, ze budou dodrZeny
vSechny regulacni pozadavky, apo pisemném
oznameni  zdravotnickému zafizeni a/nebo
zkouSejicimu 1ékafi mize spole¢nost Covance:
(a) zvysit nebo snizit poéet subjekti hodnoceni,
které  budou randomizovany  zkouSejicim
lékatem; nebo (b) prodlouzit ¢i zkratit dobu
trvani studie.
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Protocol:

Country: Czech Republic

Pl Name:

Billcode:
3 OBLIGATIONS OF THE |3 POVINNOSTI ZKOUSEJICIHO
INVESTIGATOR LEKARE
3.1 The Investigator shall at all times be | 3.1 Zkousejici 1ékat bude po celou dobu

responsible for the management, reporting,
direction and performance of the Study and
protection of Study Subjects at the Study Site in
accordance with this Agreement and the
Regulatory Requirements as well as for the
conduct, delegation and supervision of Study
duties to Study Staff.

odpovédny za vedeni, hlaSeni, fizeni a provadéni
studie a ochranu subjektti hodnoceni na studijnim
pracovisti v souladu s touto smlouvou
aregulacnimi pozadavky ataké za provadéni,
delegovani a dohled nad povinnostmi personalu
studie ve studii.

trained and fully qualified by education, training
and experience to assume responsibility of the
proper conduct of the Study at the Study Site as
required by the Regulatory Requirements;

3.2 The Investigator represents and warrants | 3.2 Zkousejici 1ékat prohlasuje a zaruCuje,
that: ze:
@) the Investigator and all Study Staff are | (a) zkousSejici 1ékaf a veskery personal studie

je vyskoleny a plné kvalifikovany diky vzdélani,
Skolenim a zkuSenostem tak, aby mohl pfijmout
odpovédnost za ftadné provadéni studie na
studijnim pracovisti, jak vyzaduji regulacni
pozadavky;

(b) the Investigator is a medical doctor as
defined in national law, or a person following a
profession which is recognised in the Czech
Republic concerned as qualifying for an
Investigator because of the necessary scientific
knowledge and experience in patient care;

(b) zkousejici je lékafem podle definice
narodnich zakonti nebo osobou v takové profesi,
ktera je uznavand v Ceské republice jako
kvalifikujici k pasobeni jako zkousejici lékat,
protoze ma potfebné  veédecké  znalosti
a zkuSenosti s péci o pacienty;

(©) neither the Investigator nor any Study
Staff have been found by any competent authority
to have violated any laws or regulations
concerning the conduct of clinical trials;

(©) zkousejici 1ékaf ani personal studie
neporusili podle jakéhokoliv kompetentniho
ufadu zakony nebo pravni predpisy tykajici se
provadéni klinickych hodnocenti;

(d) the Investigator has all the necessary
rights titles, interests and the authority to enter
into and perform the Study and comply with the

(d) zkousejici lékat ma vSechny potfebné
pravni naroky, zajmy a pravomoc vstoupit do této
studie, provadét ji a plnit povinnosti zkousejiciho

aware of that would or could for the duration of
the Study: (i) negatively impact on the proper and
safe performance of the Study; or (ii) create a
conflict of interest for the Institution or the
Investigator for the performance of the Study
(such as participation in another clinical trial);
and

Investigator’s obligations under this Agreement | lékafe podle této smlouvy a regulacnich
and Regulatory Requirements; pozadavki;
(e) there is nothing that the Investigator is | () zkousejici 1ékat si neni védom niéeho, co

by mélo nebo mohlo po dobu trvani studie:
(i) negativn€ ovlivnit fadné a bezpecné provadeéni
studie; nebo (ii) vytvofit stfet z4jmt pro
zdravotnické zafizeni nebo zkouSejiciho lé¢kare
pfi provadéni studie (napiiklad ucast v jiném
klinickém hodnoceni); a

Template version date 07 Apr 17: Translated into Czech 30 Nov 2018.
VenatoRx version date 24 August 2018
Study version date 02 November 2018

Site version date: 16 December 2019
Unpublished Work Copyright Covance 2014. All Rights Reserved

Page 8 of 50/ Strana 8 z 50




Clinical Trial Agreement — 3 Way Inv/Inst/CVD
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0] the Investigator fully understands the
Protocol, and all applicable documents including
the investigator brochure, subject information
leaflet and Informed Consent Form.

()] zkousejici 1ékaf plné chape protokol
avSechny platné dokumenty, vcetn¢ souboru
informaci pro zkouSejictho, informaci pro
pacienta a formulaie informovaného souhlasu;

3.3 The Investigator shall conduct the Study
in a professional manner using all due skill, care
and diligence and shall ensure compliance of the
Study at the Study Site with the provisions of: (a)
this Agreement; (b) the Protocol (as amended
from time to time); (c) the Regulatory
Requirements; (d) ICH-GCP; (e) any conditions
of approval for the Study from a Regulatory

3.3 Zkousejici 1ékat bude provadét studii
profesionalnim zplisobem za uplatnéni veSkerych
nalezitych dovednosti, péce a svédomitosti
a zajisti, Ze studijni pracovisté bude béhem studie
dodrzovat  ustanoveni:  (a)této  smlouvy;
(b) protokolu (ve znéni platnych dodatkd);
(c) regulaénich ~ pozadavku; (d) ICH-GCP;
(e) jakychkoliv podminek pro povoleni studie

Authority and/or IEC; and (f) any instructions of | regula¢nim ufadem a/nebo NEK;

the Sponsor or Covance. a (f) jakychkoliv ~ pokyni  zadavatele nebo
spole¢nosti Covance.

34 The Investigator shall ensure that: 34 Zkousejici 1ékar zajisti, ze:

@) the enrolment/recruitment of Study | (a) nabor/zatazeni subjektl hodnoceni bude

Subjects shall commence when all IEC and/or
Regulatory Authority approvals are in place, the
Study is recorded in any national register (if
applicable) and shall comply with the Protocol,
this  Agreement and the  Regulatory
Requirements;

zahédjen, az budou zajiSténa vSechna schvaleni
NEK a/nebo regulacniho tufadu, studie bude
zaregistrovana v narodnim registru (je-li tieba)
a bude spliovat protokol, tuto smlouvu a pravni
predpisy;

(b) Study Staff shall be appropriately trained
in the Regulatory Requirements, the Protocol and
any Study procedures as well as their respective

(b) personal studie bude fadné proskolen
sohledem na regulatni pozadavky, protokol
a ptipadné postupy ve studii a také jeho ptislusné

obligations and duties relating to the Study under | zavazky apovinnosti  tykajici se studie
this Agreement and Sponsor Materials (as | a materialtu zadavatele (vztahuje-li se);
applicable);

(c) access to and completion of all Study | (c) ke v8em dokumentiim ze studie bude mit
Documents is performed by authorized Study | pfistup abude je moci vyplhovat pouze
Staff only; opravnény personal studie;

(d) the only individuals to participate in the | (d) studie se budou jako subjekty hodnoceni
Study as Study Subjects shall, in the | acastnit pouze osoby, které podle nejlepsiho

Investigator’s best professional judgement, meet
the inclusion criteria for participation and
continued participation in the Study and are not
excluded for participation as defined in the
Protocol; and

odborného usudku zkousejiciho Iékate spliuji
kritéria pro zafazeni a pokracujici Gcast ve studii
anejsou vylouCeny zucasti, jak je definovano
v protokolu; a

(e) before a Study Subject begins | (e) pfed zahajenim své ucasti ve studii
participating in the Study, the Study Subject has | subjekt hodnoceni podepsal formulaf
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the Sponsor for future scientific

Regulatory Authority.

signed an Informed Consent Form approved by
Covance or the Sponsor, and that has been
approved by an IEC and/or Regulatory Authority
in compliance with all applicable Regulatory
Requirements consenting to: (i) their participation
in the Study; (ii) the use of the Study Subject’s
human biological samples and data collected
from the Study including the Study Subject’s
health and Personal Information, by Covance or
research
purposes and (iii) the examination of any
Personal Information of the Study Subject by any

informovaného souhlasu schvaleny spolecnosti
Covance nebo zadavatelem, ktery byl rovnéz
schvalen NEK a/nebo regulatnim ufadem
v souladu se vSemi platnymi pravnimi piedpisy
v némz souhlasil s nasledujicim: (i) svou ucasti
ve studii; (ii) pouzitim lidskych biologickych
vzorkil a Gdaji subjektu hodnoceni ziskanych ve
studii, vCetné zdravotnich a osobnich tdaju
subjektu hodnoceni, spole¢nosti Covance nebo
zadavatelem pro ucely budouciho védeckého
vyzkumu; a (iii) prezkoumanim osobnich
informaci  subjektu  hodnoceni  regula¢nim
uradem.

3.1, the Investigator shall:

35 Without limiting the generality of Section

3.5 Aniz by bylo omezeno obecné znéni
bodu 3.1, zkousejici 1ékai:

and directly accessible upon
Regulatory Authority;

request,

@) keep the Investigator site file, which shall
at all times contain the essential documents
relating to the Study and the Study Subjects,
allowing verification of the conduct of the Study
and the quality of the data generated, taking into
account all characteristics of the Study. The
Investigator site file shall be readily available to,
to a

@ bude uchovavat na pracovisti soubor
informaci zkousejiciho 1ékate, ktery bude po
celou dobu obsahovat zasadni dokumenty
souvisejici se studii asubjekty hodnoceni
umoznujici ovéfeni provadéni studie a kvality
generovanych udaji, s ptihlédnutim
Kk charakteristikim studie. Soubor informaci
zkousejiciho 1ékare na pracovisti bude snadno
dostupny a na vyzadani zpfistupnén regulacnimu
aradu;

expired;

(b) use his/her best efforts to screen and
randomise a sufficient number of Study Subjects
to provide at least JJ] Evaluable Cases before
I o further Study Subjects shall be
randomised after this date without the express
written consent of Covance and/or the Sponsor.
Any Study Subjects who do not meet the criteria
for Evaluable Cases shall be replaced, provided
that the enrolment/recruitment period has not

(b) vynalozi maximalni Gsili k provedeni
screeningu a randomizace dostatecného poctu
subjekt hodnoceni, aby byly zajistény alesponi l
hodnotitelné piipady do Po tomto
datu nebudou randomizovany Zzadné dalsi
subjekty hodnoceni bez vyslovného pisemného
souhlasu spole¢nosti Covance a/nebo zadavatele.
Subjekty studie nesplnujici kritéria
hodnotitelného ptipadu budou nahrazeny za
pfedpokladu, Ze faze naboru/zatazeni subjektl
hodnoceni stale trva;

otherwise ceases to participate in the Study;

(c) promptly notify Covance and the Sponsor
if any Study Subject withdraws from the Study or

© bezodkladné bude informovat spole¢nost
Covance a zadavatele, pokud nécktery subjekt
hodnoceni predcasné ukonci ucast nebo se jinak
piestane studie Gcastnit;

and trained Study Staff;

(d) during the entire period of the Study
document any delegations of duties for the
conduct of the Study to appropriately qualified

(d) béhem celého obdobi studie bude
dokumentovat  jakékoliv  delegovani ukold
nutnych pro provadéni studie na ftadné

kvalifikovany a Skoleny personal studie;
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(e) maintain adequate and accurate source | () bude udrzovat dostateCnou a piesnou
documents and Study Documents that include all | zdrojovou dokumentaci a dokumenty ze studie,
pertinent observations on each of the Study Site’s | které budou zahrnovat veSkera relevantni

Study Subjects. Source data should be legible,
accurate and complete;

pozorovani u kazdého subjektu hodnoceni na
studijnim pracovisti. Zdrojové udaje musi byt
Citelné, presné a Uplné;

0] not deviate from or modify and shall
ensure the Study Staff or persons to whom
Investigator’s duties have been delegated will not
deviate from or modify in any way the provisions
of the Protocol unless agreed in writing by

()] nebude se odchylovat Zadnym zpisobem
od ustanoveni protokolu ani je nebude nijak
upravovat a zajisti totéz od personalu studie nebo
osob, na néz byly delegovany povinnosti
zkousejiciho 1ékate, pokud nebylo jinak pisemné

Covance and/or Sponsor; dojednano se spoleénosti Covance a/nebo
zadavatelem;
(9) all data provided to the Sponsor in each | (g) veskeré udaje poskytnuté zadavateli

CRF and in any other reports or documentation
are correct, accurate, intelligible and submitted in
due time;

vkazdém formulati CRF a veskerych jinych
zpravach nebo dokumentaci budou spravné,
presné, Citelné a predkladané vcas;

(h) record, handle, and store all Study
information and Study Documents in accordance
with Regulatory Requirements and in a way that
allows its accurate reporting, recording,
interpretation and verification. This principle
applies to all records (paper or electronic)
referenced in the Regulatory Requirements;

(n) bude zaznamenavat, zpracovavat
auchovavat veskeré informace =ze studie
a dokumenty ze studie v souladu s regulacnimi
pozadavky, ato zpiisobem, ktery umoziuje
pfesné  hlaSeni, zaznamenani, interpretaci
aovefeni. Tento princip plati pro vSechny
zaznamy (tisténé i elektronické), o kterych se
zminuji regulacni pozadavky;

Q) record and document all Adverse Events
and laboratory abnormalities identified in the
Protocol as critical to the safety evaluation;

Q) zaznamena
nezadouci  ptihody
oznacované v protokolu jako
hodnoceni bezpecnosti;

a zdokumentuje  vSechny
a laboratorni  odchylky
kritické pro

() report all Serious Adverse Events to
Covance and/or the Sponsor without undue delay
but not later than within twenty-four (24) hours
of obtaining knowledge of the events, unless, for
certain Serious Adverse Events, the Protocol
provides that no immediate reporting is required;

()] ohlasi vSechny zavazné mnezadouci
ptihody spolecnosti Covance a/nebo zadavateli
bez zbytecného odkladu, avSak nejpozdé€ji do
dvaceti Ctyf (24) hodin po obdrzeni informace
0 ptihodach, pokud wuurcitych zavaznych
nezadoucich piihod protokol nestanovuje, Ze neni
vyzadovano okamzité hlaseni;

(k) be responsible for supervising any
individual or party to whom the Investigator
delegates Study tasks conducted at the Study Site.
If the Investigator and/or Institution retains the
services of any party to perform Study tasks they
should ensure this party is qualified to perform

(k) bude odpovidat za dohled nad jakoukoliv
osobou nebo stranou, jiz zkousSejici 1ékar poveri
ukony ve studii provadénymi na studijnim
pracovisti. Pokud zkouSejici 1ékai a/nebo
zdravotnické zafizeni sjedna sluzby jakékoliv
strany za UCelem provadéni tikond ve studii, musi
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those Study tasks and should implement | zajistit, Ze je tato strana kvalifikovana

tasks performed and any data generated; and

procedures to ensure the integrity of the Study

k provadéni téchto studijnich ukond, a méli by
zavést postupy k zajisténi integrity provadénych
studijnich tkont a jakychkoliv generovanych
udaju;

() not delegate any

multiple users.

Investigator
responsibilities to the Covance or Sponsor
monitor and/or not share any individual user
names/passwords of electronic systems among

() nebude delegovat zadné povinnosti
zkousejiciho lékafe na monitora spolecnosti
Covance nebo zadavatele a/nebo nebude sdilet
zadna osobni wuzivatelskd jména/hesla pro
elektronické systémy mezi vice uZzivateli.

Protocol;

conduct clinical trials and are appropriately
trained in the Regulatory Requirements and the

4 OBLIGATIONS OF THE | 4 POVINNOSTI ZDRAVOTNICKEHO
INSTITUTION ZARIZENI

4.1 The Institution represents and warrants | 4.1 Zdravotnické zafizeni prohlasuje
that: a zaruCuje, ze:

@ the Investigator is trained and qualified to | (a) zkousejici  1ékat je  proskolen a

kvalifikovan k provadéni klinickych hodnoceni
aje ftadné proskolen sohledem na regulacni
pozadavky a protokol;

Requirements  compliance

monitoring plan describing the

(b) it has in place appropriate Regulatory
monitoring and
escalation procedures and processes including a
methods,
responsibilities and requirements for monitoring

(b) ma zavedeny monitorovaci a eskala¢ni
postupy a procesy pro dodrzovani regulacnich
pozadavkd, vcéetné monitorovacitho planu

popisujiciho metody, odpovédnost a pozadavky
na monitorovani studie;

Study Site; and

Requirements for the conduct of the Study at the

the Study;

(©) it has obtained all the necessary | (c) ziskalo vSechny potiebné
licences/authorisations and has all the necessary | licence/povoleni a ma vSechna potiebna zafizeni
facilities  required by the Regulatory | pozadovana  regulaénimi  pozadavky  pro

provadeéni studie na studijnim pracovisti; a

Study in accordance with this Agreement.

(d) it has the organization, infrastructure,
equipment, financial, technical and economic and
capacity, as well as all the necessary elements,
including permits and any kind of license and/or
permits or authorizations required to perform the

(d) mé kapacitu s ohledem na organizaci,
infrastrukturu, vybaveni, finance, technické
zazemi a ekonomicky stav stejné jako vSechny
potfebné prvky vcetné povoleni a veskerych
licenci  a/mebo  povoleni & schvaleni
pozadovanych pro provadéni studie podle této
smlouvy.

perform their obligations under this Agreement;

4.2 The Institution shall: 4.2 Zdravotnické zafizeni:
@ immediately notify Covance if the | (a) neprodlené bude informovat spole¢nost
Investigator and/or the Institution is unable to | Covance, pokud zkouSejici 1ékaf a/nebo

zdravotnické zafizeni nejsou schopni provadét
své zavazky podle této smlouvy;
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(b) ensure that sufficient resources with
regard to facilities and other resources are
allocated for the proper and safe performance of
the Study and shall continue to be allocated and
made available to the Investigator and Study Staff
to allow the dedicated, proper and punctual
performance of the Study in accordance with the
requirements of the Protocol, the Regulatory
Requirements and the terms of this Agreement;

(b) zajisti, aby byly pfidéleny dostateéné
zdroje jako zafizeni a dal$i zdroje pro tadné
abezpeéné provadéni studie, abudou nadale
ptidéleny ak dispozici zkousejicimu  1ékafi
apersonalu studie, aby bylo mozné dusledné,
fadné avCasné provadéni studie v souladu
s pozadavky protokolu, regulacnimi pozadavky
a podminkami této smlouvy;

(©) subject to compliance with any
Regulatory Requirements, in the event that the
Investigator leaves or is removed from the
Institution, the Institution shall nominate a
qualified replacement investigator (Replacement
Investigator) to perform the duties and
responsibilities of the Investigator, and shall
notify the Sponsor and Covance in writing
immediately. The Sponsor may approve or reject
the proposed Replacement Investigator. Any
Replacement Investigator shall be required to
perform the duties of the Investigator under this
Agreement and the Protocol and the Institution
shall cooperate as necessary to havethe
Replacement Investigator bound by the terms of
this Agreement without undue delay.

© pii dodrzeni regulaénich pozadavki plati,
ze pokud zkousejici lékat opusti zdravotnické
zatizeni nebo je propustén, zdravotnické zatizeni
navrhne kvalifikovaného nahradniho zkousejiciho
1ékate (dale jako ,,Nahradni zkouSejici lékai),
aby provadél ¢innosti a povinnosti zkousSejiciho
lIékafe, pricemz bude neprodlené¢ pisemné
informovat zadavatele a spole¢nost Covance.
Zadavatel mize navrhovaného nahradniho
zkousejiciho 1ékaie schvalit nebo zamitnout.
Nahradni zkousejici 1ékat bude povinen provadét
povinnosti  zkouSejiciho 1ékafe podle této
smlouvy a protokolu a zdravotnické zafizeni
vyvine potiebnou soucinnost, aby byl nahradni
zkousejici 1ékat bez zbyte¢ného odkladu zavazan
podminkami této smlouvy.

) INSTITUTION AND
INVESTIGATOR JOINT OBLIGATIONS

5 SPOLE(V?N,E
ZDRAVOTNICKEHO
A ZKOUSEJICIHO LEKARE

POVINNOSTI
ZARIZENI

5.1 The Institution and Investigator each
represent and warrant that the compensation for
the Study under this Agreement represents fair
market value for the services to be provided in
connection with the Study and that this
Agreement is independent of, has not had and
shall not have any influence on the Institution, its
employees or the Investigator as to the choice of
reference clinical laboratory testing ordered by
the Institution, its employees or the Investigator.

5.1 Zdravotnické zafizeni i zkouSejici lékar
prohlasuji a zarucuji, ze odména za studii podle
této smlouvy predstavuje realnou trzni hodnotu
sluzeb, které budou poskytovany ve spojeni se
studii, a tato smlouva je nezavisla, nema a nebude
mit zadny vliv na zdravotnické zafizeni, jeho
zameéstnance nebo zkousejiciho 1ékare, pokud jde
0 vybér referen¢nich klinickych laboratornich
vySetfeni objednanych zdravotnickym zafizenim,
jeho zaméstnanci nebo zkousejicim lékarem.

5.2 The Institution and Investigator shall
ensure that the handling and storage of Personal
Information in the scope of the Study is
undertaken in full compliance with the applicable
Regulatory Requirements.

52 Zdravotnické zatfizeni a zkouSejici lékat
zajisti, aby se zpracovavani a uchovavani
0sobnich informaci v rozsahu studie provadélo
plné v souladu s platnymi pravnimi predpisy.
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5.3 The Institution and Investigator shall
each and shall procure that Study Staff shall:

5.3 Zdravotnické zafizeni a zkouSejici 1ékar
budou provadét nasledujici a zajisti totéz od
personalu studie:

@ comply with the Regulatory | (a) dodrzovat regulaéni pozadavky;
Requirements;
(b) immediately report any changes that may | (b) neprodlen¢ oznami jakékoliv zmény,

have an impact on the IEC’s or Regulatory
Authority’s approval to perform the Study;

které mohou mit vliv na souhlas NEK nebo
regulacniho utfadu s provadénim studie;

(c) retain any documents for the
identification of the Study Subjects and all other
Study Documents for at least twenty-five (25)
years from completion or earlier termination of
the Study or for a longer duration as required by
applicable laws and regulations without prejudice
to the Regulatory Requirements applicable to the
handling and storage of Personal Information;

(© uchovaji  jakékoliv dokumenty pro
identifikaci subjektll hodnoceni a veskeré ostatni
dokumenty ze studie po dobu nejméné dvaceti
peéti (25)let po dokonceni nebo diivéjsi
ukonceni studie nebo po delsi dobu, je-li
vyzadovana platnymi zakony a pfedpisy, aniz by
tim byly dotceny regulacni pozadavky platné pro
zpracovani a uchovavani osobnich informaci;

(d) ensure that access to and completion of
all required Study Documentation is performed
only by authorized Study Staff and correctly
completed in accordance with the Sponsor or

(d) zajisti, Ze ke vS§em dokumentiim ze studie
bude mit pfistup a bude je moci vyplilovat pouze
opravnény persondl studie a ze budou spravné
vyplnény v souladu s pokyny zadavatele nebo

Covance instructions and the Regulatory | spole¢nosti Covance a regula¢nimi pozadavky;
Requirements;
(e) keep a record of the Study Drug at the | (e) budou vést =zaznam o hodnoceném

Study Site and store the Study Drug as specified
in the Protocol and any Regulatory
Requirements;

pfipravku na studijnim pracovisti a bude
uchovévat hodnoceny piipravek dle specifikaci
v protokolu a regula¢nich pozadavcich;

( only use the Study Drug for the purposes
of the Study and in accordance with the Protocol;

M hodnoceny pfipravek budou pouzivat
pouze pro tcely studie a v souladu s protokolem;

(o) at the end of the Study and unless
otherwise instructed by the Sponsor or Covance,
return any unused Study Drug to the Sponsor. If
the Institution and/or Investigator is instructed to
destroy any Study Drug, the Investigator shall
provide records of such destruction to the
Sponsor and/or Covance; and

(9) na konci studie, a pokud nedostane jiny
pokyn od zadavatele nebo spolecnosti Covance,
vrati  veSkery  nespotfebovany  hodnoceny
pfipravek zadavateli. Pokud zdravotnické zatizeni
a/nebo zkousejici 1ékat dostanou pokyn znicit
jakykoliv hodnoceny piipravek, zkousejici 1ékar
poskytne zaznamy o zni¢eni zadavateli a/nebo
spolecnosti Covance;

(h) immediately inform Covance and the
Sponsor of any actual or perceived conflict of
interest or any alleged misconduct or breach of
this Agreement or the Protocol that is likely to
affect the safety and rights of the Study Subjects

(h) neprodlen¢ bude informovat spole¢nost
Covance a zadavatele o0 jakémkoliv skute¢ném
nebo predpokladaném stetu zajmi nebo tidajném
pochybeni nebo poruseni této smlouvy nebo
protokolu,  které  pravdépodobné¢  ovlivni
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or the reliability and integrity of the data
generated in the Study. If the Sponsor or Covance
becomes aware of any actual or perceived
conflict of interest or any alleged misconduct or
breach, the Institution and the Investigator shall
provide all reasonable assistance to any
investigation by or on behalf of the Sponsor
and/or Covance.

bezpecnost aprava subjektdi hodnoceni nebo
spolehlivost a integritu udaji vygenerovanych ve
studii. Pokud se zadavatel nebo spolecnost
Covance dozvi o jakémkoliv skutecném nebo
predpokladaném stietu zajmi nebo udajném
pochybeni nebo poruseni, zdravotnické zafizeni
a zkouSejici 1ékai budou pfiméfené napomocni
pti jakémkoliv Setfeni provadéném zadavatelem
a/nebo spolecnosti Covance nebo jejich jménem.

5.4 Noncompliance with the Regulatory
Requirements by the Investigator, Study Staff
and/or Institution, or by any member(s) of the
Institution’s staff, shall lead to prompt action by
Covance or the Sponsor to secure compliance.
When significant noncompliance is discovered,
Covance or the Sponsor shall perform a root
cause analysis and implement appropriate
corrective and preventive actions. The Institution
and Investigator shall undertake any acts that are
necessary to implement such actions.
Notwithstanding the foregoing, Covance and/or
the Sponsor shall retain the right to claim
damages from any non-compliance with the
Regulatory Requirements by the Institution,
Investigator or Study Staff.

5.4 Nedodrzovani regulac¢nich pozadavkl ze
strany zkouSejictho Iékate, personalu studie
a/nebo zdravotnického zatizeni nebo
zaméstnancli zdravotnického zafizeni povede
K rychlym krokim spole¢nosti Covance nebo
zadavatele Kk zajisténi jejich dodrzovani. Pfi
zjisténi vyznamného nedodrzovani provede
spole¢nost Covance nebo zadavatel analyzu
hlavni pfi¢iny apfijme vhodnd napravna
apreventivni opatieni. Zdravotnické zatizeni
a zkousejici 1€kar podniknou kroky potiebné
k zavedeni takovych opatfeni. Bez ohledu na
vyse uvedené si spoleCnost Covance a/nebo
zadavatel vyhrazuji pravo na nahradu skody za
jakékoliv nedodrzovani regulacnich pozadavkl
zdravotnickym zatizenim, zkouSejicim lékaiem
nebo personalem studie.

6 ELECTRONIC
RECORDS

MEDICAL

6 ELEKTRONICKE ZDRAVOTNI

ZAZNAMY

6.1 For the purposes of this Section 6,
“EMR” means a computerized medical record
used by the Institution that provides medical care
to Study Subjects. All and any computerized
systems used by the Institution or Investigator
should be validated by a process of establishing
and documenting that the specified requirements
of a computerized system can be consistently
fulfilled. Validation should ensure accuracy,
reliability and consistent intended performance,
from design until decommissioning of the system
or transition to a new system.

6.1 Pro ucely tohoto bodu6 znamena
HEMR®“  pocitaCové zpracované zdravotni
zdznamy pouzivané zdravotnickym zafizenim,
které poskytuje zdravotni péci subjektim
hodnoceni.  Jakékoliv  pocitacové  systémy
pouzivané  zdravotnickym  zafizenim nebo
zkous$ejicim lékafem budou ovéfeny v radmci
postupu stanovujiciho a dokumentujiciho, Ze
specifikované pozadavky na pocitaCovy systém
mohou byt soustavné napliiovany. Ovéfeni musi
zajistit  pfesnost, spolehlivost a soustavny
zamySleny vykon, od designu po odstaveni
systému nebo prechod na novy systém.

6.2 The Investigator and Institution each
represent and warrant that the EMR system used
by the Investigator and/or Institution shall
comply with and shall perform in accordance

6.2 Zkousejici 1ékat a zdravotnické zatfizeni
prohlasuji a zarucuji, ze systétm EMR, ktery
zkousSejici 1ékaf a/nebo zdravotnické zafizeni
pouzivaji, bude spliiovat vSechny (a) platné
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with (a) all applicable laws and regulations
(including those relating to personal data
protection); (b) industry standards and (c) any
specific requirements of the Sponsor and/or
Covance. In particular, the Investigator and
Institution shall ensure that appropriate technical
and  organisational  measures  shall  be
implemented to protect the Results, Study
Documents and Personal Information processed
against unauthorised or unlawful access,
disclosure, dissemination, alteration, or
destruction or accidental loss, in particular where
the processing involves the transmission over a
network.

zakony a predpisy (vCetné téch, které se tykaji
ochrany osobnich udajt); (b) oborové standardy
a (c) jakékoliv specifické pozadavky zadavatele
a/nebo spole¢nosti Covance abude fungovat
v souladu s nimi. Zejména zdravotnické zatizeni
a zkousejici 1ékar zajisti, Ze budou
implementovdna vhodné technickd a organizacni
opatieni k ochrané vysledki, dokumentii ze
studie a zpracovavanych osobnich informaci proti
neopravnénému nebo nezdkonnému piistupu,
odtajnéni, Sifeni, zméné€, zniCeni nebo nahodné
ztraté, zejména pokud zpracovani zahrnuje
prenos po siti.

6.3 The Investigator and Institution each
fully understand that Study Subjects’ Medical
Records, recorded directly into an EMR is
considered the Institution’s property.

6.3 Zkousejici 1ékat a zdravotnické zatizeni
jsou plné srozumeéni s tim, Ze zdravotni zdznamy
subjekt studie zaznamenané piimo do systému
EMR se povazuji za vlastnictvi zdravotnického
zafizeni.

6.4 The Investigator and Institution shall
ensure that monitors, auditors, the IEC and
Regulatory Authorities are given direct access to
all source documents, including the ability to
examine, analyze, verify and reproduce any
records and reports (provided such copies do not
include any unauthorised, Personal Information
of a Study Subject) that are relevant to the
evaluation of the Study, including data that is part
of an EMR.

6.4 Zkousejici 1ékatr a zdravotnické zatizeni
zajisti, aby monitofi, auditofi, NEK a regulacni
ufady dostali pfimy pfistup ke vSem zdrojovym
dokumentim, véetné mozZnosti  zkoumat,
analyzovat, ovéfovat a reprodukovat jakékoliv
zaznamy a zpravy (za predpokladu, ze takové
kopie neobsahuji z4dné neautorizované osobni
informace subjektu hodnoceni), které jsou
dualezité pro posouzeni studie, véetn¢ udaju, které
jsou soucasti systému EMR.

6.5 The Investigator and Institution are
responsible for: (a) protecting against the
unauthorized access of the health information and
Personal Information of individuals in an EMR;
(b) the integrity of all data collected, stored
(electronic or paper records) and reported to the
Sponsor, Covance and any Regulatory Authority
in support of the Study; and (c) assuring that the
handling and storage of Personal Information in
the EMR complies with the Regulatory
Requirements on personal data protection.

6.5 Zkousejici 1ékatr a zdravotnické zatizeni
odpovidaji za: (a) ochranu pfed neautorizovanym
pfistupem ke zdravotnim informacim a osobnim
udajim jedinct v systému EMR; (b) integritu
veskerych udaji  shromazdénych, uloZenych
(v elektronické ¢i tisténé podobé) a hlasenych
zadavateli, spolec¢nosti Covance a regula¢nimu
ufadu v ramci podpory studie; a (C) zajisténi, Ze
zpracovani auchovavani osobnich informaci
vsysttmu EMR je vsouladu sregulacnimi
pozadavky na ochranu osobnich tidaji.

6.6 To the fullest extent permitted by
applicable law, Covance and the Sponsor each
disclaim any responsibility or liability for any
EMR system maintained or operated by the
Investigator and/or Institution in connection with

6.6 V plném rozsahu povoleném zakonem se
spolecnost ~ Covance  azadavatel  ziikaji
odpovédnosti za jakykoliv systém EMR, ktery je
udrzovan nebo provozovan zkouSejicim lékatem
a/nebo zdravotnickym zafizenim v souvislosti se
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the Study and for the adequacy or accuracy of
any such EMR system maintained or operated by

studii, a adekvatnost ¢i presnost takového
systétmu EMR udrzovaného nebo provozovaného

before, during or after the Study, allow the
Sponsor and Covance to discuss the performance
of the Study with the Investigator and Study
Staff;

Investigator and/or Institution in connection with | zkouSejicim lékafem a/nebo zdravotnickym

the Study. zafizenim v souvislosti se studii.

7 MONITORING VISITS, AUDITS |7 MONITOROVACI NAVSTEVY,

AND INSPECTIONS AUDITY A KONTROLY

7.1 All references in this Section 7 to|7.1 Vsechny zminky zadavatele a/nebo

Sponsor and/or Covance shall be construed to | spole¢nosti Covance vtomto bodu7 budou

also refer to the Sponsor’s or Covance’s | vykladany tak, Ze zahrnuji také monitora

appointed monitor . jmenovaného zadavatelem nebo spoleénosti
Covance.

7.2 The Institution and/or Investigator shall: | 7.2 Zdravotnické zafizeni a zkousejici 1ékaf
se zavazuji, ze:

@) allow regular monitoring visits to the | (a) umozni pravidelné monitorovaci

Institution to be performed by the Sponsor and/or | navstévy zdravotnického zafizeni, které budou

Covance; provadény zadavatelem a/nebo  spoleCnosti
Covance;

(b) upon reasonable notice and at any time | (b) na zakladé piiméfeného oznameni

a kdykoliv ptred studii, béhem ni nebo po jejim
ukonéeni umozni zadavateli  a spoleCnosti
Covance, aby projednali provadéni studie se
zkousejicim lékatem a personalem studie;

(©) make available to the Sponsor and/or the
Covance monitor all existing source data for
scheduled monitoring visits;

(©) pted planovanou monitorovaci navstévou
zpfistupni ~ monitorovi  zadavatele  a/nebo
spolecnosti Covance vSechny stdvajici zdrojové
udaje;

(d) grant the Sponsor and Covance direct
access to all Study Documents;

(d) umozni zadavateli a spole¢nosti Covance
primy pfistup ke vS§em dokumenttiim ze studie;

(e) ensure that: (i) before a scheduled
monitoring visit, the Institution drug inventory
log and the Study Drug accountability form for
all Study Subjects are complete using the Study
specific forms provided by the Sponsor or
Covance; (ii) all CRFs and all outstanding
queries are completed prior to a scheduled
monitoring visit; (iii) all Study Documents are
completed promptly and updated by either the
Investigator or a documented delegate of the
Study Staff; and (iv) data reported in the CRF is
consistent with the source document and any

e zajisti nasledujici: (i) pfed planovanou
monitorovaci navstévou bude vyplnén zaznam
0 zasobach 1éku ve zdravotnickém zafizeni
a formular pro vykazovani mnozstvi
hodnoceného pfipravku pro vsechny subjekty
hodnoceni za pouziti formulaita specifickych pro
studii a dodanych zadavatelem nebo spole¢nosti
Covance; (ii) vSechny formulate CRF jsou
vyplnény a vSechny nezodpovézené dotazy jsou
vyfeSeny  pfed planovanou  monitorovaci
navs§tévou; (iii) vSechny dokumenty ze studie
jsou fadné vyplnény a aktualizovany zkousSejicim
lékatem nebo dokumentovanym povéfenym
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discrepancies are fully explained;

¢lenem personalu studie; a (iv) udaje
zaznamenané do formulaift CRF jsou v souladu

promptly resolving any clinical data queries,
errors, corrections or other requests in relation to

se  zdrojovym  dokumentem  a pfipadné
nesrovnalosti jsou plné vysvétleny;
0] assist the Sponsor and Covance in | (f) poskytne soucinnost zadavateli

a spolecnosti Covance pro urychlené vyieSeni
jakychkoliv dotazii na klinické tdaje, chyby,

with the monitoring plan, to Covance and/or the
Sponsor (including appropriate management and
staff responsible for Study and Study Site
oversight) in a timely manner for review and
follow up as indicated by the monitoring plan.
Results of monitoring activities should be
documented in sufficient detail to allow

the Study Documents; and opravy nebo jiné pozadavky v souvislosti
s dokumenty ze studie;
(o)) provide monitoring results in accordance | (g) spole¢nosti Covance a/nebo zadavateli

(v€etn€¢  piislusného  vedeni  a persondlu
odpovédného za studii a dohled nad studijnim
pracovistém) véas poskytne vysledky
monitorovani v souladu s planem monitorovani
k ptezkoumani a kontrole, jak je uvedeno v planu
monitorovani. Vysledky aktivit monitorovani
maji byt dostatecné podrobné¢ dokumentovany,

each upon request from Covance or the Sponsor
or a Regulatory Authority:

verification of compliance with the monitoring | aby bylo mozné ovéfit dodrzovani planu
plan; monitorovani;
7.3 The Investigator and Institution shall | 7.3 Zkousejici 1ékai a zdravotnické zafizeni

se na zaklad¢ zadosti od spolecnosti Covance
nebo zadavatele nebo regulacniho uiadu zavazuji:

@ with reasonable notice, allow auditors
from or authorized by the Sponsor and Covance
to visit the Institution to conduct reviews of all
Study Documents processes at the Institution
necessary for source data verification together
with any other relevant information generated as
a result of the Study;

@ na zadkladé piiméfeného oznameni
umoznit auditorim zadavatele nebo spole¢nosti
Covance nebo auditorim jimi opravnénym
navstivit zdravotnické zafizeni za UCelem
provedeni kontrol vSech postupl pro dokumenty
ze studie ve zdravotnickém zafizeni, které jsou
potfebné k ovéfeni zdrojovych udaji a dalSich
relevantnich informaci generovanych v disledku
studie;

(b) promptly inform the Sponsor and
Covance of any request received from any
Regulatory Authority or IEC to inspect or
otherwise gain access to Study Documents or
other information, data or materials pertaining to
the Study;

(b) bezodkladn¢  informovat  zadavatele
a spolecnost Covance o jakychkoliv Zadostech
ptijatych od regulacniho ufadu nebo NEK
0 kontrolu nebo  ziskani jiného pfistupu
k dokumentiim ze studie nebo jinym informacim,
udajim nebo materialiim nalezejicim ke studii;

(c) cooperate with Covance and/or the
Sponsor in activities in preparation for any audit
or inspection;

© spolupracovat se spole¢nosti Covance
a/nebo zadavatelem na piipravach na jakykoliv
audit nebo kontrolu;

(d) facilitate the conduct of regulatory
inspections by a Regulatory Authority and to

(d) napomahat pii provadéni inspekci ze
strany regula¢nich Ufadd a umoZnit pfitomnost
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and

allow for the presence of representative of
Covance or the Sponsor during the inspection;

zastupce spole¢nosti Covance nebo zadavatele
béhem kontroly;

data and documents and to answer

manner.

(e) co-operate in full in any audit and/or
inspection relating to the Study, conducted by
Covance, the Sponsor or Regulatory Authority
including the provision of all necessary clinical
any
queries/corrections or other requests in a timely

(e spolupracovat plné na jakémkoliv auditu
a/nebo kontrole souvisejici se studii a provadénou
spoleCnosti  Covance,  zadavatelem  nebo
regulacnim ufadem, véetné v€asného poskytnuti
vSech potiebnych klinickych udaji a dokumentt
a zodpovézeni vSech dotazii / vyfeSeni oprav
nebo jinych pozadavki.

each:

7.4 The Investigator and Institution shall

7.4 Zkousejici 1ékat a zdravotnické zatizeni
se zavazuji, ze:

related to the Study;

@) liaise with Covance and/or the Sponsor in
responding to any regulatory inspection findings

@) budou spolupracovat se spole¢nosti
Covance a/mebo zadavatelem na odpovédich na
kontrolni nalezy regulacnich organii souvisejici
se studii;

Sponsor of all communications or

(b) provide copies to Covance and/or the
other
documents and materials issued by a Regulatory
Authority to the Institution and/or Investigator
that have or that may have an impact on the

(b) poskytnou spole¢nosti Covance a/nebo
zadavateli kopie veskeré komunikace nebo jinych
dokumenti a materidl vydanych regulacnim
ufadem  zdravotnickému  zafizeni  a/nebo
zkousejicimu 1ékari, které maji nebo mohou mit

thereof; and

monitoring, audit or inspection in due course and
keep Covance and/or the Sponsor informed

Study; vliv na studii;
(©) implement all modifications that prove | (¢) zavedou v¢as vSechny upravy, které se
necessary subsequent to the findings of the | ukazaly  jako  nezbytné po  nalezech

Z monitorovani, auditu nebo kontroly, abude
onich informovat spole¢nost Covance a/nebo
zadavatele;

and/or the Investigator.

(d) inform the Sponsor and Covance of any
regulatory action taken against the Institution

(d) budou informovat zadavatele
a spole¢nost Covance o jakémkoliv regulacnim
opatfeni proti zdravotnickému zafizeni a/nebo
zkousejicimu 1ékafti.

Exhibit A to this Agreement.

the satisfactory performance of the Study in
accordance with the budget checklist attached as

8 BUDGET 8 ROZPOCET
8.1 Covance acting on behalf of the Sponsor | 8.1 Spolecnost Covance jednajici jménem
shall pay the Investigator andthe Institution for | zadavatele zaplati zkouSejicimu 1ékafi a

zdravotnickému zafizeni za uspokojivé provedeni
studie vsouladu s rozpoctovym kontrolnim
seznamem pfipojenym jako pftiloha A K této
smlouve.

agree that:

8.2 The Investigator and Institution each

8.2 ZkousSejici 1ékatf a zdravotnické zatizeni
souhlasi, ze:
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@ no reimbursement shall be provided to
the Institution and/or the Investigator for Study
Subjects who are randomised into the Study and:
(i) who do not conform to the Protocol's inclusion
and exclusion criteria; or (ii) for whom serious
deviations from the Protocol are made;

@ zdravotnickému zafizeni a/nebo
zkousejicimu 1ékafi nebude poskytnuta zadna
uhrada za subjekty hodnoceni, které jsou
randomizovany do studie a: (i) nesplni kritéria
pro zatazeni a vylouceni podle protokolu; nebo
(if) jsou unich ucinény zavazné odchylky od
protokolu;

(b) reimbursement  for  eligible  Study
Subjects who do not complete all visits in the
Study shall be pro-rated according to the budget;

(b) za zpusobilé subjekty hodnoceni, které
neabsolvuji vSechny nav$tévy ve studii, bude
uhrazena pomérna ¢astka podle rozpoétu;

) any payments to be made under this
Agreement as remuneration for the Institution or
Investigator may be withheld for failure of the
Institution, Investigator or Study Staff to
complete any of their obligations under this
Agreement; and

(©) platby, které maji byt hrazeny podle této
smlouvy jako odmeéna zdravotnickému zafizeni
nebo zkousejicimu 1ékari, mohou byt zadrzeny
Vv pfipad€é, ze zdravotnické zafizeni, zkousejici
lékat nebo persondl studie nesplni vSechny své
povinnosti podle této smlouvy;

(d) reimbursement of Study fees shall be
payable directly to the Institution and Investigator
in accordance with the terms hereunder.

(d) odmény za studii budou splatné piimo
zdravotnickému zatizeni a zkousejicimu 1ékafi
v souladu s podminkami této smlouvy.

8.3 The Institution shall not be responsible
for making any necessary payments to the
Investigator and all Study Staff, as a direct
payment to Investigator will be made under this
Agreement. The Investigator shall be responsible
for making any necessary payments to all Study
Staff. The budget will be split between Institution
and Investigator in ratio || Institution and
B nvestigator. The Institution and
Investigator shall be liable for all the taxes
assigned to it that arise or derive from the
activities under the Study and this Agreement.
Neither Covance nor the Sponsor shall be
obligated to withhold income or other taxes made
under this Agreement.

8.3 Zdravotnické zatizeni nebude odpovidat
za uhrazeni potfebnych plateb zkouSejicimu
lékati a veSkerému personalu studie, nebot’
vramci této smlouvy bude provedena piima
platba zkousejicimu 1ékafi. Zkousejci 1ékat bude
odpovidat za uhrazeni potiebnych plateb
veskerému personalu studie. Rozpocet bude

rozdélen mezi zdravotnické zafizeni a
zkousejiciho 1ékate v poméru || zdravotnicke
zafizeni a zkousejici. Zdravotnické

zatizeni a ZkousSejici 1ékar odpovidaji za vSechny
prislusné dang, které vznikly nebo byly odvozeny
z Cinnosti podle této studie a smlouvy.
Spole¢nost Covance ani zadavatel nebudou
povinni provadét zadné srazky zpfijmu ani
odecitat jiné dan¢ z plateb vyplacenych podle této
smlouvy.

8.4 The Institution and Investigator each
acknowledge that Covance is acting on behalf of
the Sponsor and that Covance’s ability to make
the payments to the Investigator and/or the
Institution depends not only on their complete
performance of obligations under this Agreement,
but also on Covance receiving from the Sponsor
the funds necessary to make the payments
contemplated herein.

8.4 Zdravotnické zafizeni a zkouSejici 1ékar
berou na védomi, Ze spolecnost Covance jedna
jménem zadavatele a ze schopnost spolecnosti
Covance provadét uhrady zkouSejicimu Iékafi
a/nebo zdravotnickému zafizeni zavisi nejen na
uplném plnéni jejich zavazkl podle této smlouvy,
ale také na tom, Ze spolecnost Covance obdrzi od
zadavatele  finanéni  prostiedky  nezbytné
Kk provedeni plateb zde uvadénych.

Template version date 07 Apr 17: Translated into Czech 30 Nov 2018.
VenatoRx version date 24 August 2018
Study version date 02 November 2018

Site version date: 16 December 2019
Unpublished Work Copyright Covance 2014. All Rights Reserved

Page 20 of 50 / Strana 20 z 50



Clinical Trial Agreement — 3 Way Inv/Inst/CVD
Protocol:
Country: Czech Republic
Pl Name:
Billcode:

ROW

8.5 In the interests of transparency relating
to the Sponsor's financial relationships with
clinical investigators and clinical trial sites, the
Sponsor may publicly disclose the funding
associated with this Agreement or any other
benefit provided to the Investigator or Institution
by the Sponsor or Covance.

8.5 V zajmu
finan¢nich  vztaht  zadavatele s klinickymi
zkouSejicimi  1ékati a pracovisti  klinického
hodnoceni mtze zadavatel zvefejnit informace
0 financovani souvisejicim s touto smlouvou
nebo  ojinych  benefitech  poskytnutych
zkousejicimu  1ékafi nebo  zdravotnickému
zafizeni zadavatelem nebo spolecnosti Covance.

transparentnosti  tykajici se

9 CONFIDENTIAL INFORMATION 9 DUVERNE INFORMACE
9.1 The Institution and Investigator each | 9.1 Zdravotnické zafizeni a zkousejici 1ékar
agree: souhlasi, ze:

@ that all Results, materials, documents,
data and information of every kind and
description supplied to either the Institution or
Investigator directly or indirectly by the Sponsor
or Covance, or prepared or developed by either
the Institution or Investigator pursuant to the
Agreement, or resulting from the Study (other
than the Study Subject’s medical records) shall be
Confidential Information and the sole and

@) veskeré vysledky, materialy, dokumenty,
udaje ainformace jakéhokoli druhu a popisy
ptedané  zdravotnickému  zafizeni  nebo
zkousejicimu  Iékafi pifimo ¢i  nepfimo
zadavatelem nebo spole¢nosti Covance, nebo
pfipravené nebo vytvofené zdravotnickym
zafizenim nebo zkouSejicim Iékafem podle
smlouvy, nebo vyplyvajici ze studie (vyjma
zdravotnich zaznamut subjektti hodnoceni) budou

exclusive property of the Sponsor; duvérnymi informacemi abudou vyhradnim
a vyluénym vlastnictvim zadavatele;
(b) to treat all Confidential Information as | (b) budou zachazet se vSemi davérnymi

the confidential and exclusive property of the
Sponsor and Covance and shall not disclose or
distribute any Sponsor or Covance Confidential
Information (in whole or in part) to any third
party without the prior written consent of
Covance or the Sponsor. Notwithstanding the

informacemi jako sdavérmmym a vyluénym
vlastnictvim zadavatele a spolecnosti Covance
anebude Sifit ani nepfeda zadné davérné
informace zadavatele nebo spole¢nosti Covance
(vcelku nebo z ¢asti) zadné tieti strané bez
pfedchoziho pisemného souhlasu spolecnosti

foregoing, the disclosure of any Sponsor | Covance nebo zadavatele. Bez ohledu na vyse
Confidential Information to an IEC is specifically | uvedené je piedani davérnych informaci
authorized; zadavatele NEK konkrétn€ povoleno;

(c) to use the Sponsor and/or Covance | (C) pouziji davérné informace zadavatele

Confidential Information only to the extent
necessary for the Study and shall not, for any
other purpose, use, copy (in whole or in part),
modify or adapt the Confidential Information in
any way without the prior written consent of
Covance or the Sponsor;

a/nebo spole¢nosti Covance pouze Vv rozsahu
potiebném pro studii a nebudou pro zadny jiny
ucel pouzivat, kopirovat (vcelku nebo z Casti),
upravovat nebo uzpusobovat duvérné informace
zadnym jinym zplUsobem bez predchoziho
pisemného souhlasu spole¢nosti Covance nebo
zadavatele;

(d) to disclose the Sponsor or Covance
Confidential Information only on a need-to-know
basis and ensure that all Study Staff or any third

(d) pfedaji davérné informace zadavatele
nebo spolecnosti Covance pouze na zakladé
potieby znat tyto informace a zajisti, Ze personal
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party to whom the Confidential Information may
be disclosed are under written obligations of
confidentiality, non-use and non-disclosure on
terms substantially similar to those in this
Agreement;

studie nebo tfeti strana, kterym mohou byt
davérné informace predany, budou vazani
pisemnym zavazkem zachovani dlvernosti,
nepouziti aneptfedani informaci za podminek
podstatnym zplsobem podobnych podminkam
V této smlouve;

(e) to notify Covance immediately if there is
any disclosure or use of the Sponsor or Covance
Confidential  Information  other than in
accordance with the terms of this Agreement; and

(e upozorni ihned spole¢nost Covance,
pokud dojde k pfedani nebo pouziti duvérnych
informaci zadavatele nebo spoleCnosti Covance
jinak nez v souladu s podminkami této smlouvy;

4] not to permit any person to do any act or
make any omission prohibited by this Agreement.

()] neumozni zadné osob¢é jednani nebo
opomenuti zakdzané v této smlouve.

9.2 The above obligations of confidentiality
shall not extend to Confidential Information that
the Institution or the Investigator can show
through documentary evidence:

9.2 Vyse uvedené povinnosti zachovani
divérnosti se nebudou tykat davérnych
informaci, unichz muze zdravotnické zafizeni
nebo zkousejici 1ékar pisemné dolozit, ze:

@ is or was already known to the Institution
or Investigator at the time of disclosure and is
free of any obligations of confidentiality; or

@) jsou nebo jiz byly znamé zdravotnickému
zatizeni nebo zkousejicimu lékaii v dobé jejich
pfedani aze se na né nevztahuje povinnost
zachovani diuvérnosti; nebo

(b) is or becomes publicly known through no
fault, act or omission of the Institution or
Investigator or Study Staff in breach of this
Agreement; or

(b) jsou vefejné znamé nebo se stanou
vefejné znamymi, avSak nikoliv pochybenim,
jednanim nebo opomenutim zdravotnického
zatizeni nebo zkousejiciho 1ékatfe nebo personalu
studie v rozporu s touto smlouvou; nebo

(c) is or was lawfully received by the
Institution or Investigator from a third party
without restriction as to its use or disclosure and
who is not under a direct or indirect obligation of
confidentiality to Covance or the Sponsor; or

(© jsou nebo byly pravoplatné pfijaty
zdravotnickym zafizenim nebo zkouSejicim
lékatem bez omezeni jejich pouziti nebo
zvefejnéni od tfeti strany, kterd neni vézana
pfimo ani nepfimo vuci spolecnosti Covance

Institution or Investigator without the benefit of
the Confidential Information; or

nebo zadavateli sohledem na zachovani
duvérnosti; nebo
(d) was independently developed by the | (d) byly nezavisle vytvofeny zdravotnickym

zarizenim nebo zkousejicim 1ékafem bez vyuziti
divérnych informaci; nebo

(e) is required by law, rule, order,
government or regulatory requirement or other
process of law (Legal Process) to be disclosed by
the Institution or Investigator. The Institution or
Investigator shall promptly notify Covance or the

e jejich vydani zdravotnickym zatfizenim
nebo zkouSejicim Iékafem je vyzadovano
zakonem, predpisy, vladnim nafizenim nebo
regulacnim pozadavkem nebo jinym zakonnym
postupem (dale jako Pravni  postup).
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Sponsor of such requirement prior to any
disclosure and shall cooperate with Covance or
the Sponsor in seeking to oppose, minimise or
obtain the confidential treatment of the requested
disclosure to the extent of such order or as
reasonably practicable. In any event, the
Institution and Investigator shall limit the
disclosure of any Confidential Information to the
minimum extent requested by such Legal
Process.

Zdravotnické zatizeni nebo zkousSejici 1ékat bude
neprodlené pred pfedanim informaci informovat
spoleCnost Covance nebo zadavatele o takovém
poZadavku a bude spolupracovat se spolecnosti
Covance nebo zadavatelem na usili zabréanit,
minimalizovat pfredani ¢i  zajistit daveémné
zachéazeni s pozadovanymi preddvanymi
informacemi Vv rozsahu daného piikazu, nebo jak
je rozumné proveditelné. V kazdém pripad¢
zdravotnické zafizeni a zkouSejici 1€ékat omezi
odtajnéni jakychkoliv divérnych informaci na
minimalni rozsah pozadovany takovym pravnim
postupem.

9.3 The Institution and Investigator each
acknowledge that irreparable harm may be done
to Covance's and/or the Sponsor’s business
through the unauthorized disclosure of any
Confidential Information under this Agreement
for which damages at law may not be an adequate
remedy. Accordingly, without prejudice to any
other rights and remedies it may have, nothing in
this Agreement shall prevent Covance and/or the
Sponsor from seeking injunctive or other
equitable relief from any court of competent
jurisdiction at any time to protect such
Confidential Information.

9.3 Zdravotnické zatizeni a zkouSejici lékar
uznévaji, Ze podnikani spolecnosti Covance
a/nebo zadavatele mize vzniknout nenapravitelna
Skoda pfi neopravnéném odtajnéni divérnych
informaci podle této smlouvy, za néz odskodnéni
ze zakona nemusi predstavovat adekvatni
napravu. V souladu s tim a aniz by byla omezena
jakakoliv prava nebo ndpravna opatieni, ktera
mohou mit, nic vtéto smlouvé nebude branit
spole¢nosti Covance a/nebo zadavateli, aby se
kdykoliv dozadovali soudniho zdkazu nebo jiné
napravy podle ekvity ulibovolného soudu
ptislusné jurisdikce na ochranu davérnych
informaci.

94 All obligations of confidentiality and
non-use set forth in this Agreement shall survive
the expiration or earlier termination of this
Agreement.

94 Vsechny zavazky zachovani davérnosti
a nepouziti stanovené v této smlouvé pretrvaji i

vvvvvv

smlouvy.

and title in any and all Results, Study Documents,
data, discoveries, inventions and all other
intellectual property rights that: (i) arise in the
performance of this Agreement and Study; (ii) are
related to the Sponsor Materials or Confidential
Information; or (iii) are created, produced,
prepared or developed by the Investigator or the
Institution pursuant to the Agreement and Study
(except Institution or Investigator procedural
manuals, personnel data and Institution or
Investigator developed computer software) shall

10 INTELLECTUAL PROPERTY | 10 ~ PRAVA DUSEVNIHO
RIGHTS VLASTNICTVI
10.1  To the extent permitted by law, all rights | 10.1  V rozsahu povoleném zakonem vsSechna

prava apravni tituly k veSkerym vysledkiim,
dokumentim ze studie, udajim, objevim,
vynaleziim a veskera prava duSevniho vlastnictvi,
ktera: (i) vzniknou ptfi plnéni této smlouvy
a provadeéni studie; (ii) souviseji S materidly nebo
davérnymi  informacemi  zadavatele; nebo
(iii) jsou vytvoreny, vyprodukovany, pfipraveny
nebo vyvinuty zkouSejicim Iékafem nebo
zdravotnickym zafizenim podle smlouvy a studie
(vyjma procesnich piiru¢ek zdravotnického
zafizeni nebo zkouSejictho Iékare, tdaju
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be owned by the Sponsor (or its designee)
without any further compensation payable to the
Institution and/or the Investigator other than set
forth under Section 8. The Institution and/or the
Investigator each acknowledge that they shall
have no rights therein. The Institution and
Investigator warrants that that none of the
intellectual property rights created under this
Agreement shall infringe a third party’s
intellectual property rights.

personalu a pocitacového softwaru vyvinutého
zdravotnickym zafizenim nebo zkouSejicim
lékatem), budou vlastnictvim zadavatele (nebo
subjektu jim urceného) bez dalsi kompenzace
vyplatitelné zdravotnickému zafizeni a/nebo
zkousSejicimu 1ékati vedle odmén stanovenych
v bodu 8. Zdravotnické  zafizeni a/nebo
zkousejici 1€kat uzndvaji, ze nebudou mit zadna
prava k vySe uvedenému. Zdravotnické zatizeni
a zkousSejici 1ékat zarucuji, ze z4adnad prava
duSevniho vlastnictvi vznikld na zdkladé této
smlouvy nebudou porusovat prava duSevniho
vlastnictvi tfeti strany.

10.2  The Institution and/or Investigator shall
promptly inform the Sponsor in writing in full or
in any other such format at the Parties may agree,
of any invention, discovery, improvement or any
other intellectual property right conceived, made
or first reduced to practice by the Investigator,
Institution or Study Staff: (i) in the performance
of the Study; (ii) pertaining to the Sponsor
Materials or Confidential Information; or (iii) the
Results or Study Documents. The Sponsor shall,
at its own cost and sole discretion, be entitled to
apply for patent rights in respect of any invention.

10.2  Zdravotnické zafizeni a/nebo zkousejici
lékat budou neprodlené aplné informovat
zadavatele pisemnou formou nebo v takovém
formatu, na jakém se smluvni strany mohou
dohodnout, o jakémkoliv vynalezu, objevu,
zlepSeni nebo jiném pravu dusevniho vlastnictvi
koncipovaném, uskutecnéném nebo uvedeném do
praxe zkouSejicim lékafem, zdravotnickym
zafizenim nebo persondlem studie: (i) pfi
provadeéni studie; (ii) vztahujicim se k materialim
nebo divérnym informacim zadavatele; nebo
(iii) vysledkim nebo dokumentim ze studie.
Zadavatel bude na své vlastni naklady a dle svého
uvazeni opravnén zazadat o patentova prava
v souvislosti s jakymkoliv vynalezem.

10.3  Save as prohibited by law, the Institution
and Investigator hereby exclusively assign and
transfer and shall procure any Study Staff
undertake to assign and transfer to the Sponsor
(or its designee) upon creation without any
further consideration, all of their economic rights,
titles and interests in and to the Results, Study
Documents or other intellectual property rights
prepared or generated pursuant to this Agreement
and Study in the name of the Sponsor (or its
designee), including the right to alter and further
transfer such rights for the entire duration of
protection of the rights around the world.

10.3 Pokud to neni ze zakona zakazano,
zdravotnické zafizeni a zkousSejici lékat timto
vyluéné udéluji aprevadeéji a zajisti, ze se
personal studie zavaze ud¢lit a prevést, po
vytvofeni na zadavatele (nebo subjekt jim
urceny) bez jakékoliv dalsi odmény vSechna sva
ekonomicka prava, pravni tituly azijmy
k vysledktim, dokumentiim studie nebo jina prava
dusevniho vlastnictvi pfipravena nebo vytvorena
podle této smlouvy na jméno zadavatele (nebo
subjekt jim urceny), vCetné prava menit a dale
prevadét takova prava po celou dobu ochrany
prav na celém svéte.

104 In the event that assignment of any
intellectual property rights cannot be assigned or
is not permitted under applicable law, the
Investigator and Institution hereby grants an
exclusive, perpetual, irrevocable, royalty-free,
fully paid-up, transferable and sub-licensable

104  V pripad¢, Ze prevod jakychkoliv prav
duSevniho vlastnictvi nelze provést nebo neni
povolen platnymi zakony, zkouSejici 1ékaf
a zdravotnické zafizeni timto udé€luji zadavateli
(nebo subjektu jim ur¢enému) vylucnou, trvalou,
neodvolatelnou, bezplatnou, plné splacenou,
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license to the Sponsor (or its designee) to all
rights, including all exclusive exploitation rights
(including any and all copyrights and related
rights), in and to the Results, Study Documents
and other intellectual property rights prepared or
generated pursuant to this Agreement and the
Study. If the perpetuity of the license granted
above is not permitted by applicable law, the
license shall be granted for the maximum term
allowed and subject to automatic renewals for
further maximum terms. Should the applicable
law change to allow assignment of such
intellectual property, the Investigator and
Institution hereby agree to take any steps that
may be necessary in order to achieve a lawful and
formally assignment of such intellectual property
to the Sponsor (or its designee). Without limiting
the generality of the foregoing, whether during or
after the termination of this Agreement, at the
request of Covance or the Sponsor and cost of
Sponsor, the Institution shall, and shall cause the
Investigator and Study Staff to, sign, execute,
make and do all such deeds, documents, acts and
things as Covance or the Sponsor or their
respective duly authorized agents may reasonably
require to (i) apply for, obtain, register, vest,
renew and restore, in the name of Sponsor alone
(unless Sponsor otherwise directs), any rights in
the Results, Study Documents or other
intellectual property rights prepared or generated
pursuant to this Agreement in any country
throughout the world; and (ii) defend any
judicial, opposition or other proceedings,
petitions or applications in respect thereof.

pfevoditelnou a sublicencovatelnou licenci na
vSechna prava, vcetné vyluénych prav
k vyuzivani (véetné vSech piipadnych autorskych
prav  asouvisejicich  prav)  k vysledkim,
dokumentim studie a jinym pravim duSevniho
vlastnictvi pfipravenym nebo vytvorenym podle
této smlouvy astudie.  Pokud neni trvaly
charakter licence udélené vyse povoleny platnymi
zakony, licence bude udélena na maximalni
povolené obdobi a bude podléhat automatickému
prodluZzovani na dals$i maximalni obdobi. Pokud
se platny zakon zméni a povoli pfevod takového
dusevniho  vlastnictvi,  zkousSejici lékar
a zdravotnické zafizeni timto souhlasi, Ze
podniknou kroky potiebné k zajisténi zakonného
a formalniho pfevodu takového dusSevniho
vlastnictvi na zadavatele (nebo subjekt jim
uréeny). Aniz by bylo omezeno obecné znéni
vyse uvedeného, at’ uz béhem platnosti smlouvy
nebo po jejim ukonceni, na zddost spolecnosti
Covance nebo zadavatele a na naklady zadavatele
je zdravotnické zafizeni povinno zajistit, aby
zkousejici a personal studie podepsali zavazky,
dokumenty a ucinili jiné potfebné Cinnosti, které
spole¢nost Covance nebo zadavatel nebo jejich
fadn¢ poveéfeni zastupci mohou divodné
vyzadovat k tomu, aby (i) vyhradné jménem
zadavatele (pokud zadavatel nepozaduje jinak)
pozadali, ziskali, zaregistrovali, svéfili nebo
obnovili prava na vysledky, dokumenty ke studii
nebo jina prava dusevniho vlastnictvi pfipravena
nebo vznikla v souladu s touto smlouvou v
jakékoli zemi na svéteé; a (ii) obhajovali pfipadna
soudni, zpochybnujici nebo jind fizeni, navrhy
nebo pfihlasky spojené s vySe uvedenymi pravy.

10.5 In the event Covance or the Sponsor are
unable, after reasonable effort, to secure the
Institution’s signature on any deed or document
referenced in Section 10.5 relating to the Results,
Study Documents or other intellectual property
rights prepared or generated pursuant to this
Agreement, the Institution hereby irrevocably
appoints the Sponsor and its duly authorized
officers and agents as the Institution’s agent and
power of attorney, to act for and in the
Institution’s behalf and stead to execute and file
any such deed or document and to do all other
lawfully permitted acts for such purpose with the

10.5 'V pripadé, ze spole¢nost Covance nebo
zadavatel nebudou schopni po piiméfeném usili
zajistit podpis zdravotnického =zafizeni na
nékterém dokumentu nebo listiné uvedené v bodé
10.5 v souvislosti s vysledky, dokumentaci studie
nebo jinymi pravy duSevniho vlastnictvi, které
byly pfipraveny nebo vytvoreny v souladu s touto
smlouvou, zdravotnické zafizeni timto
neodvolatelné jmenuje zadavatele a jeho fadné
povéfené  pracovniky a  zastupce  jako
zplnomocnéné zastupce zdravotnického zatizeni,
aby jednali za zdravotnické zafizeni a jeho
jménem a uzavieli a zalozili vSechny takové
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same legal force and effect as if executed by the
Institution.

listiny nebo dokumenty a ucinili v§echny ostatni
zakonem povolené cinnosti pro tento ucel se
stejnou pravni moci a ucinkem, jako by tyto

shall procure that the Study Staff shall, without
further or other compensation than set forth under
Section 8, take all steps as reasonably required
and shall give all assistance as is necessary or
desirable to vest the Results, Study Documents or
other intellectual property rights prepared or
generated pursuant to this Agreement and to
register such intellectual property rights in the

¢innosti  byly  provedeny  zdravotnickym
zafizenim.
10.6  The Institution and Investigator shall and | 10.6  Zdravotnické zafizeni a zkouSejici 1ékar

podniknou a zajisti i od persondlu studie bez dalsi
nebo jiné odmény, neZ je stanovena v bodu 8,
veskeré kroky rozumné pozadované a poskytne
veskerou soucinnost, jak je potieba nebo zadouci,
k prevedeni vysledkt, dokumentii studie nebo
jinych prav duSevniho vlastnictvi pfipravenych
nebo generovanych podle této smlouvy
aregistraci takovych duSevnich prav na jméno

Study at the Study Site; or

name of the Sponsor (or its designee). zadavatele (nebo subjektu uréeného
zadavatelem).

11 TERM AND TERMINATION 11 ~ DOBA PLATNOSTI SMLOUVY
A JEJI UKONCENI

11.1  This Agreement shall become effective | 11.1  Tato smlouva nabude uc¢innosti jejim

by its publishing in the Contract Registry and | zvefejnénim  vregistru  smluv  a zistane

shall remain in effect until the earlier of: vplatnosti az do diivéjsi znasledujicich
moznosti:

@ completion of the close-out visit for the | (a) dokonc¢eni navstévy pro ukonceni studie

na studijnim pracovisti; nebo

or suspend the Study or this Agreement and the
Investigator’s and/or Institution’s participation in
the Study, upon written notice, at any time, and
for any reason.

(b) termination pursuant to the provisions of | (b) ukonceni platnosti podle ustanoveni této
this Agreement. smlouvy.
11.2  The Sponsor or Covance may terminate | 11.2  Zadavatel nebo spolecnost Covance

mohou ukon¢it nebo pozastavit studii nebo tuto
smlouvu a tucast zkouSejiciho 1ékare a/nebo
zdravotnického zafizeni ve studii pisemnou
vypovédi, a to kdykoliv a z libovolného duvodu.

11.3  Immediately upon receipt of a notice of
termination or suspension, the Investigator shall
stop enrolling Study Subjects into the Study.

11.3 Thned po pfijeti oznameni o ukonceni
nebo pozastaveni prestane zkouSejici 1ékar
provadét nabor subjektti hodnoceni do studie.

11.4  The Sponsor may terminate the Study
immediately upon written notice to the Institution
and Investigator if it considers, that the Study
should be discontinued on safety or other ethical
grounds.  The Investigator and/or Institution
and/or Covance and/or Sponsor shall notify the
relevant IEC and the Regulatory Authority (and
any other competent authorities as appropriate) of

11.4  Zadavatel muze ukoncit studii ihned po
pisemném oznameni zdravotnickému zafizeni
a zkousejicimu lékafi, pokud se domniva, Ze je
studii nutné ukonéit z bezpe€nostnich nebo
etickych davodu. Zkousejici 1ékat a/nebo
zdravotnické zatizeni a/nebo spole¢nost Covance
a/nebo zadavatel vyrozumi pfislusnou NEK
aregulaéni Ufad (a pfipadné jakékoliv dalsi
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automatically this Agreement.

the early termination, within the timescales
specified in the Protocol. The termination of the
Study by the Sponsor shall also serve to terminate

kompetentni ufady) o pfed€asném ukonceni ve
lhitach specifikovanych v protokolu. Ukonceni
studie zadavatelem bude znamenat také
automatické ukonceni platnosti této smlouvy.

115

the Regulatory Requirements.

Upon termination or expiry of this
Agreement, the Investigator and/or the Institution
shall return to Covance and/or the Sponsor, or
upon Covance's or the Sponsor's request destroy,
all Sponsor Materials, Study Documents, and all
other documents and materials provided by
Covance or the Sponsor under this Agreement,
unless these are to be maintained by the
Investigator and/or Institution in accordance with

11.5 Po ukonceni nebo vyprseni platnosti této
smlouvy zkousejici lékat a/nebo zdravotnické
zafizeni vrati spoleCnosti Covance a/nebo
zadavateli nebo na zadost spolecnosti Covance
nebo zadavatele zni¢i vSechny materialy
zadavatele, dokumenty ze studie a vsechny
ostatni dokumenty a materialy dodané
spoleCnosti Covance nebo zadavatelem na
zaklad¢é této smlouvy, pokud tyto nemusi byt
uchovavany  zkouSejicim  lékafem  a/nebo
zdravotnickym zatizenim v souladu s regula¢nimi
pozadavky.

11.6 On termination or

enforcement of the Agreement.

expiry of this
Agreement, Sections 9, 10 and 13 shall continue
in force, together with such other provisions
which are necessary for the interpretation or

11.6  Po ukonceni nebo vyprseni platnosti této
smlouvy ztustanou body 9, 10 al3 nadile
v platnosti, spole¢né¢ s dal§imi ustanovenimi,
kterda jsou potfebna pro interpretaci nebo
vymahatelnost smlouvy.

11.7

by Study Subjects.

Covance.

In the event of early termination of this
Agreement by the Sponsor or Covance, Covance
shall reimburse the Institution or Investigator on
a pro-rata basis of the number of visits completed
If the Institution or the
Investigator has already received payments in
excess of these pro-rated amounts due, then any
overpayment shall be promptly reimbursed to

11.7  V ptipad¢ pted¢asného ukonceni této
smlouvy zadavatelem nebo spolecnosti Covance
spole¢nost Covance uhradi zdravotnickému
zatizeni nebo zkousSejicimu lékafi pomérnou Cast
odmény za pocet navstév dokoncenych subjekty
hodnoceni. Pokud jiz zdravotnické zatizeni nebo
zkousejici 1ékar obdrzeli platby, které prevysuji
pomérnou Cast dluzné Castky, pak tento pieplatek
neprodlené vrati spolecnosti Covance.

11.8

whatsoever.

In case of suspension or termination of
the Study and/or the Agreement by the Sponsor
or Covance in accordance with Sections 11.2 or
11.4 the Investigator and the Institution shall not
have any rights for damages or any remedies

11.8  V piipadé¢ pozastaveni nebo ukoncéeni
studie a/mebo smlouvy zadavatelem nebo
spole¢nosti  Covance vsouladu sbody 11.2
nebo 11.4 nebude mit zkousejici 1ékar
a zdravotnické  zafizeni narok na zadné
odskodnéni nebo jakékoliv opravné prostiedky.

11.9

termination or expiry.

Subject to Section 11.8, termination or
expiry of this Agreement shall not affect any
rights, remedies, obligations or liabilities of the
Parties that have accrued up to the date of
termination or expiry, including the right to claim
damages in respect of any breach of this
Agreement which exist at or before the date of

11.9 Svyhradou bodu 11.8 neovlivni
ukonéeni nebo vyprSeni platnosti této smlouvy
zadna prava, napravna opatieni, povinnosti nebo
zavazky stran, které vznikly do data ukonceni
nebo vyprSeni platnosti smlouvy, véetné prava
zadat odskodnéni sohledem na jakékoliv
poruseni této smlouvy, které existuje nebo
vzniklo pfed datem ukonceni nebo vyprSeni
platnosti.
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12 DATA PROTECTION AND HUMAN
BIOLOGICAL SAMPLES

12 OCHRANA UDAJU A LIDSKE

BIOLOGICKE VZORKY

12.1  The Parties agree that the Sponsor and
the Institution are each considered data
controllers with respect to their separate

processing activities of Personal Information.

12.1  Strany souhlasi, ze jak zadavatel, tak
zdravotnické zatizeni se jednotlivé povazuji za
kontrolory idaji s ohledem na jejich samostatné
zpracovani osobnich informaci.

12,2  The Parties shall, at all times throughout
the term of this Agreement, comply with all
applicable data protection/privacy and human
biological sample laws, rules and regulations, as
amended from time to time, with respect to the
collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of any
Personal Information and human biological
samples under this Agreement and Regulatory
Requirements.

12.2  Strany budou v prubéhu celého trvani
této smlouvy dodrzovat vSechny platné zdkony na
ochranu udaji/soukromi a zdkony, pravidla
apredpisy vplatném znéni o nakladani s
lidskymi biologickymi vzorky, sohledem na
ziskani, pouzivani, zpracovavani, uchovavani,
pfenos, modifikaci, vymaz a/nebo predavani
osobnich udaja a lidskych biologickych vzork
podle této smlouvy a regulacnich pozadavk.

12.3  The Institution and Investigator shall
notify Covance and the Sponsor immediately of
any accidental, unlawful or unauthorized use or
disclosure of Personal Information or human
biological samples of which it becomes aware.

12.3  Zdravotnické zafizeni a zkousejici lékar
bezodkladné oznami spolecnosti Covance
a zadavateli veSkeré nahodné, nezakonné nebo
neopravnéné pouziti nebo predani osobnich udaji
nebo lidskych biologickych vzorku, o kterych se
dozvi.

12.4  Except for any information that is
provided to the Sponsor or the Covance monitor,
but not so as to unblind the Sponsor or Covance
to patient treatment which shall include any
source data including the Personal Information of
the Study Subjects, any other information
provided to Covance or the Sponsor shall always
be de-identified or key-coded. Further, no
information other than the information provided
to complete the Study shall be provided to
Covance or the Sponsor under this Agreement.

124 Vyjma informaci, které jsou predavany
monitorovi zadavatele nebo spolecnosti Covance
a které budou zahrnovat zdrojové udaje vcetné
osobnich informaci subjekti hodnoceni, budou
vSechny ostatni informace poskytnuty spole¢nosti
Covance nebo zadavateli vzdy v anonymizované
nebo koédované podobé. Kromé toho nebudou
spole¢nosti Covance ani zadavateli podle této
smlouvy poskytnuty zadné jiné informace kromé
téch, které jsou tfeba k dokonceni studie.

12,5  The Institution and the Investigator each
agree that:

125  Zdravotnické zafizeni a zkousejici lékar
souhlasi, ze:

@) Covance or the Sponsor may collect and
use Personal Information about the Investigator,
Institution and Study Staff, such as contact
information and professional credentials etc., for
the purposes of conducting the Study, compliance
with statutory or ethical requirements for the
purpose of identifying skills, facilities and any
other information relevant to the performance of

(@) spole¢nost Covance nebo zadavatel
mohou  shromazdovat apouzivat  osobni
informace o0 zkousejicim 1ékati, zdravotnickém
zfizeni a persondlu studie, napfiklad kontaktni
informace a udaje o odborné kvalifikaci atp., pro
ucely provadéni studie, dodrzovani zakonnych
aetickych pozadavkt, pro ucely stanoveni
dovednosti,  zafizeni  adalSich  informaci
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clinical trials being conducted by the Sponsor
and/or Covance and as required by applicable
law. The Institution and/or the Investigator shall
inform and Study Staff of their right to check the
accuracy and modify/rectify/update (as the case
may be) any Personal Information by notification
to the Sponsor or Covance

relevantnich pro klinickd hodnoceni provadéna
zadavatelem a/nebo spole¢nosti Covance a dle
pozadavki platnych zakont. Zdravotnické
zafizeni a/nebo zkouSejici I€kai maji pravo
a budou informovat personal studie o jejich pravu
kontrolovat presnost
a upravovat/opravovat/aktualizovat (dle potieby)
jakékoliv osobni informace ozndmené zadavateli
nebo spolecnosti Covance;

(b) the Personal Information of the
Investigator and Study Staff will be transferred
and processed outside of the European Economic
Area (EEA) including to countries that may not
have been assessed as having adequate privacy
laws. Regardless of the country to which the
Personal Information may be transferred,
Covance and the Sponsor shall take steps to
ensure that they and their affiliates, agents,
subsidiaries and suppliers comply with the
applicable regulations and laws and shall take
reasonable steps to protect the security of such
Personal Information.

(b) osobni informace zkousSejiciho 1ékate
a persondlu studie budou zaslany a zpracovavany
mimo tzemi Evropského hospodaiského prostoru
(EHP) vc¢etné zemi, které nemusely byt
vyhodnoceny jako zemé s adekvatnimi zdkony na
ochranou osobnich udaji. Bez ohledu na to, do
které zem¢é mohou byt osobni informace
odeslany, spolecnost Covance a zadavatel
podniknou kroky k zajisténi, Ze oni sami a jejich
pridruzené  spoleCnosti,  zastupci,  dcefiné
spoleCnosti a dodavatelé dodrzi platné piedpisy
a zakony a ptijmou pfiméiend opatieni k zajisténi
bezpecnosti takovych osobnich informaci.

12.6  The Investigator agrees and shall procure
that the Study Staff agree that the Sponsor or
Covance or a designated third party shall have the
right to the extent necessary for the purposes of in
accordance with applicable law to disclose,
process and store his/her Personal Information in
connection with this Study to a Regulatory
Authority and IEC, which may be located outside
of the EEA and which may not offer an
equivalent level of data protection.

12.6  Zkousejici 1ékat souhlasi a zajisti souhlas
personalu studie stim, ze zadavatel nebo
spolecnost Covance nebo povéfenad tieti strana
budou mit pravo v rozsahu potfebném pro dané
ucely avsouladu s platnymi zakony zpracovat
auchovavat jejich osobni informace ve spojeni
Stouto studii apfedat je regulatnimu ufadu
aNEK, které se mohou nachazet mimo EHP
akteré nemusi nabizet ekvivalentni troven
ochrany udaji.

12.7  Insofar the Institution and/or Investigator
discloses its Study Staff, employees or any other
individual's Personal Information to Covance or
the Sponsor for the purpose or in connection with
this Agreement, the Institution and/or the
Investigator shall inform all such individuals with
regard to the processing of their Personal
Information, including in connection with
Covance and/or the Sponsor's audit rights set out
herein. The Institution and/or Investigator shall
ensure that such disclosure is done in accordance
with any applicable Regulatory Requirements,
including information and consent requirements
to allow Covance and/or the Sponsor the

12.7 Pokud zdravotnické zafizeni a/nebo
zkouSejici 1ékat prfeda osobni informace
personalu studie, zaméstnancti nebo jinych osob
spolecnosti Covance nebo zadavateli pro ucely
nebo ve spojeni s touto smlouvou, zdravotnické
zatizeni a/nebo zkouSejici lékat bude vSechny
takové osoby informovat sohledem na
zpracovani jejich osobnich informaci, vcetné
spojitosti s pravy auditu spole¢nosti Covance
a/nebo zadavatele stanovenymi v této smlouve.
Zdravotnické zafizeni a/nebo zkousSejici 1ékar
zajisti, Ze se takové predani uskute¢ni v souladu
S platnymi pravnimi predpisy, vcetn¢ informace
apozadavku na souhlas, ktery poskytne
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possibility to process the received Personal
Information for the purposes set out in the
Agreement without fulfilling any other formality.
The Institution and/or Investigator shall also
consider any instructions which may be sent
electronically or in writing, from time to time, by
Covance and/or the Sponsor, in respect of the
information that should be provided to
individuals for the fulfilment of this Section 12.7

spolecnosti Covance a/nebo zadavateli mozZnost
zpracovat obdrzené osobni informace pro ucely
stanovené V této smlouve bez nutnosti splnit dalsi
formality.  Zdravotnické  zafizeni  a/nebo
zkousejici lékar také zvazi jakékoliv pokyny,
které mohou byt Cas od Casu zaslany elektronicky
nebo pisemné spoleCnosti Covance a/nebo
zadavatelem s ohledem na informace, které maji
byt ptredany jednotlivecim pro naplnéni tohoto
bodu 12.7.

the Institution and Investigator each agree and
acknowledge that Covance expressly disclaims
any and all liability in connection with the Study
Drug and/or Protocol. For the avoidance of
doubt, the Institution and Investigator each agree
and acknowledge that the Sponsor does not
delegate to Covance nor make any attribution to
Covance with respect to the Study Drug and/or
the Protocol.

13 INDEMNIFICATION AND | 13 ODSKODNENI A POJISTENI
INSURANCE
13.1  Subject to the extent permitted by law, | 13.1  V rozsahu povoleném zakonem

zdravotnické zatizeni a zkousejici 1ékai souhlasi
auznavaji, ze se spole¢nost Covance vyslovné
ziikd  jakékoliv  odpovédnosti  souvisejici
s hodnocenym piipravkem a/nebo protokolem.
Pro vylouceni pochybnosti zdravotnické zatizeni
a zkousejici Iékai souhlasi auznavaji, ze
zadavatel nepovéiuje spolecnost Covance ani nic
nepiisuzuje spole¢nosti Covance s ohledem na
hodnoceny ptipravek a/nebo protokol.

13.2  Nothing in this Agreement shall exclude
or limit either Party's liability which cannot be
excluded or limited under applicable law.

13.2  Nic v této smlouvé nebude vylu€ovat ani
omezovat odpovédnost nékteré ze stran, kterou
nelze vyloucit ani omezit podle platnych zakont.

13.3  The Institution and Investigator shall
jointly and severally be liable for and expressly
agree to indemnify and hold harmless the
Sponsor and Covance to the fullest extent
permitted by law from any and all liability,
claims (whether civil or criminal), loss, damage,
costs, including reasonable legal costs, and other
expenses of any nature whatsoever and all costs
and expenses (including legal costs) incurred or
suffered in connection therewith by the
Institution or Investigator’s liability under and in
relation to this Agreement including for: (a)
breach  of contract, (b) misrepresentation
(whether tortious or statutory), (c) tort (including
negligence), (d) breach of statutory duty, (e)
failure to comply with the Protocol or with the
Investigator’s or Institution’s duties towards
Study Subjects, (f) breach of this Agreement
and/or the Regulatory Requirements, (g) failure
otherwise to perform his, her or its material

13.3  Zdravotnické zatfizeni a zkousSejici l€kar
budou spolecné i samostatn¢ zodpovédni
a vyslovné souhlasi, ze odSkodni a budou h4jit
zadavatele aspole¢nost Covance V nejsir§im
rozsahu povoleném zadkonem v otdzkach
jakékoliv odpovédnosti, narokii (at’ jiz dle
obcanského nebo trestniho prava), ztraty, skod,
vydaji, véetné¢ piiméfenych vydaji na pravni
zastoupeni, adalSich vydaji  jakéhokoliv
charakteru avsech nakladi avydaji (véetné
pravnich vydaji) vzniklych nebo utrpénych
v souvislosti s odpovédnosti  zdravotnického
zatizeni nebo zkousSejiciho 1ékafe podle této
smlouvy a v souvislosti s ni, v¢etné: (a) poruSeni
smlouvy, (b) zkresleni informaci (at jiz
nepravdivé nebo protipravni), (¢) deliktu (véetné
nedbalosti), (d) poruseni zakonnych povinnosti,
(¢) nedodrzeni protokolu nebo povinnosti
zdravotnického zafizeni nebo zkousejiciho 1ékare
ve vztahu K subjektim hodnoceni, (f) poruseni
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obligations hereunder, (h) negligence,
malpractice, willful misconduct, or (i) other
wrongful acts or failure to act in connection with
the Study.

této smlouvy a/nebo regulac¢nich pozadavki,
(9) jiného nesplnéni materialnich zavazku dle této
smlouvy, (h) nedbalosti, nespravného postupu,
zamérného nespravného jednani nebo (i) jiného
nedbalého jednani nebo necinnosti v souvislosti
se studii.

13.4  Any indemnification rights belonged to
the Investigator or the Institution are provided
exclusively by the Sponsor. The Institution and
Investigator each acknowledge that Covance is
acting on behalf of the Sponsor and in the event
that the Institution or Investigator invokes such
rights, then the Investigator or Institution shall
deal directly with the Sponsor.

13.4  VsSechna prava na odskodnéni nalezici
zkousejicimu  1ékafi nebo  zdravotnickému
zatizeni  poskytuje = vyhradné  zadavatel.

Zdravotnické zatizeni a zkouSejici 1ékat uznavaji,
ze spolecnost Covance jedna jménem zadavatele
avpripadé, ze zdravotnické =zafizeni nebo
zkousejici 1ékai uplatni tato prava, zkouSejici
lékat nebo zdravotnické zatizeni budou jednat
pfimo se zadavatelem.

13.5  During the term of this Agreement for any
period thereafter as necessary to cover their
liabilities under this Agreement, the Institution and
Investigator shall maintain liability insurance, in
an amount sufficient to cover any liability that
might occur as a consequence of a breach of this
Agreement, the Protocol or any Regulatory
Requirements.

13.5 Béhem doby platnosti této smlouvy
anasledné po dobu potfebnou  k pokryti
odpovédnosti plynouci ztéto smlouvy bude mit
zdravotnické zatizeni a zkousejici 1ékat uzaviené
pojisténi  odpovédnosti ve vySi dostateCné
K pokryti odpovédnosti za $kodu, ktera se muze
objevit nasledkem poruseni této smlouvy,
protokolu nebo regula¢nich pozadavk.

13.6  Where the Investigator is an employee of
the Institution and is covered by the Institution’s
insurance policies, the Investigator shall not be
required to have separate professional indemnity
insurance. The Institution shall upon request
provide a copy of the relevant liability insurance
coverage to Covance.

13.6  Pokud je zkousejici 1ékat zaméstnancem
zdravotnického zafizeni a vztahuji se na ngj
pojisténi  zdravotnického  zafizeni, nemusi
zkouSejici 1ékaf uzavirat samostatné pojisténi
odpovédnosti z vykonu povolani. Zdravotnické
zafizeni na vyzadani poskytne kopii piislusné
pojistné  smlouvy Kk pojisténi  odpovédnosti
spolecnosti Covance.

13.7  The Sponsor has procured a clinical trial
insurance policy for this Study in accordance
with the requirements of the laws of the Czech
Republic for injuries to Study Subjects in
connection with the Study Drug from
participation in the Study.

13.7  Zadavatel uzaviel pojisténi klinického
hodnoceni pro tuto studii v souladu s pozadavky
zikonti Ceské republiky pro piipad Gjmy na
zdravi  subjektdl  hodnoceni v souvislosti
S hodnocenym pfipravkem pii tcasti ve studii.

14 BUSINESS AND DEBARMENT

14 CINNOST A ZAKAZ CINNOSTI

141  The Institution and Investigator each
represent and warrant that:

141  Zdravotnické zatizeni a zkouSejici Iékar
prohlasuji a zarucuji, ze:

@) neither the Institution, Investigator nor
the Study Staff have entered into and shall not
enter into any financial arrangements with the

@ zdravotnické zafizeni, zkouSejici 1ékaf
ani personal studie neuzavieli ani neuzaviou
zadné financni dohody se zadavatelem tak, aby
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Sponsor so that they hold any financial interests
in the Sponsor that are required to be disclosed
pursuant to applicable law nor have they or any
Study Staff received and shall not receive any
gifts, commission, services or other benefits from
the Sponsor that would unduly affect the Study;

méli financni zajmy u zadavatele, které vyzaduji
zvetejnéni podle platnych zakond, a zkousejici
I€kat ani personal studie neobdrzeli ani neobdrzi
zadné dary, provize, sluzby nebo jiné benefity od
zadavatele, které by nepatiicné ovlivnily studii;

(b) they have not accepted nor have they
been offered any payment of money or other
transfer of value for the purpose of influencing
their decisions or actions to assist Covance or the
Sponsor to obtain a business advantage where
such payment or transfer would constitute
violation of applicable law (including Anti-
Corruption Laws);

(b) nepfijali, ani jim nebyla nabidnuta thrada
finan¢ni castky nebo jiny pievod hodnot za
ucelem ovlivnéni jejich rozhodnuti nebo kroku
k napomoci spole¢nosti Covance nebo zadavateli
pfi ziskani obchodni vyhody, kde by takova
platba mohla piedstavovat poruseni platného
zakona (vCetné protikorupénich zakont);

() they have not made and agree that they
shall not offer, accept, promise or make any
payment of money or any transfer of value, either
directly or indirectly, to a government or political
party officials, officials of international
organizations, candidates for public office, or
representatives of other businesses or persons
acting on behalf of any of the foregoing for the
purpose of: (i) influencing any decisions or
actions; (ii) to gain an advantage in the conduct
of Covance’s or the Sponsor’s business; (iii)
where such payment would constitute a violation
of applicable law (including Anti-Corruption
Law); or (iv) where such payment transfer would
induce such officials to perform a function in
violation of such laws; and

(©) nenabizeli, nepfijali, neslibili  ani
neuskutecnili zadné platby financnich Ccastek
nebo jakykoliv pfevod hodnot, pfimo ¢i nepiimo,
vladnim ufednikim nebo politickym cCinitelim,
funkcionaiim mezinarodnich organizaci,
kandidatim na vefejnou funkci nebo zastupcim
jinych podnikll nebo osobam jednajicich jménem
vyse uvedenych, asouhlasi, Ze tak neucini ani
v budoucnosti, za  ucelem: (i) ovlivnéni
rozhodnuti nebo opatieni; (ii) ziskani vyhody pro
podnikani spole¢nosti Covance nebo zadavatele;
(iii) kde by takova platba mohla znamenat
poruseni platného zakona (vCetné
protikorupcnich zakonti); nebo (iv) kde by takové
provedeni platby motivovalo takové Cinitele
k podniknuti krok® porusujicich takové zakony; a

(d) the Study Staff, agents, collaborators or
representatives who are involved in the Study
have not been: (i) suspended, deregistered or
debarred by the US Food and Drug
Administration Regulatory Authority or any other
competent authority of any country, or are not
subject of such a debarment proceeding; (ii)
engaged in any conduct that has resulted in a
criminal conviction; or (iii) excluded, suspended,
or otherwise ineligible to participate in the Study
or government health care programs or to practice
in a healthcare profession as a result of any
professional misconduct in any country.

(d) personalu studie, zprostfedkovatelim,
spolupracovnikiim nebo zastupctm, ktefi jsou
zapojeni do studie, nebyla: (i) pozastavena
¢innost, nebyli vySkrtnuti ze schvalenych
seznaml ani jim nebyla zakadzéna Cinnost
americkym Utadem pro kontrolu potravin a 1é¢iv,
regulaénim ufadem nebo jinym kompetentnim
organem vV libovolné zemi, ani neprobiha fizeni
pro zékaz jejich Cinnosti; (ii) nebyli zapojeni do
zadného jednani, které by vedlo k odsouzeni za
trestnou ¢innost; ani (iii) nebyli vylouceni, nebyla
jim pozastavena Cinnost ani nejsou jinak
nezpusobili k Gcasti ve studii nebo vladnim
programu zdravotnické péce nebo k praktikovani
zdravotnické profese nasledkem profesniho
pochybeni v libovolné zemi.
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14.2  During the term of this Agreement and
for a period of twelve (12) months following the
expiration or termination of this Agreement, the
Institution and Investigator shall promptly notify
Covance if the Institution, Investigator or any
Study  Staff, agents, collaborators  or
representatives become subject of any debarment
or disciplinary proceeding.

142 Béhem doby trvani platnosti této
smlouvy a po dobu dvanacti (12) mésici po
vyprSeni nebo ukonceni platnosti této smlouvy
zdravotnické zafizeni azkouSejici Iékaf bez
prodleni oznami spolecnosti Covance, pokud
bude proti zdravotnickému zatizeni, zkouSejicimu
1ékari nebo personalu studie, zprosttedkovateltim,
spolupracovnikiim ¢i zastupctim zahdjeno fizeni o
zakazu ¢innosti nebo disciplinarni fizeni.

15 NOTICES

15 OZNAMENI

Any notices required or permitted under this
Agreement shall be in writing and shall be
deemed to have been duly given on the day of
delivery (if delivered personally), or upon
delivery by internationally recognized express
carrier evidenced by the online, electronic
systems of the carrier and addressed to the
following representative and address of the
applicable Party, as each Party may update its
designated representative and address from time
to time in accordance with this Section:

Veskera ozndmeni pozadovanad nebo povolena
podle této smlouvy budou v pisemné formé
abudou povazovana za fadné podana v den
doru€eni (jsou-li dorucena osobn€) nebo po
dorueni mezinarodné¢ uzndvanym expresnim
prepravcem s dolozenim online elektronickymi
systémy  piepravce abudou  adresovana
nasledujicim zastupcim ana adresu pfislusné
smluvni strany, pfiCemz kazda smluvni strana
mize aktualizovat svého urCeného zastupce
a adresu v souladu s touto ¢asti:

If to Covance:

Pro spole¢nost Covance:

Title: Project Director

Address: 206 Carnegie Center, Princeton, New
Jersey, 08450-6233, USA

With copy to Covance CAPS Ltd., organizacni
slozka, V Parku 2343/24, 148 00 Praha 4 —
Chodov, Czech Republic

Tel:

Fax: [

Funkce: Project Director

Adresa: 206 Carnegie Center, Princeton, New
Jersey, 08450-6233, USA

V kopii Covance CAPS Ltd., organizacni slozka,
V Praze 2343/24, 148 00 Praha 4 — Chodov, Ceska
republika

Tel.: I
Fax: [

If to Sponsor:

Pro zadavatele:

Name: [

Title: Chief Business Officer
Address: 30 Spring Mill Drive
Malvern, PA 19355

Tel:
E-mail:

Jmeno: [ NEEEG—_—_—
Funkce: Chief Business Officer
Adresa: 30 Spring Mill Drive
Malvern, PA 19355

Tel:
E-mail: [
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If to Investigator:

Pro zkouSejiciho:

Name: [N

Title: Principle Investigator

Jméno: [N

Funkce: Hlavni zkousejici

Fax:
E-mail:

Address: Oblastni nemocnice Pribram, a.s., | Adresa: Oblastni nemocnice Piibram, as.,
Generala R. Tesarika 80, 261 01 Pribram I, Czech | Generala R. Tesatika 80, 261 01 Pfibram I, Ceska
Republic republika

Te:: Tel:

E-mail: [N E-mail: [ N

If to Institution: Pro zdravotnické zarizeni:

Title: Department of Director Funkce: feditelstvi

Address: Oblastni nemocnice Pribram, a.s., | Adresa: Oblastni nemocnice Piibram, a.s.,
Generala R. Tesarika 80, 261 01 Pribram I, Czech | Generala R. Tesatika 80, 261 01 Pfbram I, Ceska
Republic republika

Tei: Tel: N

Fax:
E-mail:

16 THIRD PARTY RIGHTS

16 PRAVA TRETICH STRAN

16.1 The Institution and Investigator each
acknowledge that the Sponsor is the sponsor of
the Study and to satisfy pre-existing contractual
obligations owed by Covance to the Sponsor, the
Parties agree that the Sponsor and its affiliates:
() are the intended third-party beneficiaries of
the rights under this Agreement (in particular any
Intellectual Property rights under Section 10); (b)
have enforceable rights in relation to this
Agreement; and (c) are entitled to require the
direct performance of the Study under this
Agreement. To the extent permitted by applicable
law any rights vested in the Sponsor under this
Agreement shall vest in Covance on the
Sponsor’s behalf. The rights under this Section
shall not be modified without the Sponsor’s
written consent. The Parties acknowledge and
agree that, as a third party beneficiary to this
Agreement, Sponsor and its affiliates shall be
entitled to rely upon all rights, representations,
warranties and covenants under this Agreement
to the same extent as if Sponsor and its affiliates
were a party hereunder.

16.1  Zdravotnické zafizeni a zkousejici lékar
uznavaji, ze zadavatel je zadavatelem studie a pro
uspokojeni jiz existujicich smluvnich zévazk
spolecnosti Covance vuc¢i zadavateli strany
souhlasi, Ze zadavatel ajeho pfidruzené
spoleCnosti: (a) jsou obmyslenou tfeti stranou
s ohledem na prava podle této smlouvy (zejména
prava duSevniho vlastnictvi podle ¢asti 10);
(b) maji vynutitelnda prava souvisejici s touto
smlouvou; a (C) jsou opravnéni pozadovat primé
provadéni studie podle této smlouvy. V rozsahu
povoleném platnymi zakony budou veskera prava
nalezejici zadavateli podle této smlouvy nalezet
spole¢nosti Covance v zastoupeni zadavatele.
Prava podle této Casti nemohou byt upravovana
bez pisemného souhlasu zadavatele. Smluvni
strany potvrzuji a souhlasi, Ze jako obmysleny
pfijemce této smlouvy budou zadavatel a jeho
pfidruzené spolecnosti opravnéni spoléhat se na
vSechna prava, prohlaSeni, zaruky a umluvy
podle této smlouvy stejnym zpisobem, jako
kdyby zadavatel ajeho pfidruzené spolecnosti
byly stranou této smlouvy.

16.2  Subject to Section 16.1, this Agreement

16.2 Svyhradou bodul16.1 tato smlouva
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does not and is not intended to give any rights, or
any right to enforce any of its provisions to any
person who is not a party to it (or their successors
or assigns).

neposkytuje ani nema za cil poskytnout jakakoliv
prava nebo pravo vymahat jakakoliv ustanoveni
libovolné osobé¢, kterd neni smluvni stranou (ani
jejim néstupciim ¢i nabyvatelim).

details of the Study and/or the Results shall not
be publicised, published or otherwise presented
in any form without prior written consent of
Covance and/or the Sponsor. The Institution and
Investigator each acknowledge that such
restrictions are necessary to prevent the
premature disclosure of any intellectual property
rights or Confidential Information.

17 PUBLICATION POLICY 17 ZASADY TYKAJICI SE
PUBLIKOVANI
17.1  Save as required by law, all and any | 17.1  Svyhradou povinnosti plynoucich ze

zakona nebudou 7Zadné podrobnosti o studii
a/nebo jeji vysledky zvetejnény, publikovany
nebo jinak prezentovany v zadné podob¢ bez
pfedchoziho pisemného souhlasu spolecnosti
Covance a/nebo zadavatele. Zdravotnické
zatizeni a zkouSejici 1€ékaf uznavaji, ze takova
omezeni jsou nutna k pfedchazeni predcasnému
zvetejnéni jakychkoliv prav dusevniho vlastnictvi
nebo duvérnych informaci.

17.2  In accordance with the law 340/2015
Coll. on Registry of Contracts, a redacted form of
this Agreement and/or any amendment thereto
shall be published on the Ministerial Contract
Registry (the Registry) within thirty (30) days
from last signature. The Institution shall publish
any required documents on the Registry
following the procedure below. The Institution
expressly agrees to limit any published material
to the extent required by law.

17.2  Vsouladu se zakonem ¢. 340/2015 Sb.,
0 registru smluv, redigovand verze této smlouvy
a/nebo jeji pfipadné dodatky budou zvefejnény
v registru smluv vedeném ministerstvem (dale
jako Registr) do tficeti (30) dntt po pfipojeni
posledniho podpisu. Zdravotnické zatizeni
zvefejni pozadované dokumenty v registru podle
nize uvedeného postupu. Zdravotnické zatizeni
vyslovné souhlasi, Ze omezi zvefejniovany
material na rozsah pozadovany zakonem.

17.3  Prior to publication, the Covance shall
remove all Confidential Information, Personal
Information, and business and trade secrets from
the documents to be published, including the
Protocol, the investigator brochure and the
exhibit detailing the costs of procedures
(collectively Excluded Information),.  The
Institution shall only publish the expected total
budget or total contract value of this Agreement.

17.3  Pfed zvetejnénim spolecnost Covance
odstrani ze zverejiiovanych dokument veskeré
duveérné informace, osobni informace a firemni
a obchodni tajemstvi, v¢etn¢ protokolu, souboru
informaci pro zkouSejiciho 1ékafe a prilohy

uvadéjici cenu jednotlivych postuptt (dale
souhrnné  jako  Vyloucené  informace).
Zdravotnické zatizeni zvefejni pouze

predpokladany celkovy rozpocet nebo celkovou
hodnotu této smlouvy.

17.4  The Covance shall draft the final form of
any documents to be published (Draft
Publication Documents), which shall not

contain any Excluded Information and shall the
Draft Publication Documents to the Institution for
approval. The Agreement shall only be executed
after the Parties have agreed the final form and
format of the documents for publication on the

17.4  Spole¢nost Covance pripravi navrh
kone¢né podoby zvefejnovanych dokumentt
(dale jako Navrh zvefejiiovanych dokumenti),

ktery nebude obsahovat zadné vyloucené
informace, a pfedloZi tento navrh zvefejiiovanych
dokumentti Zdravotnickému zafizeni

k odsouhlaseni. Smlouva bude uzaviena az
poté, co se strany dohodnou na konec¢né podobé

Template version date 07 Apr 17: Translated into Czech 30 Nov 2018.
VenatoRx version date 24 August 2018
Study version date 02 November 2018

Site version date: 16 December 2019
Unpublished Work Copyright Covance 2014. All Rights Reserved

Page 35 of 50 / Strana 35 z 50



Clinical Trial Agreement — 3 Way Inv/Inst/CVD
Protocol:
Country: Czech Republic
Pl Name:
Billcode:

ROW

Registry (Final Publication Documents).

averzi dokumenti uréenych ke zvefejnéni
vregistru (dale jako  Konefna  verze
zverejiiovanych dokumenti).

17,5  The Institution agrees to publish the Final
Publication Document and complete the metadata
on the Registry within five (5) working days after
final signature of the Agreement. The Institution
shall inform Covance about the act of publication
either by email or by adding

as secondary
recipient on the registry form during the contract
publication.

17,5 Zdravotnické zafizeni souhlasi, Ze
zvetejni  koneCnou  verzi  zvefejiiovanych
dokumentti a vyplni metadata v registru do péti
(5) pracovnich dnti po uplném podpisu smlouvy.
Zdravotnické  zafizeni bude  informovat
spole¢nost Covance o zvefejnéni e-mailem nebo
pridanim adresy

jako druhého pfijemce ve formuladfi registru
b&hem zvetejnéni smlouvy.

17.6  If the Institution fails to publish the
required documents within twenty (20) calendar
days from last signature, Covance will remind to
Institution of its obligations under this Section 17
within an additional ten (10) days. In the event
that the Institution fails to publish the required
documents thirty (30) days after execution of the
Agreement, then Covance shall publish the Final

17.6  Pokud zdravotnické zafizeni nezvetejni
pozadované dokumenty béhem (20) kalendainich
dnti po pfipojeni posledniho podpisu, spolecnost
Covance piipomene zdravotnickému zafizeni
jeho povinnosti podle tohoto bodu 17 béhem
nasledujicich deseti (10) dnti.  V pfipadé, ze
zdravotnické zafizeni nezvefejni pozadované
dokumenty do tficeti (30)dnli po podpisu

Publication Documents have been published.

Publication Documents on the Registry. smlouvy, pak spoleCnost Covance zvefejni
kone¢nou verzi zvefejiilovanych dokumentt
V registru.

17.7  The Parties understand that the Study | 17.7  Strany chapou, Ze studijni pracovisté

Site shall not be initiated until the Final | nebude iniciovano, dokud nebude zvefejnéna

kone¢na verze zvefejnovanych dokumentd.

17.8 The estimated total remuneration for
publication in Contract Registry is 2593 955
CZK.

17.8  Ptedpokladana celkova vyse odmény pro
zvetejnéni v registru smluv ¢ini 2 593 955 CZK.

18 EQUIPMENT

18 VYBAVENI

18.1  The Sponsor or its designee may provide
additional equipment as needed and agreed with
the Institution and/or Investigator
(“Equipment”). The Institution and/or
Investigator agree that the Equipment shall be
used: (a) exclusively for the Study and in
accordance with the requirements of the Protocol;
(b) the terms of this Agreement; and (c) in
accordance with the instructions of use of the
Equipment.

18.1  Zadavatel nebo jim povéfeny subjekt
mize dat k dispozici dalsi vybaveni dle potieby
a dohody se zdravotnickym zatizenim a/nebo
zkousejicim 1ékafem (dale jako ,,Vybaveni®).
Zdravotnické zafizeni a/nebo zkousejici 1ékar
souhlasi, Ze toto vybaveni bude pouZzivano:
(@) vyluéné pro acely studie avsouladu
s pozadavky protokolu; (b) podminkami této
smlouvy; a (c) v souladu s pokyny K pouzivani
vybaveni.

18.2  The Institution and/or Investigator shall
be responsible for the safe keeping of the

18.2  Zdravotnické zatizeni a/nebo zkousSejici
1ékat budou odpovidat za bezpe¢né uchovavani
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Equipment from the time the Equipment is
received by the Institution or Investigator until
the time when the Equipment is either returned to
the Sponsor or allowed to be retained by the
Institution or the Investigator.

vybaveni od okamziku, kdy toto vybaveni
zdravotnické zafizeni a/nebo zkousSejici lékar
pfijme, az do okamziku, kdy bude vybaveni
vraceno zadavateli nebo zdravotnické zafizeni
nebo zkousejici 1€kat dostanou svoleni, aby si je
ponechali.

18.3  During this period, the Institution and/or
Investigator shall be responsible for ensuring the
Equipment is maintained in a good working
condition. Any and all faults shall be reported
promptly to the Sponsor or its designee. The
Institution and/or Investigator shall reimburse the
Sponsor for any and all costs incurred by the
Sponsor resulting from damage to the Equipment
due to the negligence or misconduct of the
Institution, the Investigator or Study Staff.

18.3  Bé&hem tohoto obdobi bude zdravotnické
zatizeni a/nebo zkousejici 1€kat povinno/povinen
zajistit, aby bylo vybaveni udrzovano v dobrém
funkénim stavu. Veskeré pripadné zavady budou
neprodlené¢ hldSeny zadavateli nebo jim
povétenému subjektu.  Zdravotnické zatizeni
a/nebo zkousejici 1ékat uhradi zadavateli veskeré
pfipadné naklady, které zadavateli vzniknou
v disledku  poSkozeni  vybaveni  z davodu
nedbalosti nebo nespravného zachazeni ze strany
zdravotnického zatizeni, zkousejiciho 1ékate nebo
personalu studie.

18.4  Upon completion of the Study or at an
earlier time specified by the Sponsor and/or
Covance, the Institution and/or Investigator shall
either:

18.4  Po dokonceni studie nebo diive podle
pozadavki  zadavatele a/nebo  spoleCnosti
Covance zdravotnické zatizeni a/nebo zkousejici
1ékat:

@ arrange the return of Equipment, at the
Sponsor’s expense, to a location designated by
the Sponsor, its designee or Covance; or

@ zafidi vraceni vybaveni na naklady
zadavatele na misto urCené zadavatelem, jim
poveéfenym subjektem nebo spolec¢nosti Covance;
nebo

(b) keep the Equipment and reimburse the
Sponsor for the residual fair market value of the
Equipment at the date of Study termination by
completing all of the procedures and
documentation necessary by the Regulatory
Requirements. If appropriate, the Sponsor and/or
Covance may set-off or reduce the final payment
made by Covance or the Sponsor to the
Institution and/or Investigator by the residual fair
market value of the Equipment. A separate Loan
Contract will be written about this. The
Institution and/or Investigator each acknowledge
and agree that the transfer of the Equipment to
the Institution and/or Investigator is “as is” and
no particular support, service or update in
connection with the Equipment is implied or
conveyed as part of the transfer of the Equipment
to the Institution or the Investigator. Neither the
Sponsor nor Covance make any representations
or warranties as to the quality, condition, state or
description of the Equipment or it fitness or

(b) ponecha si vybaveni a uhradi zadavateli
zbytkovou trzni hodnotu vybaveni k datu
ukonceni studie s dokoncenim vSech postupti
a dokumentace potiebnych podle regulacnich
pozadavkid. Je-li to vhodné, zadavatel a/nebo
spolecnost Covance mohou odecist zbytkovou
trzni  hodnotu vybaveni nebo oni snizit
zavéreCnou platbu  vyplacenou spole¢nosti
Covance nebo zadavatelem zdravotnickému
zafizeni a/nebo zkouSejicimu lékati. O tomto
bude sepsana samostatna smlouva o vypujcéce.

Zdravotnické zafizeni a/nebo zkousejici lékar
uznava a souhlasi, Ze je vybaveni pfevedeno na
zdravotnické zafizeni a/nebo zkousSejiciho 1ékare
ve stavajicim stavu ,jak lezi a stoji aneni
implikovana nebo poskytovana zadna podpora,
sluzby nebo aktualizace v souvislosti
Svybavenim vramci jeho pfevodu na
zdravotnické zafizeni a/nebo zkousejiciho 1¢kare.
Zadavatel ani spolecnost Covance neposkytuji
zadna prohldSeni ani zaruky tykajici se kvality,
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suitability for any purpose. All implied terms,
conditions and warranties as to the Equipment are
excluded to the fullest extent permitted by
law. Upon transfer of the Equipment to the
Institution and/or Investigator, any and all
liability arising from defects, faults or license for
use of the Equipment shall pass to the Institution
and/or Investigator.

stavu nebo popisu vybaveni nebo jeho
zpusobilosti nebo vhodnosti pro jakykoliv ucel.
Veskeré implicitni podminky a zaruky s ohledem
rozsahu povoleném ze zékona. Po pfevodu
vybaveni  zdravotnickému  zafizeni a/nebo
zkousejicimu 1ékati prejde veskerd odpovédnost
plynouci ze zavad, chyb nebo licence pro
pouzivani vybaveni na zdravotnické zatizeni
a/nebo zkousejiciho 1ékare.

18,5 To the fullest extent permitted by law,
neither the Sponsor nor Covance shall have any
liability for damages of any kind, including
personal injury or property damage, resulting
from the use of Equipment retained at Institution
and/or the Investigator.

vvvvv

18.5
ze zakona zadavatel ani spolecnost Covance
neponesou odpovédnost za Skody jakéhokoli
druhu, vcetné¢ osobni Ujmy nebo Skody na
majetku, ke kterym dojde v dusledku pouzivani
vybaveni, které si zdravotnické zafizeni a/nebo
zkousejici 1ékat ponechali.

19 MISCELLANEOQOUS

19 RUZNE

19.1 Independent Contractor. The
relationship of both Covance and the Sponsor
with the Investigator and the Institution and
between Investigator and Institution mutually
under this Agreement shall be that of an
independent  contractor. Nothing in this
Agreement or otherwise or the arrangements for
which it is made shall constitute the Investigator,
Study Staff or any other personnel used in the
performance of the Study as an employee, joint
venturer, partner, or servant of Covance or the
Sponsor.

19.1 Nezavisly dodavatel. Vztah spolecnosti
Covance azadavatele se zkousejicim lékafem
a zdravotnickym zafizenim a mezi zkousSejicim
lékatem a zdravotnickym zafizenim navzajem, je
vramci této smlouvy vztahem nezavislého
dodavatele. Nic v této smlouvé nebo jinde, ani
ujednani, pro néz byla sjednana, neznamena, Ze
by se zkousejici 1ékaf, personal studie nebo jiny
personal vyuzity pfi provadéni studie stali
zameéstnancem, spole¢nikem, partnerem nebo
ufednikem spolec¢nosti Covance nebo zadavatele.

19.2  Assignment. Covance shall at any time
be entitled to assign, transfer, mortgage, charge
or deal in any other manner with any or all of its
rights and obligations under this Agreement to
the Sponsor without seeking approval from either
the Institution or the Investigator. Therefore, the
Institution and Investigator hereby expressly and
irrevocably approve the right of Covance to
assign or transfer any of its rights and obligations
under this Agreement to the Sponsor (or its
nominated designee) or otherwise deal with such
rights and obligations with the Sponsor (or its
nominated designee). Sponsor may, at any time
assign, transfer, mortgage, charge or deal in any
other manner with any or all of its rights and

19.2  Postoupeni. Spole¢nost Covance bude
opravnéna kdykoliv postoupit, prevést, zatizit,
zpoplatnit v8echna sva prava a povinnosti podle
této smlouvy zadavateli nebo s nim o nich
jakymkoli jinym zpisobem jednat, aniz by
musela pozadovat souhlas zdravotnického
zatizeni nebo zkouSejiciho 1ékatre. Zdravotnické
zatizeni a zkouSejici 1ékat proto timto vyslovné
a neodvolatelné¢ schvaluji pravo spolecnosti
Covance postoupit nebo pievést jakakoliv jeji
prava a povinnosti plynouci ztéto smlouvy na
zadavatele (nebo subjekt jim povéfeny) nebo
o0 téchto pravech a povinnostech se zadavatelem
(nebo jim povéfenym subjektem) jakkoli jinak
jednat.  Zadavatel muze kdykoli postoupit,
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successor of Sponsor or the business or product
line to which this Agreement relates. The
Investigator and the Institution shall not assign,
transfer, mortgage, charge, subcontract, declare a
trust over or deal in any other manner with any or
all of its rights and obligations under this
Agreement without the prior written consent of
Covance. Any purported transfer, assignment or
delegation by the Investigator or the Institution
without the appropriate prior written consent of
Covance or Sponsor shall be null and void and of
no force or effect.

povinnosti podle této smlouvy nebo s nimi jinak
nakladat ve vztahu k piipadnym nastupciim
zadavatele nebo podniku ¢i produktové fady, na
kterou se vztahuje tato smlouva. Zkousejici 1ékar
a zdravotnické zafizeni nepostoupi, neptevedou,
nezatizi, nezpoplatni, nezadaji subdodavatelsky,
neptedaji do svéfeneckého fondu ani neprovedou
jinou transakci s zadnymi svymi pravy
apovinnostmi  podle této smlouvy bez
predchoziho pisemného souhlasu spolecnosti
Covance.  Jakykoliv  zamySleny  pfevod,
postoupeni nebo delegovani zkousSejicim lékarem
nebo zdravotnickym zafizenim bez piislusného

provision of this Agreement is or becomes
invalid, illegal or unenforceable, it shall be
deemed modified to the minimum extent
necessary to make it valid, legal and enforceable.
If such modification is not possible, the relevant
provision or part-provision shall be deemed
deleted. Any modification to or deletion of a
provision or part-provision under this Section
shall not affect the validity and enforceability of
the rest of this Agreement.

predchoziho pisemného souhlasu spolecnosti
Covance nebo zadavatele budou neplatné
a neucinné.

19.3  Severability. If any provision or part- | 19.3  Oddélitelnost ustanoveni. Pokud se

jakékoliv ustanoveni nebo ¢ast ustanoveni této
smlouvy stane neplatnym, nezdkonnym nebo
nevymahatelnym, bude se povazovat za upravené
V minimalnim rozsahu potiebném k tomu, aby
bylo platné, zakonné a vymahatelné. Pokud
takova uprava neni mozna, bude se piislusné
ustanoveni nebo ¢ast ustanoveni povaZovat za
vymazané. Jakakoliv Uprava nebo vymaz
ustanoveni nebo Casti ustanoveni podle tohoto
bodu neovlivni  platnost  a vymahatelnost
zbyvajici ¢asti smlouvy.

19.4  Waiver. No waiver or delay by a Party
to exercise any right or remedy provided under
this Agreement or by law shall constitute a
waiver of that or any other right or remedy
provided under this Agreement, nor shall it
preclude or restrict the further exercise of that or
any other right or remedy. No single or partial
exercise of such right or remedy shall preclude or
restrict the further exercise of that or any other
right or remedy.

19.4  Vzdani se prav. Pokud se strana zfekne
nebo opozdi pii uplatnéni jakéhokoliv prava nebo
napravného prostiedku poskytnutého podle této
smlouvy nebo ze zakona, nebude to znamenat
zieknuti se daného nebo libovolného jiného prava
nebo napravného prostfedku podle této smlouvy,
ani se tim nebude vylu¢ovat nebo omezovat dalsi
uplatnéni daného nebo jiného prava nebo
napravného prostiedku. Zadné jednotlivé
uplatnéni nebo ¢astecné uplatnéni takového prava
nebo napravného prosttedku nebude vylucovat
ani omezovat dalsi uplatnéni daného nebo jin¢ho
prava nebo napravného prostiedku.

19.5 Variation. The terms and conditions of
this Agreement shall be renegotiated by Covance
if the Sponsor and/or the relevant Regulatory
Authority make major changes to the design or

19.5 Odchylky. Podminky této smlouvy
budou znovu projednany spolecnosti Covance,
pokud zadavatel a/nebo pfislusny regulacni ttad
provede zavazné zmény v planu nebo rozsahu
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scope of the Study which would significantly
affect the terms hereof. No other provision of
this Agreement may be amended, modified or
varied other than by the express written
agreement of all the Parties and signed by an
authorised representative of each of the Parties.
No amendment shall be made to the Protocol,
whether or not substantial, without the prior
written consent of the Sponsor, which may
require consent of the relevant IEC and/or
Regulatory Authority.

studie, které by vyznamnym zptusobem ovlivnily
podminky této smlouvy. Zadné jiné ustanoveni
této smlouvy nemize byt ménéno, upravovano
nebo obméiovano jinym zplsobem nez
vyslovnou pisemnou dohodou vSech stran,
podepsanou opravnénymi zastupci kazdé ze stran.
V protokolu se nebudou provadét zddné zmény,
at jiz podstatné, ¢i nikoliv, bez pisemného
souhlasu zadavatele, coz mize vyZadovat souhlas
ptislusné NEK a/nebo regula¢niho tradu.

19.6  Counterparts. This Agreement may be
executed in multiple counterparts, each of which
shall constitute an original, and all of which will
constitute a  fully-executed  Agreement.
Transmission by electronic mail or the exchange
of PDF copies of an executed counterpart of this
Agreement shall be deemed to constitute due and
sufficient delivery of such counterpart.

19.6  Vyhotoveni smlouvy. Tato smlouva
mize byt vyhotovena v nékolika stejnopisech,
pticemz kazdy z nich bude ptredstavovat original
a vSechny budou pfedstavovat Uplné vyhotoveni
smlouvy. Pfenos vyhotoveného stejnopisu této
smlouvy elektronickou postou nebo vyména
kopii ve formatu PDF budou povazovany za
fadné a dostate¢né predani takového stejnopisu.

19.7 Force Majeure. Neither Party is in
breach of this Agreement nor liable for delay in
performing, or failure to perform, any of its
obligations under this Agreement if such delay or
failure results from a Force Majeure Event. The
affected Party must promptly notify the other
Party in writing of the cause of the delay or non-
performance and the likely duration of the delay
or non-performance and must use its reasonable
endeavours to limit the effect of that delay or
non-performance on the other Party. The
performance of the affected Party's obligations, to
the extent affected by the Force Majeure Event,
shall then be suspended during the period that the
Force Majeure Event persists. If performance is
not resumed within fourteen (14) days after
notice has been given pursuant to this Section,
the other Party may terminate the Agreement
immediately by written notice to the affected
Party (such termination to be effective upon
deemed receipt of such notice). The Institution
and/or Investigator shall promptly notify
Covance if it is unable to meet any timelines
specified in the Protocol.

19.7  Vys§i moc. Zadna ze stran se nedopousti
poruseni této smlouvy ani nebude odpovidat za
opozdéni plnéni nebo za neschopnost plnéni
jakychkoliv ze svych povinnosti podle této
smlouvy, pokud je dané zpozdéni nebo
Postizena strana musi neprodlené¢ informovat
druhou stranu pisemnou formou Fici

opozdéni nebo neplnéni a 0 pravdépodobné dobe
trvani opozdéni nebo neplnéni a musi vynalozit
pfimétené usili k omezeni ucinku tohoto
opozdéni nebo neplnéni na druhou stranu. Plnéni
povinnosti postizené strany bude Vv rozsahu
dotCeném zasahem vyS§i moci pozastaveno
béhem doby trvani zasahu vys$$i moci. Pokud
nebude plnéni obnoveno béhem ¢trnacti (14) dntl
po oznameni pfedaném podle tohoto bodu, druha
strana muaze ihned vypovédét tuto smlouvu
pisemnym ozndmenim postizené stran¢ (takové
ukonceni se bude povazovat za ucinné po
predpokladaném  pfijeti daného oznameni).
Zdravotnické zafizeni a/nebo zkousejici lékar
budou neprodlené¢ informovat spolecnost
Covance, pokud nejsou schopni dodrzet kterykoli
¢asovy harmonogram specifikovany v protokolu.

19.8 Entire agreement. This Agreement
constitutes the entire agreement between the

19.8 Uplna dohoda. Tato smlouva tvoii
uplnou dohodu mezi stranami a nahrazuje a rusi
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Parties and supersedes and extinguishes all prior
agreements, promises, assurances, warranties,
representations, and understandings between
them whether written or oral, concerning the
subject matter of this Agreement.

vSechny ptedchozi dohody, sliby, ujisténi,
zaruky, prohlaSeni a ujednani mezi nimi, at’ jiz
pisemné nebo ustni, s ohledem na piredmét této
smlouvy.

19.9 Governing Law. This Agreement and
any dispute or claim arising out of or in
connection with it or its subject matter or
formation (including non-contractual disputes or
claims) shall be governed by and construed in
accordance with the laws of the Czech Republic,
other than provisions relating to conflicts of laws.
In the event of a dispute, the Parties shall first
attempt to settle such disputes by negotiation and
consultation. If the dispute cannot be resolved
within thirty (30) days, the Parties agree to
submit the dispute to the courts of the Czech
Republic.

19.9 Rozhodné pravo. Tato smlouva
a veskeré spory ¢i naroky vzniklé zni nebo
v souvislosti sni nebo jejim predmétem nebo
uzavienim (vcetn¢ mimosmluvnich sporti nebo
narokt) se budou fidit a vykladat v souladu se
zékony Ceské republiky, vyjma ustanoveni
tykajicich se kolize pravnich norem. V piipadé¢
sporu se strany nejdiive pokusi vyfesit takové
spory jedndnim a konzultaci. Pokud spor nelze
urovnat do tficeti (30) dnli, strany souhlasi
s postoupenim sporu soudiim Ceské republiky.

Signed by the Parties or their duly authorized
officers on the dates set forth below

Podepsano stranami nebo jejich fadné zmocnénymi
zastupci k datiim uvedenym nize

For and on behalf of Covance Inc.

which has been authorized to sign this Agreement
by VenatoRx Pharmaceuticals Inc.

Name:

Title:

Date:

Signature:

Za spolecnost Covance Inc.

ktera byla k podepsani této smlouvy zmocnéna
spole¢nosti VenatoRx Pharmaceuticals Inc.

Jméno:

Funkce:

Datum:

Podpis:

For and on behalf of Oblastni nemocnice
Pribram, a.s.

Name: [N

Title: Chairman of the Board

Date:

Signature:

Title: Principal Investigator
Date:
Signature:

Za Oblastni nemocnici PFibram, a.s.

Jméno: [N

Funkce: pfedseda predstavenstva
Datum:

Podpis:

Funkce: Hlavni zkousejici
Datum:
Podpis:
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EXHIBIT A-BUDGET

PRILOHA A - ROZPOCET

VenatoRx - VNRX-5133-201 - _

VenatoRx - VNRX-5133-201 - _

The parties agree that this Budget is part of the
Agreement. All payments made for this study shall be
made in accordance with the terms as set forth below.

Smluvni strany souhlasi, ze tento rozpocet je soucasti
smlouvy. VSechny platby za tuto studii budou provedeny
v souladu s niZze uvedenimi ustanovenimi.

Value Added Tax (VAT) — All agreed upon amounts are
VAT excluded. Payment for VAT will be made upon
receipt of valid (VAT) invoice.. The payment will not be
subject to withholding tax. In the limit of applicable
regulation it is the responsibility of the Payee to declare
this income and Covance is not liable for any taxes due.

Dan z ptidané hodnoty (DPH) — vSechny dohodnuté
Castky jsou bez DPH. DPH bude uhrazena po obdrZeni
platné faktury s uvedenou DPH. Platba nebude podléhat
srazkové dani. Pfijemce platby je v rdmci vymezeném
prislusnymi predpisy zodpovédny za zdanéni tohoto
pfijmu a spole¢nost Covance neodpovida za zadné danové
povinnosti.

Invoices shall be addressed to Covance Inc, 206 Carnegie
Center, Princeton, New Jersey 08540-6233, USA and
delivered to the Monitor at V Parku 2343/24, 148 00
Praha 4 — Chodov, Czech Republic. All invoices shall
include VenatoRx Pharmaceuticals, Inc. (VenatoRx) and
VNRX-5133-201 reference.

Faktury budou adresovany na Covance Inc, 206 Carnegie
Center, Princeton, New Jersey 08540-6233, USA
a zasilany monitorovi na adresu V Parku 2343/24, 148 00
Praha 4 — Chodov, Ceska republika. Viechny faktury
museji obsahovat odkaz na spoleCnost VenatoRx
Pharmaceuticals, Inc. (VenatoRx) a VNRX-5133-201.

Invoices may be submitted by email to

Faktury lze zasilat e-mailem na adresu

1. PATIENT ENROLLMENT

1. ZARAZOVANI PACIENTU

Investigator is expected to enroll at least [ patients.
Study enrollment is competitive. Written approval from

Ocekava se, 7e zkouSejici lékai zafadi alespori ||
pacienty. Zatazovani do studie je kompetitivni. Zafazeni

Sponsor/CRO is required prior to enrolling any additional | dodate¢nych pacientt vyzaduje piedchozi pisemny
patients. souhlas zadavatele/CRO.
INSTITUTION / ZDRAVOTNICKE ZARIZENI
Number of Patients H Enrollment is competitive /
/ Pocet pacientii:: Zaiazovani je kompetitivni
Each(wo)/ | Total for all Each(w) / | Total for all
Kazdy Patients(wo) / | Kazdy (s) | Patients(w) /
Descrintion / Pobis Frequency/details / (bez) Celkem za [CZK] Celkem za
P P Cetnost/podrobnosti [CZK] v§echny v§echny
pacienty (bez) pacienty (s)
[CZK] [CZK]
1 *
Egr II:;?EEZ;Fee / In accordance with Table 1/ _ _ - _
pagienta* Dle tabulky 1
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Conditional
Assessments / In accordance with Table 2 /
Podminéna Dle tabulky 2
vyhodnoceni

Screen Failures /
Neuspésny screening

In accordance with Table 3/
Dle tabulky 3

Site/Pharmacy Costs/

Poplatky
pracovisti/lékarné

In accordance with Table 4 /
Dle tabulky 4

MAXI Ml,JM S’TU,DY COST/
MAXIMALNI NAKLADY NA STUDII

INVESTIGATOR / ZKOUSEJICI

Number of Patients
/ Pocet pacientii::

Enrollment is competitive /
Zarazovani je kompetitivni

Each(wo) / Total for all Each(w)/ | Total for all
Kazdy Patients(wo) / | Kazdy (s) | Patients(w) /
Description / Popis frequency/details/ (bez) Celkem za [CZK] Celkem za
Cetnost/podrobnosti [CzK] v§echny v§echny
pacienty (bez) pacienty (s)
[CZK] [CZK]

Per Patient Fee*/

In accordance with Table 1/

Pop_latek*za Dle tabulky 1

pacienta

Conditional

Assessments / In accordance with Table 2 /
Podminéna Dle tabulky 2

vyhodnoceni

Screen Failures /
Neuspésny screening

In accordance with Table 3/
Dle tabulky 3

Patient Travel Costs /
Cestovni naklady
pacienttl

In accordance with below in
Section 5/ Jak je uvedeno
nize v oddilu 5

MAXIMUM STUDY COST /
MAXIMALNI NAKLADY NA STUDII

*The fees are inclusive of Hospital overhead fees,
pharmacy costs and laboratory costs; (w) indicates with
bacteremia, while (wo) indicates without bacteremia

* Poplatky zahrnuji rezijni ndklady nemocnice, naklady
lékarny a laboratorni naklady, (s) oznacuje s bakteriémii,
zatimco (bez) oznacuje bez bakteriémie.

Per Patient Fee

Poplatek za pacienta
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2. SUBJECT VISIT PAYMENTS

2. PLATBY ZA NAVSTEVY PACIENTU

Payment for patient visits set forth below shall be made
quarterly for confirmed, completed visits in accordance
with each patient visit Budget Schedule upon receipt of
valid invoice. Patient visit payments are inclusive of any
applicable overhead.

Nize uvedena platba za navstévy pacientll bude provadéna
Ctvrtletné za potvrzené, dokonéené navstévy v souladu
Srozpoctovym planem navstév kazdého pacienta po
prijeti platné faktury. Platby za navstévy pacientl zahrnuji
veskerou ptipadnou rezii.
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3. CONDITIONAL ASSESSMENTS

3. PODMINENA VYHODNOCENI

Payment shall be made with receipt of valid invoice and
any additional required supporting documentation.
Payments will be made quarterly. Institution and
Investigator shall have thirty (30) business days from the
date of conditional / invoiced procedure performed to
submit related invoices to Covance. All payments for
conditional / invoiced procedures are subject to
Covance/Sponsor verification and approval. No additional
cost for conditional / invoiced procedures shall be paid
without prior written approval from Sponsor/Covance.

Platba bude provedena po pfijeti platné faktury a veskeré
dalsi pozadované doprovodné dokumentace. Platby budou
provadény Cctvrtletné. Zdravotnické zatizeni a zkousejici
lékar budou mit tficet (30) pracovnich dni od data
provedeni podminéného/fakturovaného vykonu na zaslani
souvisejicich faktur spolecnosti Covance. Veskeré platby
za podminéné/fakturované vykony podléhaji ovéfeni a
schvéaleni ze strany spolecnosti Covance / zadavatele. Bez
pfedchoziho pisemného souhlasu zadavatele / spolecnosti
Covance nebudou provedeny zadné platby za dodatecné
naklady na podminéné/fakturované vykony.

Table 2:

Tabulka 2:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Conditional (Invoiced) Items / Podminéné

(fakturované) polozky

Serious adverse event report / Hlaseni
zavaznych nezadoucich piihod

pacienta

Unit cost
with O/H /
Jednotkové

naklady

s rezii

Max. Qty per
Patient /
Max.
Mnozstvi na

Total per
patient /
Celkem na
pacienta

Re-consent (due to protocol amendment) /
Opétovné ziskani souhlasu (kvili zméné
protokolu)

local laboratory serum creatinine & eGFR
calculation; as clinically indicated / sérovy
kreatinin a vypocet eGFR mistni laboratofe;
podle klinické indikace

Unscheduled Visit — examinations actually
performed will be reimbursed/ Neplanovana
navstéva — budou uhrazena skute¢né provedena
vySetieni

Additional 12-lead ECG,; if clinically indicated
/ Dopliikové 12svodové EKG; pokud je
klinicky indikovano

Local laboratory: blood cultures; if clinically
indicated* / Mistni laboratof: krevni kultivace;
pokud jsou klinicky indikovany*

Central laboratory: blood cultures; if clinically
indicated*/ Centralni laboratof: krevni
kultivace; pokud jsou klinicky indikovany*

Pregnancy report / Zprava o téhotenstvi

Local laboratory: serum pregnancy test /
Mistni laboratof: sérovy téhotensky test

Local laboratory: urine pregnancy test / Mistni
laboratof: t€¢hotensky test z moci
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ROW

INVESTIGATOR / ZKOUSEJICI

Conditional (Invoiced) Items / Podminéné

(fakturované) polozky

Serious adverse event report / Hlaseni
zavaznych nezadoucich piihod

Unit cost
with O/H /
Jednotkové

naklady

S rezii

Max. Qty per
Patient /
Max.
MnozZstvi na

pacienta

Total per
patient /
Celkem na
pacienta

Re-consent (due to protocol amendment) /
Opcétovné ziskani souhlasu (kviili zméné
protokolu)

Unscheduled Visit — examinations actually
performed will be reimbursed/ Neplanovana
navstéva — budou uhrazena skutecné provedena
vySetieni

Central laboratory: blood cultures; if clinically
indicated*/ Centralni laboratof: krevni
kultivace; pokud jsou klinicky indikovany*

Pregnancy report / Zprava o téhotenstvi

Rk

XXXX

“

*For patients with positive baseline blood cultures, repeat
every 2 to 3 days until negative. Also perform as clinically
indicated.

*U pacientt s pozitivni krevni kultivaci ve vychozim stavu
opakovat kazdé 2 az 3 dny, dokud nebude nalez negativni.
Takeé provadét dle klinické indikace.

4. SCREEN FAILURE PAYMENT

4. PLATBA ZA NEUSPESNY SCREENING

Payment shall be made for a maximum of JJJ Screen
Failures in accordance with the table below. No additional
Screen Failures shall be paid without prior written approval
from Sponsor/CRO. Payment shall be made upon receipt
and approval of invoice.

Bude zaplaceno za maximalné - neuspesné screeningy
podle tabulky nize. Zadné daldi neuspésné screeningy
nebudou placeny bez predchoziho pisemného souhlasu
zadavatele/CRO. Platba bude provedena po pftijeti a
schvaleni faktury.

Table 3:

Tabulka 3:

INSTITUTION / ZDRAVOTNICKE ZARIZENI

Screen Failures / NeuspéSny screening

Unit cost / Jednotkové
naklady

Screen failure visit / Navstéva s neispé$nym screeningem

[CZK]

Template version date 07 Apr 17: Translated into Czech 30 Nov 2018.
VenatoRx version date 24 August 2018
Study version date 02 November 2018

Site version date: 16 December 2019
Unpublished Work Copyright Covance 2014. All Rights Reserved

Page 47 of 50/ Strana 47 z 50




Clinical Trial Agreement — 3 Way Inv/Inst/CVD
Protocol:
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Billcode:

ROW

INVESTIGATOR / ZKOUSEJiCi

Screen Failures / Neuspé$ny screening

Unit cost / Jednotkové
naklady

[CZK]

Screen failure visit / Navstéva s netispéSnym screeningem

5. TRAVEL REIMBURSEMENT

5. NAHRADA CESTOVNICH NAKLADU

Reimbursement for patient travel costs shall be provided in
amount of per each visit at site up to a maximum of
I ocr patient. This should be payable upon receipt of
an invoice detailing amounts reimbursed by thelnvestigator
to each patient in the preceding quarter. Investigator shall
maintain receipts of all payments made to patients. All
payments are subject to monitor verification. Sponsor shall
only pay for travel costs relating to visits required under the
protocol, patients will not be reimbursed for travel costs
related to visits which are made as part of their routine
standard of care.

Néhrady cestovnich vydaji pacientd budu hrazeny ve vysi
za kazdou navstévu v centru do maximalni vyse
na jednoho pacienta. Budou splatné po pfijeti

faktury s podrobnym rozpisem castek proplacenych
zkousejicim jednotlivym pacientim v pfedchozim ctvrtleti.
Zkousejici] povede evidenci stvrzenek za vSechny platby
vyplacené pacientim. VSechny platby pacientim budou
oveéfeny monitorem. Zadavatel bude proplacet pouze
cestovni naklady souvisejici s navstévami pozadovanymi
podle protokolu; pacientim nebudou refundovany cestovni
naklady souvisejici s nav§tévami, které jsou soucasti jejich
standardni péce,

6. SITE /PHARMACY COSTS

6. NAKLADY PRACOVISTE/LEKARNY

Site Costs include costs incurred by the Site to conduct
activities necessary for initiation, maintenance and closure
of the site.

Néklady pracovisté zahrnuji naklady, které pracoviste
vynalozilo na provadéni Cinnosti potiebnych pro zahajeni,
vedeni a uzavieni pracoviste.

Payment shall be made for Site Costs in accordance with
terms set forth below. Payment shall be made with receipt
and approval of detailed invoice and any additional
required supporting documentation.

Naklady pracovisté budou hrazeny v souladu snize
uvedenymi podminkami. Platba bude provedena po prijeti
a schvaleni podrobné faktury a veskeré dal$i pozadované
doprovodné dokumentace.

Site / pharmacy fees shall be paid at the rates below, if
required. Site / pharmacy fees are subject to the payment
terms below, payments shall be due upon completion of the
start-up activities and receipt of supporting documentation
providing details of the start-up activities completed.

Poplatky pracovisti/lékarné budou v piipadé potieby
hrazeny  vnize  uvedenych sazbach. Poplatky
pracovisti/lékdrné se fidi nize uvedenymi platebnimi
podminkami, platby budou splatné po dokonceni uvodnich
aktivit a pfijeti doprovodné dokumentace, ve které budou
uvedeny podrobnosti 0 provedenych avodnich ¢innostech.

No further payments than those set forth in this Agreement
and its Appendices shall become due unless approved by
Sponsor in writing.

Nebudou splatné zadné jiné platby nez ty, které jsou
stanoveny vtéto smlouvé ajejich prilohach, pokud
zadavatel pisemné& neschvali néco jiného.

Table 4:

Tabulka 4:
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INSTITUTION / ZDRAVOTNICKE ZARIZENI

Site / Pharmacy Fees /

Detail / Podrobnosti

Poplatky pracovisti/lékarné Na jednu udalost Celkem na
[CZK] pracovisté
[CZK]

Per Occurrence / Total per Site /

Start-up administrative fee /
Zahajovaci/administrativni
poplatek

Pharmacy : Initiation tranining
/ Lékarna: Iniciacni trénink

Pharmacy: Receipt of
shipment of IMP and its
transfer to site /

Lékérna: ptijem zéasilky HLP a
vydej na centrum

Pharmacy: Monitor visit at
Pharmacy / Lékarna: navstéva
monitora v l1ékarné

Pharmacy: Close out /
Lékarna: Ukonceni studie

PRACOVISTE

TOTAL MAXIMUM PER SITE / CELKOVE MAXIMUM NA

7. EQUIPMENT

7. VYBAVENI

Equipment is to be provided for this Study. Detailed
specification of Equipment and conditions of its use will be
subject to separate Loan Agreement concluded between
Covance/Sponsore and Institution.

Pro tuto studii se poskytuje vybaveni. Podrobna specifikace
vybaveni a podminek jeho pouzivani bude predmétem
samostatné  Smlouvy o vypljcce uzaviené mezi
Covance/zadavatelem a zdravotnickym zatizenim.

8. STUDY START-UP MEETING AND OTHER
MEETING REIMBURSEMENT

8. NAHRADA NAKLADU ZA SETKANI K
ZAHAJENI STUDIE A JINA SETKANI

If requested by Sponsor and/or CRO, Investigator or Study
staff attendance at a Study startup meeting or other meeting
relating to the Study or Study Drug, CRO shall reimburse
Investigator or Study staff for reasonable and necessary
travel and lodging expenses incurred to attend such
meeting(s). CRO shall make such reimbursements within
thirty (30) days of receiving acceptable detailed
documentation of such expenses, provided that CRO
receives such documentation within sixty (60) days of the
date that the expenses were incurred.

Pokud vyzaduje zadavatel a/nebo CRO tucast zkousejiciho
nebo personalu studie na tivodni schiizce studie a na jinych
schiizkach souvisejicich se studii nebo s hodnocenym
ptripravkem, bude tato tcast refundovana ze strany CRO
zkousejicimu nebo personalu studie v pfiméfené vysi za
nezbytné cestovni a ubytovaci naklady vzniklé v souvislosti
s navstévou téchto schizek. CRO realizuje tuto refundaci
do tficeti (30) dni od obdrzeni pfiijatelné podrobné
dokumentace téchto nakladi za predpokladu, ze CRO
obdrzi tuto dokumentaci do Sedesati (60) dnt od data
vzniku téchto nakladu.

9. PAYEE

9. PRIJEMCE PLATBY

MULTIPLE PAYEES

VICE PRIJEMCU PLATBY
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Country: Czech Republic
Pl Name:

Billcode:

PAYEE DETAILS — INSTITUTION / UDAJE PRIJEMCE
PLATBY — ZDRAVOTNICKE ZARIZENI

Payee Account Holder Name / Nazev
majitele uctu prijemce plateb

Payee Tax ID Number / Darnové identifika¢ni
¢islo piijemce

Bank Name / Nazev banky

Bank Account Number / Cislo Gétu

IBAN

Sort Code / Kod banky

Bank Swift Code / Swift kod /ABA

PAYEE DETAILS — INVESTIGATOR / UDAJE PRIJEMCE
PLATBY — ZKOUSEJICI

Payee Account Holder Name / Nazev
majitele uctu prijemce plateb

Payee Tax ID Number / Danové identifika¢ni
¢islo prijemce

Bank Name / Nazev banky

Bank Account Number / Cislo u¢tu

IBAN

Sort Code / Kod banky

Bank Swift Code / Swift kod /ABA

10.FINAL PAYMENT

10.ZAVERECNA PLATBA

At the earlier of Study Completion or termination of this
Agreement, if payments made to Institution and/or
Investigator exceed the earned amount, Institution and/or
Investigator shall, upon receipt of written notice, promptly
return the overpayment.

Pokud platby poukdzané zdravotnickému zatizeni a/nebo
zkousejicimu piekro¢i vydélanou castku, zdravotnické
zafizeni a/nebo zkouSejici preplatek vrati ihned po prijeti
pisemného oznameni pfi dokonceni studie nebo ukonceni
této smlouvy (podle toho, co nastane drive).

Institution and Investigator shall have sixty (60) business
days from the date of the close out visit to submit final
invoices. Institution and Investigator shall have thirty (30)
business days from receipt of final payment to dispute
payment discrepancies.

Zdravotnické zafizeni a zkouSejici 1ékaf budou mit Sedesat
(60) pracovnich dnil od zavérecné navstévy na predlozeni
konecnych faktur. Zdravotnické zatizeni a zkousejici 1ékart
budou mit tficet (30) dni od pfijeti koneéné platby na
vzneseni ndmitek proti nesrovnalostem v platbach.

[THE REMAINDER OF THIS PAGE IS
INTENTIONALLY LEFT BLANK]

[ZBYTEK TETO STRANKY JE ZAMERNE
PONECHAN PRAZDNY]
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