CLINICALT ENT
Protocol

SMLOUVA O PROVEDENI ’KLINICKEHO
HODNOCENI
Protokol

This Clinical Trial Agreement (“Agreement”)
between

Smlouva o provedeni klinického hodnoceni (déle
p
jen ,,smlouva®) mezi

INC Research UK Limited with registered
offices located in the United Kingdom at
Riverview, The Meadows Business Park,
Station Approach, Blackwater, Camberley,
Surrey GUI179AB, UK, including its
affiliates, subsidiaries, and specifically its
parent company INC Research, LLC, with
a principal place of business in the United
States at 3201 Beechleaf Court, Suite 600,

spole¢nosti INC Research UK Limited se
sidlem ve Spojeném krélovstvi, Riverview,
The Meadows Business Park, Station
Approach, Blackwater, Camberley, Surrey
GU179AB, zahrnujici jeji poboc¢ky, dcefiné
spolecnosti a predev§im jeji matetfskou
spole¢nost INC Research, LLC, se sidlem
ve Spojenych stiatech, 3201 Beechleaf
Court, Suite 600, Raleigh, NC 27604-1547

Raleigh, NC 27604-1547 USA (hereinafter USA (dale jen ,spolecnost INC
“INC Research”) Research®)

and a

Fakultni nemocnice Hradec Kralové, Fakultni nemocnici Hradec Kralové, se

with a place of business at Sokolskd 581,
500 05 Hradec Kralové — Novy Hradec

sidlem Sokolska 581, 500 05 H{adec
Kridlové — Novy Hradec KralovéCeska

Kralové, Czech Republic, represented by republika, zastoupenou prof. MUDr.
prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. Vladimirem Pali¢kou, CSc., dr. h. c.,
c., Director (“Health Services Provider’) feditelem (ddle jen ,Poskytovatel
zdravotnich sluzeb )

and a

- I . O |
place of business at O¢ni klinika Fakultni klinika  Fakultni nemocnice  Hradec
nemocnice Hradec Kralové, Sokolska 581, Kralové,Sokolska 581, 500 05 Hradec

500 05 Hradec Kralové — Novy Hradec
Krilové, Czech Republic  (“Principal
Investigator”)

Krilové — Novy Hradec Kralové, Ceska
republika (déle jen ,hlavni zkouSejici*)

is effective as of date Agreement publication in the
Registry of Agreements in accordance with law no.
340/2015 Coll.

Smlouva nabyva ucinnosti dnem zvefejnéni
smlouvy v registru smluv v souladu se zdkonem ¢.
340/2015 Sb..

By separate agreement, ThromboGenics NV with
a principal place of business at Gaston Geenslaan 1,
B-3001 Leuven, Belgium (“Sponsor”) has engaged
INC RESEARCH, LLC, a contract research
organization, with a principal place of business in
the United States at 3201 Beechleaf Court, Suite
600, Raleigh, NC 27604-1547 USA acting as an
independent contractor, to act on behalf of Sponsor
for the purposes of transferring certain obligations
in connection to this Agreement, said obligations
including negotiations and execution of the
Agreement and payment administration of grant
amounts described hereunder.

Na zakladé samostatné smlouvy si
ThromboGenics NV se sidlem v Gaston Geenslaan
1, B-3001 Leuven, Belgie (ddle jen ,,zadavatel®)
najal  spoleCnost INC RESEARCH, LLC,
vyzkumnou smluvni organizaci se sidlem ve
Spojenych statech, 3201 Beechleaf Court, Suite
600, Raleigh, NC 27604-1547 USA, jako
nezdvislou smluvni stranu, aby zadavatele
zastupovala pro ucely ptrevedeni urCitych zavazkl v
souvislosti s touto smlouvou. Doty¢né zavazky
zahrnuji projednavani a plnéni této smlouvy a
spravu thrady finan¢nich ¢astek popsané v této
smlouve.
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Sponsor wishes to support a clinical trial entitled

Health Services

(“Protocol”) to be conducted at
Provider and to involve Trial

Subjects (“Trial”).

Zadavatel si pieje podporovat klinické hodnoceni s

bude provadét u Poskytovatele zdravotnich sluzeb

(,,protokol*), které se

a bude zahrnovat subjekty klinického hodnoceni
(,,klinické hodnoceni*).

The parties agree as follows:

Strany se dohodly nasledovné:

1. Investigators and Research Staff. 1. ZkouSejici a vyzkumny tym.
1.1 Principal  Investigator. The 1.1 Hlavni zkousSejici. Hlavni
Principal Investigator will be zkouSejici bude odpovédny za
responsible for the direction of the vedeni klinického hodnoceni v

Trial in accordance with applicable
Health Services Provider policies.

souladu s platnymi piedpisy
Poskytovatele zdravotnich sluzeb.

1.2 Subinvestigators _and  Research 1.2 Spoluzkousejici a vyzkumny tym.
Staff. Health Services Provider Poskytovatel zdravotnich sluZeb a
and Principal Investigator will hlavni zkouSejici zajisti, Ze se na
ensure that only individuals who klinickém hodnoceni budou jako
are appropriately trained and spoluzkouSejici a spolupracujici
qualified assist in the conduct of osoby podilet pouze ty osoby, které
the Trial as subinvestigators or jsou nalezit¢ vySkoleny a maji
research staff. piislusnou kvalifikaci.

1.3 Obligations of Health Services 1.3 Povinnosti Poskytovatele
Provider and Principal Investigator. zdravotnich sluzeb a hlavniho
Health Services Provider and zkousejiciho. Poskytovatel
Principal Investigator are zdravotnich  sluzeb a  hlavni

responsible  to  Sponsor  for
compliance by all Trial personnel
with the terms of this Agreement.
Health Services Provider and
Principal Investigator will ensure
that all cooperating personnel who
assist in the conduct of the Trial are
informed of and agree to abide by
all terms of this Agreement
applicable to the activities they
perform. Health Services Provider
will determine which of the
obligations in this Agreement it
will  delegate to  Principal
Investigator. Health Services
Provider and Principal Investigator
will assume all those
responsibilities assigned under all
applicable laws, especially

zkousejici ruc¢i zadavateli za to, Ze
vSichni pracovnici zapojeni do
klinického  hodnoceni = budou
dodrzovat podminky této smlouvy.
Poskytovatel zdravotnich sluZeb a
hlavni zkouSejici zajisti, aby
vSechny spolupracujici osoby, které
se podileji na provadéni klinického
hodnoceni, byly seznidmeny se
vSemi podminkami této smlouvy
tykajicimi  se  Cinnosti, které
provadéji, a aby tyto podminky
dodrzovaly. Poskytovatel
zdravotnich sluZeb stanovi, kterymi
povinnostmi v této smlouveé poveti
hlavniho zkousSejiciho.
Poskytovatel zdravotnich sluzeb a
hlavni zkouSejici prebiraji vSechny
povinnosti vyplyvajici ze vSech
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according to the Act no. 378/2007
Coll., on pharmaceuticals, Act no.
372/2011 Coll., on Health Services,
Act no. 101/2000 Coll.,, on
Personal Data Protection, Decree
no. 226/2008 Coll., on the Good
clinical practice, rules, regulations,
guidelines and standards including
without limitation all relevant
International Conference on
Harmonization @ Good  Clinical
Practice (“ICH GCP”) guidelines
and standards, and all applicable
laws relating to the confidentiality,
privacy and security of patient
information ("Applicable Law").

platnych zakonl, zejména zikona
¢. 378/2007 Sb., o 1é¢ivech, zakona
¢. 372/2011 Sb., o zdravotnich
sluzbach, zakona, ¢. 101/2000 Sb.,
o ochrané osobnich tdajl, vyhlasky
¢. 226/2008 Sb., o spravné klinické
praxi, predpisti, smérnic, pokynti a
standardt mimo jiné i v¢etné vSech
pifislusnych pokyni a standardi
sprdvné  klinické praxe podle
Mezindrodni konference 0
harmonizaci (,,JCH GCP*) a vSech
platnych zakonti tykajicich se
divérnosti  informaci,  ochrany
osobnich udaji a zabezpeCeni dat
pacienta (ddle jen ,,platny zdkon*).

1.4

No_Substitution. Health Services
Provider and Principal Investigator
may not reassign the conduct of the
Trial to a different Principal
Investigator without prior written
authorization from Sponsor. Any
replacement Principal Investigator
will be required to agree to the
terms and conditions of this
Agreement in a Agreement
Amendment. In the event Sponsor
does not approve a replacement
Principal Investigator, Sponsor
may terminate this Agreement in
accordance with the Termination
provisions below.

1.4

Vyména. Poskytovatel zdravotnich
sluZeb a hlavni zkouSejici nesmi
pfevést  provedeni  klinického
hodnoceni na jiného hlavniho
zkousejiciho  bez  ptedchoziho
pisemného souhlasu zadavatele. V
pfipadé¢ vymény bude novy hlavni
zkousejici pozadan, aby potvrdil, Ze
souhlasi s podminkami této
smlouvy formou dodatku ke
smlouvé. V piipadé, ze zadavatel
nového  hlavniho  zkouSejicitho
neschvali, mize tuto smlouvu
ukon¢it v souladu s nize uvedenymi
podminkami ukon¢eni smlouvy.

1.5

Delegation of Duties by Principal
Investigator. Principal Investigator
may delegate duties and
responsibilities to subinvestigators
or research staff only to the extent
permitted by Applicable Law
governing the Trial conduct, as
described below.

1.5

Pfidéleni  povinnosti  hlavnim
zkou§ejicim. Hlavni zkouSejici smi
pfidélovat pracovni Ukoly a
povinnosti spoluzkousejicim nebo
vyzkumnym pracovnikiim pouze v
rozsahu, ktery dovoluje platny
zakon, jimz se fidi provadéni
tohoto klinického hodnoceni, jak je
uvedeno niZe.

1.6

Compliance with Health Services
Provideral Policies. Principal
Investigator will comply with the
policies and procedures of the
organization(s) with which
Principal Investigator is affiliated,
including any applicable financial
policies. Principal Investigator will
notify Sponsor promptly of any
conflict between the terms of this

1.6

Dodrzovani  internich  predpisu
Poskytovatele zdravotnich sluZeb.
Hlavni zkouSejici bude dodrZovat
predpisy a postupy
organizace/organizaci, s niZ/nimiz
je svazan, véetné vSech platnych
internich ~ finan¢nich  pfedpisa.
Hlavni zkouSejici bude ihned
informovat zadavatele o jakémkoli
rozporu mezi podminkami této
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Agreement and any such policy or
procedure, and the parties will
attempt to reach an appropriate
accommodation.

smlouvy a témito predpisy nebo
postupy a strany se budou snaZit
tyto rozpory urovnat.

2. Protocol. Health Services Provider and Protokol. Poskytovatel zdravotnich sluzeb
Principal Investigator will conduct the Trial a hlavni zkouSejici provedou klinické
in accordance with the Protocol. hodnoceni v souladu s protokolem.

2.1 Amendments. The Protocol may 2.1 Dodatky. Protokol se smi upravit
be modified only by a written pouze formou pisemného dodatku
Amendment, signed by Sponsor podepsaného zadavatelem a
and the Principal Investigator. The hlavnim zkousSejicim. Strany berou
parties acknowledge that Protocol na védomi, ze dodatky k protokolu
Amendments are also subject to podléhaji  schvdleni odpovédnou
approval by the responsible nezavislou etickou komisi (ddle jen
Independent  Ethics Committee ,.NEK®).

(“IEC”).

2.2 Emergency Amendments. If it is 2.2 Dodatky v naléhavych pfipadech.
necessary to change the Protocol on Je-li v naléhavém pfipadé¢ nutné
an emergency basis for the safety kvuli bezpeénosti subjektt
of the Trial Subjects (hereinafter klinického hodnoceni (podrobny
defined), Health Services Provider popis dale v této smlouve) zmenit
and/or Principal Investigator will protokol, Poskytovatel zdravotnich
notify Sponsor and the responsible sluZzeb a/nebo hlavni zkouSejici o
IEC as soon as practicable but, in tom musi informovat zadavatele a
any event, no later than five odpovédnou NEK co mozZnd
working days after the change is nejdiiv, nejpozd€ji vSak do péti
implemented. Any emergency pracovnich dni po zavedeni zmény.
change to the Protocol must be Po jakékoli naléhavé zméné
followed by a written Amendment. protokolu musi nésledovat pisemny

dodatek.

2.3 No Additional Research. No 2.3 Zadny dal§i vyzkum. V pribéhu
additional = research may be klinického hodnoceni se nesmi
conducted on Trial Subjects during provadét zadny dalsi vyzkum,
the conduct of the Trial, unless it is pokud to neni schvaleno
approved by  Sponsor  and zadavatelem a dolozeno ve formé
documented as a companion doprovodného  protokolu  nebo
protocol or an Amendment to the dodatku k puvodnimu protokolu.
original Protocol. Such prohibited Mezi tyto nedovolené vyzkumné
research activities include analyses ¢innosti patii analyzy biologickych
of biological samples from Trial vzorki od subjektt klinického
Subjects for any non-therapeutic hodnoceni pro jakékoli jiné ucely,
purpose. nez je terapie.

3. Independent Ethics Committee (IEC). Nezavisla etickd komise (NEK). Pred

Before the Trial is initiated, INC Reserch
and Principal Investigator will ensure that

zahdjenim klinického

hodnoceni INC

Research zajisti, aby klinické hodnoceni a
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both the Trial and the informed consent
form are approved by an IEC that complies
with all applicable regulations. INC
Research and Principal Investigator will
further ensure that the Trial is subject to
continuing oversight by the IEC throughout
its conduct.

formulaf informovaného souhlasu byly
schvaleny NEK, kterd spliiuje vSechny
platné smérnice. INC Research déle zajisti,
aby klinické hodnoceni podléhalo stdlému
dohledu NEK po celou dobu jeho
provadeéni.

3.1 Trial Disapproval. If, through no
fault of Health Services Provider or
Principal Investigator, the Trial is
disapproved by the IEC, this
Agreement  will  immediately
terminate with no penalty to the
Health  Services Provider or
Principal Investigator, as outlined
below.

3.1 Nepovoleni klinického hodnoceni.
Pokud NEK nepovoli klinické

hodnoceni, aniz by Poskytovatel
zdravotnich sluZzeb nebo hlavni
zkouSejici pochybili, tato smlouva
bude okamzit¢ ukoncena bez
jakéhokoli postihu viéi
Poskytovateli zdravotnich sluZeb
nebo hlavnimu zkouSejicimu, jak je
uvedeno niZe.

Trial Conduct. Health Services Provider
and Principal Investigator will conduct the
Trial in accordance with the Protocol,
Sponsor’s or its designee’s written
instructions and Applicable Law. Expected
duration of the Trial is

Provedeni klinického hodnoceni.
Poskytovatel zdravotnich sluzeb a hlavni
zkousejici budou klinické hodnoceni
provadét v souladu s protokolem,
pisemnymi pokyny od zadavatele nebo jim
uréeného zastupce a podle platného zakona.
Predpokladana délka  trvani klinického
hodnocenf

Sponsor Drug. Sponsor will provide Health
Services Provider Pharmacy with sufficient
quantities of the Sponsor product that is
being studied (“Sponsor Drug”) to conduct
the Trial, always properly packaged and
labeled in accordance with decree no.
226/2008 Coll. Deliveries will take place
on weekdays Monday-Friday from 07.00 to
14.00.

Hodnoceny 1é¢ivy piipravek. Zadavatel
poskytne do  nemocni¢ni 1ékarny
poskytovatele dostateéné mnozstvi
pfipravku, ktery se bude zkoumat
(,,hodnoceny lé¢ivy pripravek ) v ramci
klinického hodnoceni, vzdy fadné zabaleny
a oznaceny dle vyhlasky ¢. 226/2008 Sb.
Dodavky se uskutecni v pracovni dny Po —
Pa od 7.00 h do 14.00 h.

5.1 Custody and Dispensing. Health
Services Provider and Principal
Investigator ~ will  adhere to
Applicable Law and industry
standards requiring careful custody
and dispensing of Sponsor Drug, as
well as appropriate documentation
of such activities.

5.1 Uschovani a vydej. Poskytovatel
zdravotnich  sluZeb a hlavni
zkousejici budou dodrZovat platné
zdkony a odborné standardy
vyzadujici peclivé uschovani a
vydej  hodnoceného  1écivého
pripravku veetné prislusné
dokumentace téchto ¢innosti.

5.2 Control. Health Services Provider
and Principal Investigator will
maintain appropriate control of
supplies of Sponsor Drug and will

5.2 Kontrola  zdsob  hodnoceného
1é¢ivého ptipravku. Poskytovatel
zdravotnich sluzeb a hlavni

zkou§ejici zajisti ndleZitou evidenci
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not administer or dispense it to
anyone who is not a Trial subject,
or provide access to it to anyone
except subinvestigators or Trial
research staff.

zasob  hodnocené¢ho  1éCivého
ptipravku, nebudou je aplikovat ani
vydavat zadné osob¢, ktera neni
subjektem klinického hodnoceni, a
neumozni  pfistup k  témto
hodnocenym 1é¢ivym piipravkim
zadné  jiné osob¢ kromé
spoluzkous$ejicich a vyzkumnych
pracovnikii zapojenych do tohoto
klinického hodnoceni.

5.3 Use. Health Services Provider and
Principal Investigator will use
Sponsor Drug only as specified in
the Protocol. Any other use of
Sponsor Drug constitutes a material
breach of this Agreement.

5.3 Pouziti. Poskytovatel zdravotnich
sluZeb a hlavni zkouSejici budou
pouzivat hodnoceny 1&¢ivy
ptipravek pouze tak, jak je uvedeno
v protokolu. Jakékoli jiné pouZiti
hodnoceného 1écivého pripravku
znamend zdvazné poruseni této
smlouvy.

54 Ownership _of _Sponsor _Drug.
Sponsor Drug is and remains the
property of Sponsor.  Sponsor
grants Health Services Provider
and Principal Investigator no
express or implied intellectual
property rights in the Sponsor Drug
or in any methods of making or
using the Sponsor Drug.

5.4 Vlastnictvi hodnoceného 1é¢ivého
pripravku.  Hodnoceny  1éCivy
pfipravek je a zlstavd majetkem
zadavatele. Zadavatel neudéluje
Poskytovateli zdravotnich sluzeb
ani hlavnimu zkouSejicimu Z4dnd
vyslovnd nebo  predpokladana
prava duSevniho vlastnictvi s
ohledem na hodnoceny Ilécivy
ptipravek a jakékoli metody
pripravy a pouzitihodnoceného
1é¢ivého pripravku.

5.5 Payment for Sponsor Drug. Health
Services Provider and Principal
Investigator will not charge a Trial
subject or third-party payer for
Sponsor Drug or for any services
reimbursed by Sponsor under this
Agreement.

5.5 Platba za hodnoceny 1éCivy
pripravek. Poskytovatel
zdravotnich  sluZzeb a  hlavni
zkouSejici  nebudou subjektu
klinického hodnoceni ani platci
tteti osob&é uctovat hodnoceny
1é¢ivy pripravek ani jakékoli sluzby
hrazené zadavatelem podle této
smlouvy.

Research Grant. Funding will be made by
way of grant payments in accordance with
Attachment A. The grant represents Health
Services  Provider’s and  Principal
Investigator’s costs of conducting the Trial.
All amounts are inclusive of all direct,
indirect, overhead and other costs,
including laboratory and ancillary service
charges, and will remain firm for the
duration of the Trial, unless otherwise
agreed in writing by the parties. Neither

Vyzkumny grant. Finan¢ni prostfedky
budou poukaziny ve formé grantovych
plateb v souladu s pfilohou A. Grant
pokryva ndklady Poskytovatele zdravotnich
sluZeb a hlavniho zkouSejiciho v souvislosti
s provedenim klinického hodnoceni.
Vsechny ¢astky zahrnuji veSkeré piimé,
nepiimé, rezijni a jiné naklady vcetné
poplatkt za laboratorni a doplikové sluzby
a po celou dobu trvani klinického
hodnoceni zlistanou pevné, pokud se

Page/ Strana 6 of 39




the Health Services Provider nor the
Principal Investigator will directly or
indirectly seek or receive compensation
from patient(s) participating in the Trial
(“Trial Subject(s)”) or third-party payers
for any material, treatment or service that is
required by the Protocol and provided or
paid by Sponsor, including, but not limited
to, Sponsor Drug, Trial Subject screening,
physician and nurse services, diagnostic
tests, and Sponsor Drug administration.

Approximate Research Grant amount will
be p_ per enrolled Trial

Subject

smluvni strany pisemné nedohodnou jinak.
Poskytovatel zdravotnich sluzeb ani hlavni
zkousejici nebudou pfimo ani nepiimo
pozadovat ani nebudou pfijimat uhradu od
pacienta/i 0castniciho se/G¢astnicich se
tohoto klinického hodnoceni (,,subjekt/y
klinického hodnoceni®) ani od platcii teti
osoby za jakykoli material, oSetfeni nebo
sluzby, které vyzaduje protokol a které
poskytuje nebo hradi zadavatel, coZ mimo
jiné zahrnuje hodnoceny 1éCivy piipravek,
zakladni vySetfeni subjektu klinického
hodnoceni, praci lékafe a  sestry,
diagnostické testy a aplikaci hodnoceného
1é¢ivého pripravku.

Predpokladana hodnota plnéni — -

za Subjekt Hodnoceni

Trial Subject Enrollment. Health Services
Provider and Principal Investigator have
agreed to enroll Trial Subjects in the Trial
in accordance with the Protocol.
Approximate enrolled Trial Subject
numberjill Trial Subjects

Nabor subjektu  klinického hodnoceni.
Poskytovatel zdravotnich sluzeb a hlavni
zkouSejici se zavazuji provést ndbor
subjekti  klinického  hodnoceni  do
klinického hodnoceni v souladu s
protokolem.

Predpokladany pocet zarazenych subjektd
hodnoceni isubjektﬁ hodnoceni.

7.1 Multi-Center _Studies. Sponsor
may discontinue patient enrollment
if the total enrollment needed for a
multi-center Trial has been
achieved.

7.1 Multicentrické studie. Zadavatel muze
nabor pacientti prerusit, pokud jiz bylo
pro multicentrické klinické hodnoceni
dosazeno celkového poctu pacientt.
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Informed _Consent. Health Services
Provider and Principal Investigator will
obtain a written Informed Consent Form
(“ICF”) for each Trial Subject explaining
the Trial Subject’s rights in connection with
its relationship with the Health Services
Provider and Principal Investigator. Health
Services Provider and Principal
Investigator will maintain a signed original
of that ICF in the Trial Subject’s record.
Health Services Provider and Principal
Investigator will provide Sponsor or its
designee an opportunity to review and
approve the content of the ICF, including
any revisions made during the course of the
Trial, before it is used. Health Services
Provider and Principal Investigator will
allow Sponsor or its designee to inspect
signed ICFs or photocopies thereof during
monitoring visits or audits. Health Services
Provider and Principal Investigator will
submit any modifications it may propose to
the ICF to Sponsor or its designee for
review and written approval by Sponsor
before submitting the ICF for IEC approval.
The Principal Investigator will ensure that
every Trial Subject signs an ICF approved
by Sponsor and the Health Services
Provider’s IEC before the Trial Subject
begins participating in the Trial. When
required, the approved ICF will be
modified to reflect amendments to the
Protocol.

Informovany souhlas. Hlavni zkouSejici
ziska pisemny formuldf informovaného
souhlasu  (,,ICF*“) pro kazdy subjekt
klinického hodnoceni, ktery vysvétluje
prava subjektu klinického hodnoceni v
souvislosti s jeho vztahem k Poskytovateli
zdravotnich sluZeb a hlavnimu
zkousejicimu. Poskytovatel zdravotnich
sluzeb a hlavni zkouSejici uchovaji
podepsany  origindl tohoto ICF v
dokumentaci prislusného subjektu
klinického hodnoceni. Poskytovatel
zdravotnich sluZzeb a hlavni zkouSejici
umozni zadavateli nebo jim uréenému
zastupci posoudit a schvdlit obsah ICF
véetn¢ vsech revizi provedenych v pribéhu
klinického hodnoceni pied jeho pouzitim.
Poskytovatel zdravotnich sluzeb a hlavni
zkousSejici umozni zadavateli nebo jim
urCenému zastupci zkontrolovat podepsané
ICF nebo jejich fotokopie b&hem
monitorovacich navstév nebo auditl.
Poskytovatel zdravotnich sluzeb a hlavni
zkouSejici predlozi veskeré upravy ICF,
které navrhuji, zadavateli nebo jim
urCenému zastupci k posouzeni a jeho
pisemnému schvaleni pfed predlozenim
ICF nezavislé etické komisi (NEK) ke
schvileni. Hlavni zkouSejici zajisti, aby
kazdy subjekt klinického hodnoceni
podepsal ICF schvdleny zadavatelem a
NEK Poskytovatele zdravotnich sluzeb
pted ucasti subjektu v klinickém hodnoceni.
Bude-li to nutné, schvéleny ICF bude
upraven tak, aby odrazel dodatky k
protokolu.

Adverse Events. Health Services Provider
and Principal Investigator will report
adverse events experienced by Trial
Subjects in accordance with instructions in
the Protocol and applicable regulations.
This includes, where required, prompt
reporting by telephone. If a Trial Subject is
physically injured by the Sponsor Drug or
properly performed Trial procedures and
the Health Services Provider, Principal
Investigator and  other  individuals
participating in the conduct of the Trial
have followed the Protocol, all applicable
laws and regulations and all directions of
Sponsor, Sponsor will reimburse the
reasonable costs of medical expenses
necessary to treat the injury.

NeZzadouci ptihody. Poskytovatel
zdravotnich sluZzeb a hlavni zkouSejici
budou hlasit nezadouci ptihody, které se
vyskytly u subjektti klinického hodnoceni,
v souladu s pokyny v protokolu a podle
platnych ptedpist. To zahmuje i okamzité
hlaseni prostfednictvim telefonu, je-li to
nutné. Pokud u subjektu klinického
hodnoceni dojde k fyzické jmé na zdravi
nasledkem hodnoceného lé¢ivého ptipravku
nebo fadného provadéni postupt klinického
hodnoceni s tim, Ze Poskytovatel
zdravotnich sluZeb, hlavni zkouSejici a
ostatni osoby =zapojené¢ do provadeéni
klinického hodnoceni dodrZovali protokol,
vSechny platné zdkony, smérnice a vSechny
pokyny zadavatele, zadavatel uhradi
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piiméfené naklady na Iékaifskou péci
nutnou pro 1é¢bu této jmy na zdravi.

10.

Protected Health Information. The parties
recognize a common goal of securing all
individually identifiable health information
and holding such information in confidence
and protecting it from unauthorized
disclosure. Health Services Provider and
Principal Investigator represent and warrant
that it will comply with the provisions of
any Applicable Laws relating to the
confidentiality, privacy and security of such
information.

10.

Ochrana zdravotnich udajii. Smluvni strany
jsou si védomy, ze jejich spole¢nym cilem
je zabezpecit veskeré¢  jednotliveé
identifikovatelné zdravotni udaje,
zachovavat duvérnost téchto tidaji a chranit
tyto udaje pfed neopravnénym sdélenim.
Poskytovatel zdravotnich sluzeb a hlavni
zkousejici prohlasuji a potvrzuji, Ze budou
dodrzovat ustanoveni vSech platnych
zakonu tykajicich se zachovani divérnosti
informaci, ochrany osobnich tudaju a
zabezpeceni téchto udajt.

10.1  Authorization to Use and Disclose
Health Information. Health
Services Provider and Principal
Investigator will obtain a written
privacy authorization, complying
with all Applicable Law especially
Data Protection Law no. 101/2000
Coll. , for each Trial Subject which
will enable Health Services
Provider and Principal Investigator
to provide Sponsor and other
persons and entities designated by
Sponsor with completed case report
forms (“CRFs”), source documents
and all other information required
by the Protocol. Sponsor, though
not a covered entity, recognizes
that, pursuant to this Agreement, it
has the responsibility to protect all
individually identifiable patient
information and to restrict the use
of such information to those
persons and entities, including
consultants, contractors,
subcontractors and agents, who
must have access to such
information in order to fulfill their
assigned duties with respect to the
Trial.  Such use also will be
restricted to those permitted in the
authorization forms and neither
Sponsor nor any party to whom
Sponsor may disclose individually
identifiable health information may

10.1 Opravnéni k pouziti a odhaleni

zdravotnich udaji. Poskytovatel
zdravotnich  sluZzeb a  hlavni
zkousejici ziskaji pisemné

opravnéni pro zpracovani osobnich
udaju v souladu s platnym zdkonem
¢. 101/2000 Sb., o ochrané
osobnich udaji, pro kazdy subjekt

klinického hodnoceni, které
Poskytovateli zdravotnich sluZeb a
hlavnimu zkousSejicimu umozni
poskytovat zadavateli a jinym
lidem a  osobam  urCenym
zadavatelem vyplnéné zaznamy
subjekti  klinického  hodnoceni

(Case Report Form neboli CRF),
zdrojové dokumenty a vSechny
dals{ informace vyZadované
protokolem. Zadavatel, i kdyZ neni
krytou osobou, si uvédomuje, Ze na
zaklad¢  této  smlouvy  nese
odpovédnost za ochranu tudaju
vSech jednotliveé
identifikovatelnych pacientd a za
omezeni pouziti téchto informaci
na jedince a osoby, vcetné
konzultantti, = smluvnich  stran,
dil¢ich smluvnich stran a zastupc,
kteti musi mit pfistup k témto
informacim kvili splnéni jim
ptidélenych povinnosti v
souvislosti s timto klinickym
hodnocenim. Toto pouZiti bude
také omezeno na zpusoby pouZiti

use such information to recruit povolené v autorizacnich
research subjects to additional formulafich. Zadavatel  nebo
studies, to advertise additional jakdkoli strana, které zadavatel
studies or products, or to perform milze odhalit jednotlivé
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marketing or marketing research.
Health Services Provider and
Principal Investigator will provide
Sponsor or INC Research an
opportunity to review and approve
the content of the authorization
(including any revisions made
during the course of the Trial)
before it is used.

identifikovatelné zdravotni tdaje,
nesmi tyto informace pouZzivat pro
nabor vyzkumnych subjekti do
dal§ich  studii, pro propagaci
dalsich studii nebo produktid nebo
pro marketing a marketingovy
vyzkum. Poskytovatel zdravotnich
sluZzeb a hlavni zkouSejici umoZni
zadavateli nebo spole¢nosti INC
Research posoudit a schvélit obsah
opravnéni (vCetné vSech revizi
provedenych v prubéhu klinického
hodnoceni) pfed jeho pouZitim.

11.

Confidential Information.

During the

course of the Trial,

Health Services

Provider and Principal Investigator may
receive or generate information that is
confidential to Sponsor or a Sponsor
affiliate.

11.

Duvémé informace. V pribéhu klinického

hodnoceni mize Poskytovatel zdravotnich

sluzeb

a hlavni zkouSejici ziskat nebo

vytvorit informace, které jsou divémé pro
zadavatele nebo piidruzenou organizaci
zadavatele.

11.1

Definition. Except as specified
below, Confidential Information
includes all information provided
by Sponsor or INC Research, or
developed for Sponsor or INC
Research, Inventions (hereinafter
defined) and all data collected
during the Trial, including
without limitation results,
reports, technical and economic
information, the existence or
terms of this or other Trial
agreements with the Sponsor or

INC Research,
commercialization and  Trial
strategies, trade secrets and

know-how disclosed by Sponsor
to Health Services Provider or
Principal Investigator directly or
indirectly, whether in writing,
electronic, oral or  visual
transmission, or which 1is
developed under this Agreement.

11.1

Definice. Krom¢ niZe popsanych
pfipadd  divémé  informace
zahrnuji ~ veSkeré  informace
poskytované zadavatelem nebo
spolecnosti INC Research nebo
ziskané pro zadavatele nebo

spolecnost INC Research,
vyndlezy (popsané niZe) a
vSechny udaje  shromazdéné
béhem tohoto klinického
hodnoceni mimo jiné vcetné
vysledkii, zprav, technickych a
ekonomickych informaci,
existence této smlouvy o

provedeni klinického hodnoceni a
jejich  podminek nebo jinych
smluv o klinickém hodnoceni se
zadavatelem nebo spolecnosti
INC Research, komercializace a
strategii klinického hodnocent,
obchodnich tajemstvi a know-
how, které¢ zadavatel piimo, ci
nepiimo  sdélil  Poskytovateli
zdravotnich sluzeb nebo
hlavnimu zkouSejicimu, a to
pisemné, v elektronické formé,
ustné nebo vizudlnim pfenosem,
nebo které jsou ziskdny na
zaklad¢ této smlouvy.

11.2  Exclusions. Confidential 11.2  Vyluky. Duavémé informace
Information does not include nezahrnuji informace, které jsou
information that is in the public vefejné znamé pred jejich

Page/ Strana 10 of 39




domain prior to disclosure by
Sponsor or INC Research;
becomes part of the public
domain during the term of this
confidentiality obligation by any
means other than breach of this
Agreement by Health Services
Provider or Principal
Investigator; is already known to
Health Services Provider or
Principal Investigator at the time
of disclosure and is free of any
obligations of confidentiality; or
is obtained by Health Services
Provider or Principal
Investigator, free of any
obligations of confidentiality
from a third party who has a
lawful right to disclose it.

sdélenim  zadavatelem nebo
spolecnosti INC Research, které
se staly vefejn¢ znamymi béhem
doby trvdni této povinnosti
zachovavat ddveérnost informaci
jakymkoli jinym zplisobem, neZ
je poruSeni této smlouvy ze
strany Poskytovatele zdravotnich
sluZeb nebo hlavniho
zkouSejictho, které jiZ byly
Poskytovateli zdravotnich sluzeb
nebo hlavnimu zkouSejicimu
znamy v dob¢ jejich odhaleni a
které nepodléhaji  povinnosti
zachovavat ddvernost informaci
nebo jsou ziskdny Poskytovatelen
zdravotnich sluZeb nebo hlavnim
zkousejicim bez jakékoli
povinnosti zachovavat diivérnost
informaci od tfeti osoby, ktera
ma zakonné pravo je sdélit.

11.3

Obligations of Confidentiality.
Unless Sponsor provides prior
written consent, Health Services
Provider and Principal
Investigator may not use
Confidential Information for any
purpose  other  than  that
authorized in this Agreement, nor
may Health Services Provider or
Principal Investigator disclose
Confidential Information to any
third party except as authorized
in this Agreement or as required
by law. Required disclosure of
Confidential Information to the
IEC or to an applicable
regulatory authority is
specifically authorized.

11.3

Povinnost zachovavat duvérnost
informaci. Pokud k tomu
zadavatel neposkytne piedchozi
pisemny souhlas, Poskytovatel
zdravotnich sluZzeb a hlavni
zkousejici nesmi diaveérné
informace pouZit pro Zadny jiny
ucel, nez ktery je povolen v této
smlouve, ani je nesmi sdélovat
jakékoli tfeti osobé kromé
ptipadd, kdy je to povoleno v této
smlouvé nebo kdy to vyzaduje
zakon. VyZadované
sdélenidiivérnych informaci
nezéavislé etické komisi nebo
prislusnému regula¢nimu ufadu
je vyslovné povoleno.

114

Disclosure Required by Law. If
disclosure of Confidential
Information beyond that
expressly authorized in this
Agreement is required by
Applicable Law, that disclosure
does not constitute a breach of
this Agreement so long as Health
Services Provider and Principal
Investigator notify Sponsor in
writing as far as possible in
advance of the disclosure so as to
allow Sponsor to take legal

114

Sdéleni informaci vyzadované
zakonem. JestliZe se podle
platného zdkona vyZzaduje sdéleni
divérnych informaci nad ramec
vyslovn¢  uvedeny v  této
smlouve, neznamend to poruseni
této smlouvy, pokud o tom
Poskytovatel zdravotnich sluzeb
a hlavni zkouSejici pisemné a v
dostateéném piedstihu pred timto
sdélenim informaci informuji
zadavatele, aby mohl provést
zakonna opatieni na ochranu jeho
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action to protect its Confidential
Information, discloses only that
Confidential Information
required to comply with the legal
requirement, and continues to
maintain the confidentiality of
this Confidential Information
with respect to all other third
parties.

divérnych  informaci, odhali
pouze diavérné informace nutné
pro splnéni zakonného
poZadavku a naddle zachovévaji
divérnost  téchto  davérnych
informaci s ohledem na vSechny
dalsi treti osoby.

11.5 Survival of Obligations.  For 11.5 Trvdni povinnosti. V pfipadé
Confidential Information other diavérnych informaci jinych, nez
than Trial Data and Biological jsou data z klinického hodnoceni
Sample Analysis Data, these a data ziskand na zakladé¢ analyzy
obligations of nonuse and biologickych vzorkli, povinnosti
nondisclosure survive nepouzivat a nesdélovat diveérné
termination of this Agreement informace plati i po ukonceni této
and continue for a period of five smlouvy a trvaji po dobu péti (5)
(5) years after termination. let od ukonceni této smlouvy.
Permitted uses and disclosures of Povolené¢ zpiisoby pouziti a
Trial Data are described in sdéleni ~dat z  klinického
Section 15 (Publications) of this hodnoceni jsou popsiny Vv
Agreement. kapitole 15 (Publikace) této

smlouvy.

11.6 Return of Confidential 11.6  Vriceni divérnych informaci.
Information.  If requested by Pokud o to zadavatel pisemné
Sponsor in  writing, Health pozada, Poskytovatele
Services Provider and Principal zdravotnich sluZeb a hlavni

Investigator will return all
Confidential Information, at
Sponsor’s expense, except that
required to be retained at the
Trial site by Applicable Law.
However, Health Services
Provider and Principal
Investigator may retain a single
archival copy of the Confidential
Information for the sole purpose
of determining the scope of
obligations incurred under this
Agreement.

zkousejici na ndklady zadavatele
vrati vSechny divérné informace
kromé¢ téch informaci, které je
nutné podle platného zdkona
uchovavat v misté klinického
hodnoceni. Poskytovatel
zdravotnich sluZeb a hlavni
zkousejici si vS§ak mohou uchovat
jednu archivni kopii davérnych
informaci, a to pouze za ucelem
urceni rozsahu povinnosti
vyplyvajicich z této smlouvy.

12. Trial Data,

Biological Samples, and

Records.

12. Data z klinického hodnoceni, biologické
vzorky a zdznamy.

12.1

Trial Data. During the course of

the Trial, Health Services
Provider and Principal
Investigator will collect and

submit certain data to Sponsor or
its agent, as specified in the
Protocol and in Data Protection
Law no. 101/2000 Coll. This

12.1

Data z klinického hodnoceni. V
priabéhu klinického hodnoceni
bude Poskytovatel zdravotnich
sluzeb a hlavni zkouSejici
shromazd’'ovat urcité tudaje a
predavat je zadavateli nebo jeho
zastupci, jak je uvedeno v
protokolu a v souladu se

Page/ Strana 12 of 39




includes CRFs (or  their
equivalent) or electronic data
records, as well as any other
documents or materials created
for the Trial and required to be
submitted to Sponsor or its agent,
such as X-ray, MRI, or other
types of medical images, ECG,
EEG, or other types of tracings or
printouts, or data summaries
(collectively, “Trial  Data”).
Health Services Provider and
Principal Investigator will ensure
accurate and timely collection,
recording, and submission of
Trial Data.

a. Ownership of Trial Data.
Subject to the non-
exclusive license that
permits certain uses by
Health Services Provider
and/or Principal
Investigator, Sponsor is
the exclusive owner of
all Trial Data.

b. Non-Exclusive _License.
Sponsor grants Health
Services Provider and
Principal Investigator a
royalty free non-
exclusive license, with
no right to sublicense, to
use Trial Data for
internal  research  or
educational purposes.

C. Medical Records.
Medical records relating
to Trial Subjects that are
not submitted to Sponsor
may include some of the
same information as is

zakonem ¢. 101/2000 Sb., o
ochran¢ osobnich udaju. Mezi
tyto udaje patii zaznamy subjektl
klinického hodnoceni (CRF nebo
jejich  obdobna forma) nebo
elektronické zdznamy dat,
jakékoli dalsi dokumenty a
materialy vytvofené pro klinické
hodnoceni a zasilané zadavateli
nebo jeho  zastupci, napf.
rentgenové snimky, MRI nebo
jiné druhy lékaiskych snimku,
EKG, EEG nebo jiné typy
zaznamd a vystupll z pristroju,
nebo piehledy dat (souhrnné
oznaCovan¢ jako ,data z
klinického hodnoceni®).
Poskytovatel zdravotnich sluzeb
a hlavni zkousejici zajisti spravny
a vCasny sbér, zaznam a predani
dat z klinického hodnoceni.

a. Vlastnictvi dat z
klinického  hodnoceni.
Zadavatel je vyluénym
vlastnikem vSech dat z
klinického hodnoceni s
tim, Ze nevyluc¢na licence
povoluje urcité zplsoby
pouziti  Poskytovatelem

zdravotnich sluzeb
a/nebo hlavnim
zkouSejicim.

b. Nevyluéna licence.
Zadavatel udéluje
Poskytovateli

zdravotnich  sluZeb a
hlavnimu  zkousSejicimu
nevyluénou licenci na
pouziti dat z klinického
hodnoceni pro tucely
interniho vyzkumu nebo
pro vzdélavaci ucely, a to
bez licen¢niho poplatku a
bez pridva poskytnout

sublicenci.
C. Zdravotni zaznamy.
Zdravotni zdznamy

tykajici  se  subjektil
klinického hodnoceni,
které nejsou piedany
zadavateli, mohou
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included in Trial Data;
however, Sponsor makes
no claim of ownership to
those documents or the
information they contain.

d. Personal Information
Protection. Each party
represents and warrants
that procedures

compatible with relevant
personal information and
data protection laws and
regulations  will  be
employed SO that
processing and transfer
of such information and
data identifiers will not
be impeded.

obsahovat stejné
informace jako data z
klinického hodnoceni.
Zadavatel si vSak necini
narok na  vlastnictvi
téchto dokumentd ani
informaci, které obsahuji.

d. Ochrana osobnich tdaju.
Strany  prohlaSuji a
potvrzuji, Ze  budou
pouZivdny postupy, které
jsou v souladu s
prislusnymi  zdkony a
predpisy o  ochran¢
osobnich udaji tak, aby
nebylo zt&Zovano
zpracovani a  pfenos
téchto informaci a
identifikatord dat.

12.2

Biological _Samples. If so
specified in the Protocol, Health
Services Provider and Principal
Investigator may collect and
provide to Sponsor or @ its
designee biological samples (e.g.,
blood, urine, tissue, saliva, etc.)
obtained from Trial Subjects for
testing that is not directly related
to patient care or safety
monitoring, including
pharmacokinetic,
pharmacogenomic, or biomarker
testing (“Biological Samples”).

a. Use.  Health Services
Provider and Principal
Investigator will not use
Biological Samples
collected under the
Protocol in any manner
or for any purpose other
than that described in the

12.2

Biologické vzorky. Je-li to
uvedeno v protokolu,
Poskytovatel zdravotnich sluzeb
a hlavni zkouSejici mohou
odebirat a poskytovat zadavateli
nebo jim urenému zastupci
biologické vzorky (napf. krev,
mo¢, tkan, sliny atd.) ziskané od
subjekttl klinického hodnoceni
pro testy, které pfimo nesouvisi s
1é¢bou pacienta nebo sledovanim

bezpecnosti, véetné
farmakokinetickych,

farmakogenomickych nebo
biomarkerovych testll

(,,biologické vzorky*).

a. Pouziti. Poskytovatel
zdravotnich  sluZzeb a
hlavni zkousejici
nepouZiji biologické
vzorky odebrané podle
protokolu jakymkoli

jinym zptisobem ani pro
jakykoli jiny tucel, nez

Protocol. jak je uvedeno v
protokolu.
b. Sample Data. Sponsor or b. Udaje 0 vzorcich.
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its designees will test
Biological Samples as
described in the Protocol.
Unless otherwise
specified in the Protocol,
Sponsor will not provide
the results of such tests
(“Sample Data”) to the
Health Services Provider
or Principal Investigator
or Trial Subject. Sample
Data will be treated as
Trial Data; therefore, if
Sponsor provides Sample
Data to the Health
Services Provider or
Principal  Investigator,
that data will be subject
to the permitted use of
Trial Data as outlined in
this Agreement.

Zadavatel nebo  jim
ureny zastupce bude
testovat biologické
vzorky tak, jak je
uvedeno v  protokolu.

Neni-li v  protokolu
uvedeno jinak, zadavatel
neposkytne vysledky

téchto testi (,,udaje o
vzorcich®) Poskytovateli
zdravotnich sluzeb,
hlavnimu  zkouSejicimu
ani subjektu klinického
hodnoceni. S tudaji o

vzorcich se bude
zachédzet jako s daty z
klinického hodnoceni.
Pokud zadavatel

poskytne  Poskytovateli
zdravotnich sluZeb nebo
hlavnimu  zkouSejicimu
udaje o vzorcich, tato
data budou podléhat
povolenému pouZiti dat z
klinického hodnoceni,
jak je uvedeno v této
smlouve.

12.3

Records. Health  Services
Provider and Principal
Investigator will ensure that Trial
Subject’s Trial records, which
include the Health Services
Provider’s and Principal
Investigator’s copies of all Trial
Data as well as relevant source
documents (collectively,
“Records”), are kept up to date
and maintained in accordance

with Applicable Law.

a. Retention. Health
Services Provider and
Principal Investigator

will retain all records and
documents pertaining to
the Trial for a period in
accordance with
Applicable Law and
regulations and  the
Protocol. Health
Services Provider and

12.3

Zaznamy. Poskytovatel
zdravotnich sluZeb a hlavni
zkousejici zajisti, aby zdznamy z
klinického hodnoceni subjektt
zapojenych do klinického
hodnoceni zahrnujici kopie vSech
dat z klinického hodnoceni, které
uchoviva Poskytovatel
zdravotnich sluZzeb  a hlavni
zkouSejici, a také prislusné
zdrojové dokumenty (souhrnné
oznaCované jako ,,zdznamy*)
byly aktualizovdny a uchovivany
v souladu s platnym zdkonem.

a. Uchoviani _dokumentace.
Poskytovatel zdravotnich
sluzeb a hlavni zkouSejici
budou uchovdvat
vSechny zdznamy a
dokumenty tykajici se
klinického hodnoceni po
uvedenou dobu v souladu
s platnym zédkonem,
prislusnymi pfedpisy a
protokolem. Poskytovatel
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Principal Investigator
will  retain  Records,
under storage conditions
conducive to their
stability and protection,
for a period of fifteen

(15) years after
termination of the Trial
unless Sponsor
authorizes, in writing,

earlier destruction.

Health Services Provider
performs free archivation
for 5 years in accordance
with the Act no.
378/2007 Coll. and for
the next 10 years
archiving fee cost -

The
arachivation fee will be
invoiced after execution
of this Agreement.

Sponsor  notifies  the
Health Services Provider
6 months in advance
before ending of prepaid
archivation period,
whether an additional
archivation is needed and
will pay such related
Ccosts.

zdravotnich  sluZzeb a
hlavni zkousejici budou
uchovdvat zdznamy za

takovych  skladovacich
podminek, aby byla
zaji$téna jejich stabilita a
ochrana, po dobu
patnacti (15) let od
ukonceni klinického
hodnocent, pokud
zadavatel pisemné
nepovoli jejich diivejsi
likvidaci.  Poskytovatel
zdravotnich sluZeb
provede bezplatnou

archivaci 5 let v souladu
se zakonem ¢. 378/2007
Sb. a na dalSich 10 let
provede  zpoplatnénou
archivaci -

. Na
zpoplatnénou  archivaci
bude vystavena faktura
po podpisu smlouvy.

Zadavatel v predstihu 6
mésict od konce
zpoplatnéné archivace
ozndmi poskytovateli, Ze
trvd na dalSi archivaci a
uhradi ndklady stim
spojené.

13. Inspections and Audits.

13. Kontroly a audity.

13.1

Access. Upon reasonable
request, Sponsor, authorized
representatives ~ of  Sponsor,

and/or authorized representatives

of the applicable regulatory
authority, may during regular
business hours examine and

copy: all CRFs and other Trial
records (including Trial Subject
records and medical charts; Trial
Subject consent documents; drug
receipt and disposition logs);
examine and inspect the facilities
and other activities relating to the

13.1

Piistup. Na zaklad¢ odivodnéné
zadosti muze zadavatel, jeho
opravnéni  zastupci  a/nebo
opravnéni zastupci piislusného
regula¢niho ufadu b&hem
pracovnich dni kontrolovat a
kopirovat: vSechny CRF a dalsi
zdznamy klinického hodnoceni
(v€etné zaznamu a lékarskych
vySetfeni  subjektu  klinického
hodnoceni, dokumenti souhlasu
subjektu klinického hodnocent,
zaznamu o piijeti a pouziti 1éku),
prohliZet a kontrolovat zafizeni a

Trial or the IEC; and observe the dals§i Cinnosti  souvisejici s
conduct of the Trial. klinickym  hodnocenim  nebo
NEK a sledovat  prib¢h
klinického hodnoceni.
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13.2

Notice. Health Services Provider
and/or Principal Investigator will
inform Sponsor within twenty-
four (24) hours of any effort or
request by the government,
applicable regulatory authority or
other persons to inspect or
contact the Health Services
Provider, Principal Investigator
or research staff with regard to
the Trial; will provide Sponsor
with a copy of any
communications sent by such
persons; and will provide
Sponsor the opportunity to
participate in any proposed or
actual responses by Principal
Investigator or Health Services
Provider to such
communications.

13.2

Oznédmeni. Poskytovatel
zdravotnich sluZeb a/nebo hlavni
zkousejici budou  zadavatele
informovat do dvaceti Ctyt (24)
hodin o jakémkoli pldnu nebo
poZzadavku ze strany stétu,
regulacniho Ufadu nebo jinych
osob provést inspekci nebo
kontaktovat Poskytovatele
zdravotnich  sluzeb, hlavniho
zkousejictho nebo  vyzkumné
pracovniky ohledné¢ klinického
hodnoceni, poskytnou zadavateli
kopii veskeré korespondence s
témito osobami a  umozni
zadavateli zapojit se do vSech
navrzenych nebo skute¢nych
odpovédi hlavniho zkousSejiciho
nebo Poskytovatele zdravotnich
sluZeb na tuto korespondenci.
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13.3  Cooperation. Health Services
Provider and Principal
Investigator will ensure the full

cooperation of the Health
Services  Provider, Principal
Investigator, researchers, and

IEC members with any such
inspection and will ensure timely
access to applicable records and
data. Health Services Provider
and/or Principal Investigator will
promptly resolve any
discrepancies that are identified
between the Trial Data and the
Trial Subject’s medical records.
Health Services Provider and/or
Principal Investigator will
promptly forward to Sponsor
copies of any inspection findings
that Health Services Provider or
Principal Investigator receives
from a regulatory agency in
relation to the Trial. Whenever
feasible, Health Services
Provider and/or Principal
Investigator will also provide
Sponsor with an opportunity to
prospectively review and
comment on any Health Services
Provider and/or Principal
Investigator responses to
regulatory agency inspections in
regard to the Trial.

13.3  Spoluprice. Poskytovatel
zdravotnich sluZzeb a hlavni
zkouSejici zajisti uizkou
spoluprici Poskytovatele
zdravotnich  sluzeb, hlavniho
zkouSejiciho, vyzkumnych

pracovniki a cleni NEK s
jakoukoli takovou inspekci a
zajisti ~ vCasny  pfistup k
pfislusnym zaznamim a datim.
Poskytovatel zdravotnich sluzeb
a/nebo hlavni zkousSejici ihned
odstrani veSkeré nesrovnalosti
zjisténé mezi daty z klinického
hodnoceni a zdravotnimi
zaznamy subjektd  klinického
hodnoceni. Poskytovatel
zdravotnich sluZzeb a/nebo hlavni
zkousejici ihned poslou
zadavateli kopie vSech zjisténi
inspekce tykajicich se klinického
hodnoceni, kterd Poskytovatel
zdravotnich sluzeb nebo hlavni
zkousejici obdrzi od regulacniho
afadu. Bude-li to moZné,
Poskytovatel zdravotnich sluzeb
a/nebo hlavni zkouSejici také
umozni zadavateli posoudit a
okomentovat jakékoli reakce
Poskytovatele zdravotnich sluzeb
a/nebo hlavniho zkouSejiciho na
inspekce  regula¢niho  ufadu
tykajici se klinického hodnoceni.

14.

Inventions. If the conduct of Trial results
in any invention or discovery whether
patentable or not (“Invention”), Health
Services  Provider and  Principal
Investigator ~ will  promptly  inform
Sponsor. Health Services Provider and
Principal Investigator will assign all
interest in any such Invention to Sponsor,
free of any obligation or consideration
beyond that provided for in this
Agreement. Health Services Provider
and Principal Investigator will provide
reasonable assistance to Sponsor in filing
and prosecuting any patent applications
relating to Invention, at Sponsor’s
expense. Sponsor grants Health Services
Provider and Principal Investigator a
royalty free non-exclusive license, with
no right to sublicense, to use Inventions

14.

Vynélezy. Pokud provedeni klinického
hodnoceni vede k jakémukoli vynélezu
nebo objevu bez ohledu na to, zda jsou
patentovatelné, ¢i nikoli (,,vynalez*)
Poskytovatel zdravotnich sluzeb a hlavni
zkousejici o tom budou ihned informovat
zadavatele. Poskytovatel zdravotnich
sluzeb a hlavni zkouSejici postoupi
veskery podil na jakémkoli takovém
vyndlezu zadavateli bez jakéhokoli
zavazku nebo odmény mimo ramec
uvedeny v této smlouvé. Poskytovatel
zdravotnich sluzeb a hlavni zkouSejici
poskytnou zadavateli ndleZitou podporu
pii podani patentové piihlasky a pii

patentovém fizeni v souvislosti s
vyndlezem na ndklady zadavatele.
Zadavatel udéluje Poskytovateli
zdravotnich sluZeb a  hlavnimu
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for internal research or educational

purposes.

zkouSejicimu nevyluénou licenci na
pouziti vynalezii pro ucely interniho
vyzkumu nebo pro vzdélavaci ucely, a to
bez licen¢niho poplatku a bez prava
poskytnout sublicenci.

15.

Publications. Sponsor does not object to
publication by Health Services Provider
or Principal Investigator of the results of
the Trial based on information collected
or generated by Health Services Provider
and Principal Investigator, whether or not
the results are favorable to the Sponsor
Drug. However, to ensure against
inadvertent disclosure of Confidential
Information or unprotected Inventions,
Health Services Provider and Principal
Investigator will provide Sponsor an
opportunity to review any proposed
publication or other type of disclosure
before it is submitted or otherwise
disclosed. If part of a multi-center trial,
Health Services Provider and Principal
Investigator agree that the first
publication is to be a joint publication
involving all centers. Principal
Investigator is free to decline to
participate or be listed as an author in the
joint publication. If a joint manuscript
has not been submitted for publication
within twelve (12) months of completion
or termination of Trial at all participating
sites, Health Services Provider and/or
Principal Investigator are free to publish
separately, subject to the other
requirements of this Agreement, and
subject to prior review and approval by
Sponsor.

15.

Publikace. Zadavatel nema ndmitky proti
publikovani vysledki klinického
hodnoceni Poskytovatelem zdravotnich
sluzeb 1 nebo hlavnim zkouSejicim na
zakladé¢ informaci ziskanych nebo
vytvofenych Poskytovatelem zdravotnich
sluZzeb a hlavnim zkouSejicim bez ohledu
na to, zda jsou tyto vysledky pro
hodnoceny lécivy pripravek ptiznivé, Ci
nikoli. Aby vSak nedo$lo k nechténému
odhaleni davérnych informaci nebo
nechranénych vynalezli, Poskytovatel
zdravotnich sluzeb a hlavni zkouSejici
umozni zadavateli posoudit jakoukoli
navrZenou publikaci nebo jiny typ
odhaleni informaci pied tim, nez budou
odeslany k publikaci nebo jinak
odhaleny. V pfipadé¢ zapojeni do
multicentrického klinického hodnoceni
Poskytovatel zdravotnich sluZeb a hlavni
zkousejici souhlasi s tim, Ze prvni
publikace bude spolecnou publikaci
zahrnujici  vSechna centra. Hlavni
zkouSejici mulze odmitnout ucast na
spoletné publikaci, nebo mulze byt
uveden jako jeji autor. Pokud spole¢ny
rukopis nebude predlozen k publikaci do
dvanacti (12) mésicti od provedeni nebo
ukonceni klinického hodnoceni ve vsech
zapojenych  centrech,  Poskytovatel
zdravotnich ~ sluZzeb  a/nebo  hlavni
zkousejici mohou publikovat samostatné,
jsou-li  dodrZzeny dal§si poZadavky
této  smlouvy apodléha predchozi
kontrole a schvéleni ze strany Zadavatele.

16.

Publicity. No party will use the name of
another party or any of its employees for
promotional or advertising purposes
without written permission from the other
party. However, Sponsor reserves the
right to identify the Principal Investigator
and Health Services Provider in
association with a listing of the Protocol
in the National Institutes of Health (NIH)
Clinical Trials Data Bank, other publicly
available listings of ongoing clinical
trials, or other patient recruitment
services or mechanisms.

16.

Uvetejnéni. Zadnd strana  nebude
pouzivat nédzev druhé strany ani

jakéhokoli z jejich zaméstnancli pro
propagacni a reklamni ucely bez
pisemného  souhlasu  druhé strany.
Zadavatel si vSak vyhrazuje prdvo uvést
hlavniho zkouSejictho a Poskytovatele
zdravotnich  sluzeb ve spojeni se
zaregistrovdnim protokolu v Bance dat z
klinickych hodnoceni Nérodniho ustavu
zdravi (National Institutes of Health
(NIH) Clinical Trials Data Bank), v
jinych vefejné dostupnych piehledech
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probihajicich klinickych hodnoceni nebo
jinych sluzbiach nebo mechanismech
naboru pacienti.

17.

Indemnification. Sponsor agrees to
indemnify, defend or cover costs of
defense for, and hold harmless, including
non-material damage (“Indemnify”) the
Trial investigators; any Health Services
Provider at which the Trial is conducted,
its officers, agents, and employees; and
the IEC that approved the Trial
(collectively, “Indemnified Parties”)
against any claim filed by a third party
for damages, costs, liabilities, expenses
arising out of a Trial Subject injury, the
design of the Trial, or the specifications
of the Trial protocol. Trial Subject injury
means a physical injury or drug-related
psychiatric event caused by
administration or use of the Sponsor Drug
required by the Protocol that the Trial
Subject would likely not have received if
the Trial Subject had not participated in
the Trial. Sponsor further agrees to
reimburse Health Services Provider
and/or Principal Investigator for the
actual cost of diagnostic procedures and
medical treatment necessary to treat a
Trial Subject injury. Health Services
Provider and Principal Investigator agree
to provide or arrange for prompt
diagnosis and medical treatment of any
medical injury experienced by a Trial
Subject as a result of the Trial Subject’s
participation in the Trial. Health Services
Provider and Principal Investigator
further agree to promptly notify Sponsor
of any such medical injury.

17.

Néhrada Skody. Zadavatel se zavazuje
odskodnit, obhajovat nebo kryt niklady
na obhajobu a zprostit odpovédnosti, a to
vCetné nemajetkové Gjmy (,,0dSkodnit*)
zkouSejici  zapojené do  klinického
hodnoceni, jakéhokoli  Poskytovatele
zdravotnich sluzeb, v niz se klinické
hodnoceni  provadi, jeji  vedouci
pracovniky, zastupce, zaméstnance a
NEK, kterd povolila toto klinické
hodnoceni (souhrnné oznaCované jako
,»0dSkodnéné strany) vici jakémukoli
naroku tieti osoby ohledn€ nahrady skod,
nakladd, zavazkt, vydaji vzniklych
nasledkem ujmy na zdravi u subjektl
klinického hodnoceni, pldnu klinického
hodnoceni nebo pozadavki protokolu
klinického hodnoceni. Ujma na zdravi u
subjektu klinického hodnoceni znamend
télesné posSkozeni nebo psychiatricky
ucinek souvisejici s lékem nasledkem
podani nebo uziti hodnocené¢ho lécivého
ptipravku podle protokolu, které by
subjekt klinického hodnoceni
pravdépodobné neutrpél, pokud by se
tohoto klinického hodnoceni netcastnil.
Zadavatel se ddle zavazuje uhradit
Poskytovateli zdravotnich sluZzeb a/nebo
hlavnimu zkousSejicimu skute¢né naklady
za diagnostické postupy a lékaiskou péci
nutné pro lé€bu Ujmy na zdravi u
subjektu klinického hodnoceni.
Poskytovatel zdravotnich sluZeb a hlavni
zkousejici se zavazuji poskytnout nebo
zafidit okamzitou diagndézu a lékatskou
péci v piipadé jakékoli ujmy na zdravi u
subjektu klinického hodnoceni, k niz
doslo nasledkem jeho ucasti v klinickém
hodnoceni.  Poskytovatel zdravotnich
sluzeb a hlavni zkouSejici se déle
zavazuji okamzit¢ informovat zadavatele
o jakychkoli pfipadech Gjmy na zdravi
tohoto typu.

17.1  Exclusions. Excluded from this
agreement to Indemnify are any
claims for damages resulting
from (a) failure by an
Indemnified Party to comply with
the  Protocol  or  written

17.1 Vyluky. Z této smlouvy o
nahradé¢ skod jsou vylouCeny
vSechny ndroky na odSkodnéni
vyplyvajici z (a) nedodrZeni
protokolu  nebo  pisemnych
pokynli od zadavatele na strané
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instructions from Sponsor (b)
failure of an Indemnified Party to
comply with any applicable
governmental regulations, or (c)
negligence or willful misconduct
by an Indemnified Party.

odSkodnéné strany, (b)
nedodrZeni jakychkoli platnych
celostatnich smernic na

stran¢ odsSkodnéné strany nebo z
(c) nedbalosti nebo umyslného
pochyben{

odSkodnéné strany.

17.2  Notice and Cooperation. Health 17.2  Ozndmeni a spoluprace.
Services Provider and Principal Poskytovatel zdravotnich sluzeb
Investigator agree to provide a hlavni zkouSejici se zavazuji
Sponsor with prompt notice of, ihned zadavatele informovat o
and full cooperation in handling, jakémkoli ndroku, ktery je
any claim that is subject to predmétem odSkodnéni, a tzce s
indemnification. If so requested nim spolupracovat pii jeho
by Sponsor, Health Services feSeni. Pokud to zadavatel bude
Provider and Principal vyZadovat, Poskytovatel
Investigator agree to authorize zdravotnich sluzeb a hlavni
Sponsor to carry out the sole zkousSejici zplnomocni zadavatele
management of defense of an k vyhradnimu vedeni obhajoby
indemnified claim. naroku na odskodnéni.

17.3  Settlement or Compromise. No 17.3 Urovndni nebo  kompromis.
settlement or compromise of a Zadné urovnani nebo
claim subject to this kompromisni  feSeni  naroku
indemnification provision will be podléhajiciho tomuto ustanoveni
binding on Sponsor without o odskodnéni nebude pro
Sponsor’s prior written consent. zadavatele zavazné bez jeho
Sponsor will not unreasonably predchoziho pisemného souhlasu.
withhold such consent of a Zadavatel takovy souhlas pro
settlement  or  compromise. urovndni nebo  kompromisni
Neither party will admit fault on feSeni bezdlvodné¢ neodepre.
behalf of the other party without Z4dnd ze stran neuznd vinu v
the written approval of that party. zastoupeni druhé strany bez

pisemného souhlasu této strany.

17.4 INC Research expressly 17.4  Spole¢nost INC Research
disclaims any and all liability vyslovné popirda jakoukoli a
whatsoever in connection with veskerou pravni odpovédnost v
the Sponsor Drug or the Trial souvislosti  se  hodnocenym
Protocol except to the extent that lécivym ptipravkem nebo
such liability arises from INC protokolem klinického
Research’s negligent act, hodnoceni, ledaZe tato pravni
omission or willful misconduct. odpovédnost vyplyva z

nedbalosti, opomenuti nebo
umysIného pochybeni spole¢nosti
INC Research.
18. Termination. 18. Ukonceni klinického hodnoceni.
18.1 Termination Conditions. This 18.1 Podminky ukondeni. Tato

Agreement terminates upon the
earlier of any of the following
events:

smlouva bude ukonc¢ena v téchto
pfipadech podle toho, ktery z
nich nastane dfiv:
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Disapproval by IEC. If,
through no fault of
Health Services Provider
or Principal Investigator,
the Trial is never
initiated because of IEC
disapproval, this
Agreement will terminate
immediately.

Trial Completion. For

purposes of this
Agreement, the Trial is
considered complete

after conclusion of all
Protocol-required

activities for all enrolled
Trial Subjects; receipt by
Sponsor of all relevant
Protocol-required  data,
Trial documents and
Biological Samples; and
receipt of all payments
due to either party.

Early Termination of
Trial. If the Tral is
terminated early as
described below, the
Agreement will terminate
after receipt by Sponsor
of all relevant Protocol-
required  data, Trial
documents and
Biological Samples and
receipt of all payments
due to either party.

(D) Termination _ of
Trial Upon
Notice. Sponsor
reserves the right
to terminate the
Trial for any
reason upon

Nesouhlas NEK. Pokud
klinické hodnoceni neni
zahajeno kvuli
nesouhlasu NEK, aniZ by
Poskytovatel zdravotnich
sluzeb nebo hlavni
zkousSejici pochybili, tato
smlouva bude okamzité
ukoncena.

Dokonéeni  klinického
hodnoceni. Pro ucely této
smlouvy se  klinické
hodnoceni povazuje za
dokoncené, jestlize u

vsech subjektl
zafazenych do klinického
hodnocen{ byly
provedeny vSechny
¢innosti vyzadované
podle protokolu,
zadavatel obdrzel
vSechna pfislusna data
vyZadovana podle
protokolu,  dokumenty

klinického hodnoceni a
biologické vzorky a mezi
stranami byly provedeny
vSechny platby.

PredCasné ukonceni
klinického hodnoceni.
Pokud je klinické
hodnoceni ukonceno
predcasng, jak je popsano
nize, smlouva bude

ukoncena, poté co
zadavatel obdrZi vSechna
prislusna data
vyZadovana podle
protokolu,  dokumenty

klinického hodnoceni a
biologické vzorky a mezi
stranami byly provedeny
vSechny platby.

(D) Ukonceni

klinického
hodnoceni na
zakladé
oznameni.
Zadavatel si

vyhrazuje pravo
ukonc¢it klinické
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thirty (30) days
written notice to
Health Services

hodnoceni z
jakéhokoli
duvodu do tficeti

Provider and (30) dni od
Principal doruceni
Investigator. pisemného
oznameni
Poskytovateli
zdravotnich
sluzeb a
hlavnimu
zkousejicimu.
2) Immediate 2) %
Termination  of Klinického
Trial by Sponsor. hodnoceni
Sponsor  further sadavatelem.
reserves the right Zadavatel si dile
to'termlnate the vyhrazuje pravo
Trlal . okamzité ukoncit
immediately . Klinické
upon written hodnoceni na
notification  to saklads
Health Services ‘semného
Provider and gznémeni
Principal Poskytovateli
Investigator for .
causes that Zdrfl votnich
include failure to ;lll;f/i?mu a
enroll —— ~ Trial ZKousejicimu 7
Subjects at a rate davodit Které
sufficient to zahrnuj;’
achieve Trial ‘v
performance necvlostatecny' o
goals;  material pocet. subje,ktu
unauthorized zareglstr(?vg ny,ch
deviations from gg dnocl;lrll?lckeho
iggorﬂf;’ml or nisledkem Seho?
. . nelze dosdhnout
Z??cﬂ;f:tfrrllctz’s pracovnich cili
that in Sponsor’s EESLCOIZZ?E
opinion pose JAvarné ’
risks to  the nepovolené
health or well odchylky od
being of Trial
Subjects; or p rczto(imlll{lc nebo
regulatory E&Z;n?v .
?égleartl'(;l y ti)cmt)lrllesb okolnosti, které
Trial1 ¢ or the poccllle tel ndzoru
zadavatele
Sponsor Drug. predstavuji riziko
pro zdravi
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3) Immediate
Termination  of
Trial by Health
Services
Provider and/or
Principal
Investigator.
Health Services
Provider and/or
Principal
Investigator
reserves the right
to terminate the
Trial
immediately
upon notification
to Sponsor if
requested to do
SO by the
responsible IEC
or if such
termination  is
required to
protect the health
of Trial Subjects

subjektt
klinického
hodnoceni,
opatfeni
regula¢niho
uradu \%
souvislosti S
klinickym
hodnocenim,
hodnoceny
lécivym
pfipravkem.

3) OkamZzité
ukonceni
klinického
hodnoceni
Poskytovatelem
zdravotnich
sluzeb a/nebo
hlavnim
zkouSejicim.
Poskytovatel
zdravotnich
sluzeb a/nebo
hlavni zkousSejici
si vyhrazuji
pravo okamzité
ukon¢it klinické
hodnoceni na
zakladé
oznameni
zadavateli,
pokud k tomu
byli vyzvani
odpovédnou
NEK nebo je-li
toto ukonceni
nutné kvuli
ochrané  zdravi
subjektt
klinického
hodnoceni.

18.2

Payment upon Termination. If
the Trial is terminated early in
accordance with this Agreement,
Sponsor  will  provide a
termination payment equal to the
amount owed for work already
performed up to and including
the effective date of termination,
in accordance with Attachment
A, less payments already made.
The termination payment will

18.2

Platba po ukonceni. Je-li klinické
hodnoceni ukonceno pied¢asné v
souladu s touto smlouvou,
zadavatel zajisti v souvislosti s
timto ukoncenim finanéni thradu
nakladti na préci provedenou do
data, kdy byla tato smlouva
ukoncena, a véetné tohoto data v
souladu s pfilohou A a po
odecteni jiz provedenych plateb.
Uhrada v souvislosti s ukonéenim
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include any non-cancelable
expenses, other than future
personnel costs, so long as they
were properly incurred and
prospectively  approved by
Sponsor, and, only to the extent
such costs cannot reasonably be
mitigated. If the Trial was never
initiated because of disapproval
by the IEC, Sponsor will
reimburse Health Services
Provider for IEC fees and for any
other expenses that were
prospectively  approved, in
writing, by Sponsor

klinického  hodnoceni  bude
zahrnovat veSkeré nezruSitelné
vydaje, jiné neZ budouci ndklady
na pracovniky, pokud byly fadné
odivodnény a zadavatel je
schvdlil a pokud tyto naklady
nelze pfiméfene snizit. Pokud
klinické hodnoceni nebylo nikdy
zahdjeno kvili nesouhlasu NEK,
zadavatel Poskytovateli
zdravotnich sluZzeb uhradi
poplatky za NEK a veskeré dalsi
vydaje, které byly pisemn¢
schvédleny zadavatelem

18.3  Return of Materials. Unless INC
Research instructs otherwise in
writing, Health Services Provider
and Principal Investigator will
promptly return all materials
supplied by  Sponsor, at
Sponsor’s discretion and
expense, for Trial conduct,
including CRFs, and any Sponsor
-supplied Equipment.  Health
Services Provider will return
and/or destroy, as applicable and
at Sponsor’s expense, any unused
Sponsor Drug.

18.3  Vraceni materiald. Pokud
spolecnost INC Research
pisemné nenafidi jinak,

Poskytovatel zdravotnich sluzeb
a hlavni zkouSejici ihned na
vyzvu a ndklady zadavatele vrati
vSechny materidly dodané
zadavatelem  pro  provedeni
klinického hodnoceni, vcetné
CRF a veskerého vybaveni
dodaného zadavatelem.
Poskytovatel zdravotnich sluzeb
vrati a/nebo  zlikviduje dle
prislusnych pozadavkii a na
ndklady  zadavatele  veSkeré
nepouzité hodnocené léc¢ivo nebo
srovndvaci 1ék.

19.

Insurance. The Health Services Provider
will secure and maintain in full force and
effect throughout the performance of the
Trial (and following termination of the
Trial to cover any claims arising from the
Trial) insurance coverage for medical
professional liability with limits in
accordance with local standards for all
medical professionals conducting the
Trial.

Sponsor declares and acknowledges that,
in accordance with provisions of § 52. 3
point. f) of the Act no. 378/2007 Coll., on
Pharmaceuticals, as amended, will
provide insurance for clinical trials.

19.

Pojisténi.  Poskytovatel  zdravotnich
sluzeb zajisti a zachovaji v plné platnosti
a ucinnosti po dobu provadéni klinického
hodnoceni (i po ukonceni klinického
hodnoceni kvtli kryti narokti vzniklych z
klinického hodnoceni) pojistné kryti
profesni odpovédnosti pro vSechny
zdravotniky provadéjici toto klinické
hodnoceni, jehoZ limity budou v souladu
s mistnimi pfedpisy.

Zadavatel prohlaSuje a potvrzuje, Ze v
souladu s ust. § 52 odst. 3, pism. f)
zakona ¢. 378/2007 Sb., o léCivech, v
platném znéni, zajisti pojisténi klinického
hodnoceni.
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20. Debarment, Exclusion, Licensure and | 20. Zékaz, vylouceni, opravnéni k vykonu
Response. Health Services Provider and zdravotnického povolani a _opatieni.
Principal Investigator each certify that Poskytovatel zdravotnich sluzeb a hlavni
it/she/he is not debarred or restricted from zkousejici prohlasuji, Ze nejsou vylouceni
conducting clinical research and will not z provadéni klinického vyzkumu ani jim
use in any capacity the services of any nebylo zakézano provadeét klinicky vyzkum
person debarred or restricted from a 7e na 7Z4dné pozici nebudou vyuZivat
conducting  clinical research  under jakékoli osoby, ktera byla vylou¢ena z
Applicable Law with respect to services to provadéni klinického vyzkumu nebo ji
be performed under this Agreement. bylo zakazano provadét klinicky vyzkum
Health Services Provider and Principal podle platného zdkona s ohledem na préci
Investigator each also certify that it/she/he a ¢innosti, které se maji provadét podle této
is not excluded from any governmental smlouvy. Poskytovatel zdravotnich sluZeb
health care program, Health Services a hlavni zkouSejici také prohlasSuji, Ze
Provider and Principal Investigator nebyli vylouCeni z jakéhokoli statniho
further certify that it/she/he is not subject programu zdravotni péce. Poskytovatel
to a government mandated corporate zdravotnich sluZeb a hlavni zkouSejici
integrity agreement and has not violated dale prohlasuji, Ze nepodléhaji Zadné
any applicable anti-kickback or false stitem nafizené dohodé¢ o firemni
claims laws or regulations. During the bezthonnosti a neporusili Zddné platné
term of this Agreement and for three zakony nebo smérnice proti nezakonnym
years after its termination, Health provizim a nekalym praktikdm. B&hem
Services  Provider  and  Principal trvani této smlouvy a po dobu tii let od
Investigator will notify Sponsor promptly jejiho  ukonCeni budou Poskytovatel
in writing [to the extent possible, within zdravotnich sluzeb a hlavni zkouSejici
two (2) business days] if either of these ihned [pokud moZno do dvou (2)
certifications needs to be amended in pracovnich  dni] pisemnou formou
light of new information or if Health informovat zadavatele, bude-li nutné
Services Provider or Principal nékteré z téchto prohlaseni doplnit ve
Investigator becomes aware of any svétle novych poznatki nebo pokud
material issues related to the medical Poskytovatel zdravotnich sluZzeb nebo
licensure of any associated Trial hlavni zkousejici zjisti jakékoli zdvazné
researchers  (including the Principal skutecnosti  tykajici se opravnéni k
Investigator). Health Services Provider vykonu zdravotnického povolani u
and Principal Investigator will cooperate nékterého  vyzkumného  pracovnika
with Sponsor regarding any responsive zapojeného do klinického hodnoceni
action necessary. (vCetné hlavniho zkousejiciho).

Poskytovatel zdravotnich sluzeb a hlavni
zkousejici budou se zadavatelem
spolupracovat na odpovidajicim
potebném opatfeni.

21. Assignment and Delegation.  Sponsor | 21. Piidéleni a postoupeni povinnosti a prav.

may at any time and upon written notice
to Health Services Provider and Principal
Investigator assume the obligations and
rights of INC Research or substitute INC
Research with another independent
contractor.  None of the rights or
obligations under this Agreement will be
assigned or subcontracted by Health
Services Provider or Principal
Investigator to another without the prior

Zadavatel muze kdykoli a po pisemném
ozndmeni  Poskytovateli  zdravotnich
sluZeb a hlavnimu zkousSejicimu na sebe
prevzit povinnosti a prava spole¢nosti
INC Research nebo nahradit spolec¢nost
INC Research  jinym  nezavisly
dodavatelem. Zadna prava ani povinnosti
podle této smlouvy nebudou
Poskytovatelem zdravotnich sluzeb nebo
hlavnim zkousSejicim pfevedeny na treti
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written consent of Sponsor, and the
express agreement of Health Services
Provider, Principal Investigator, INC
Research, and the requisite new assignee
or subcontractor. Principal Investigator
and/or Health Services Provider must
notify Sponsor, in advance, prior to
moving to another location. This
Agreement will bind and inure to the
benefit of the successors and permitted
assigns of the Sponsor.

osobu ani upraveny dil¢i smlouvou s tieti
osobou bez pifedchoziho pisemného
souhlasu zadavatele a bez vyslovné
dohody mezi Poskytovatelem zdravotnich
sluZeb, hlavnim zkousSejicim, spole¢nosti
INC Research a pfisluSnym novym
nabyvatelem nebo  subdodavatelem.
Hlavni zkouSejici a/nebo Poskytovatel
zdravotnich sluzeb musi zadavatele
pfedem informovat o pfesunu na jiné
misto. Tato smlouva se stane zdvaznou a
vstoupi v platnost ve prospéch nastupci a
schvalenych nabyvatell zadavatele.

22.

Survival of Obligations.  Obligations
relating to Research Grant, Confidential
Information, Inventions, Records,
Publications, Publicity, Debarment and
Exclusion, and Indemnification survive
termination of this Agreement, as do any
other provision in this Agreement or its
Attachments that by its nature and intent
remains valid after the term of the
Agreement.

22.

Trvéni povinnosti. Povinnosti souvisejici

s vyzkumnym grantem, davérnymi
informacemi, vyndlezy, zdznamy,
publikacemi, uvefejnénim, zakazem,

vylouCenim a odSkodnénim plati i po
ukonceni této smlouvy stejné¢ jako
jakakoli dal§i ustanoveni v této smlouvé
nebo jejich prilohdch, kterda svou
podstatou a zdmérem zUstavaji v platnosti
i po vyprSeni smlouvy.

23.

Entire Agreement. This Agreement
contains the complete understanding of
the parties and will, as of the Effective
Date, supersede all other agreements
between the parties concerning the
specific Trial. This Agreement may only
be extended, renewed or otherwise
amended in writing, by the mutual
consent of the parties. No waiver of any
term, provision or condition of this
Agreement, or breach thereof, whether by
conduct or otherwise, in any one or more
instances will be deemed to be or
construed as a further or continuing
waiver of any such term, provision or
condition, or any prior, contemporaneous
or subsequent breach thereof, of any
other term, provision or condition of this
Agreement whether of a same or different
nature.

23.

Cela smlouva. Tato smlouva predstavuje
uplnou dohodu mezi stranami a od data
platnosti nahrazuje vSechny jiné smlouvy
mezi stranami, které se tykaji ptislusného
klinického hodnoceni. Tato smlouva se
smi prodlouZit, obnovit nebo jinak doplnit
pouze pisemné a po vzijemné dohodé
smluvnich stran. Zteknuti se jakéhokoli
zavazku, ustanoveni nebo podminky této
smlouvy nebo jejich poruseni jednanim ¢i
jinak v jednom nebo vice ptfipadech se
nebude povaZovat ani vykladat jako dalsi
nebo pokracujici zieknuti se jakéhokoli
takového zavazku, ustanoveni nebo
podminky nebo jako jakékoli predchozi,
sou¢asné nebo nasledné  poruseni
jakéhokoli zdvazku, ustanoveni nebo
podminky této smlouvy bez ohledu na to,
zda jsou stejné nebo rozdilné povahy.

24.

Conflict with Attachments. To the extent
that terms or provisions of this
Agreement conflict with the terms and
provisions of the Protocol, the terms and
provisions of this Agreement will control
as to legal and business matters, and the
terms and provisions of the Protocol will
control as to technical research and

24.

Rozpor s pfilohami. Pokud jsou
podminky nebo ustanoveni této smlouvy
v rozporu s podminkami a ustanovenimi
protokolu, prdvni a obchodni zileZitosti
se budou fidit podminkami a
ustanovenimi této smlouvy, zatimco
odborné vyzkumné a védecké zalezitosti
se budou fidit podminkami a
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scientific matters unless expressly agreed
in writing between the parties.

ustanovenimi protokolu, pokud se strany
pisemné nedohodnou jinak.

25.

Relationship of the Parties. The
relationship of Health Services Provider
and Principal Investigator to Sponsor is
one of independent contractor and not
one of partnership, agent and principal,
employee and employer, joint venture, or
otherwise.

25.

Vztah mezi stranami. Vztah mezi
Poskytovatelem zdravotnich sluzeb a
hlavnim zkouSejicim na jedné strané a
zadavatelem na druhé strané je vztahem
nezdvislé smluvni strany, nikoli vztahem
mezi partnery, zdstupcem a vedoucim,
zamgéstnancem a zaméstnavatelem,
podnikem se zahrani¢ni Gcasti apod.

26.

Force Majeure. Neither party will be
liable for delay in performing or failure to
perform obligations under this Agreement
if such delay or failure results from
circumstances outside its reasonable
control (including, without limitation, any
act of God, governmental action,
accident, strike, terrorism, bioterrorism,
lock-out or other form of industrial
action) promptly notified to the other
party (“Force Majeure”). Any incident of
Force Majeure will not constitute a
breach of this Agreement and the time for
performance will be extended
accordingly; however, if it persists for
more than thirty (30) days, then the
parties may enter into discussions with a
view to alleviating its effects and, if
possible, agreeing on such alternative
arrangements as may be reasonable in all
of the circumstances.

26.

Vy$§i moc. Zadnd ze stran neponese
odpovédnost za prodlevu v plnéni
zavazki podle této smlouvy ani za jejich
nesplnéni, pokud tato prodleva v plnéni
nebo  nesplnéni  byla  zplsobena
okolnostmi, které nemohla odpovidajicim
zpisobem ovlivnit (mimo jiné vcéetné
jakéhokoli zdsahu vyS$§i moci, vlddniho
opatfeni, nehody, stavky, terorismu,
bioterorismu, vyluky nebo jiné formy
kolektivnich akei), a pokud byly okamzité
oznameny druhé strané (,,vyS§i moc®).
Jakykoli pfipad zasahu vyS$§i moci
nepiedstavuje poruSeni této smlouvy a
doba plnéni bude  odpovidajicim
zptsobem prodlouzena. Pokud vSak trva
déle nez tficet (30) dni, strany poté
mohou vstoupit do jednani o zmirnéni
ucinkl a dohodnout se, pokud mozno, na
takovych alternativnich opatfenich, ktera
mohou byt za danych okolnosti vhodna.

27.

Governing Law. Subject to the terms of
the Trial Conduct as outlined above, this
Agreement shall be governed by and
construed in accordance with the laws of
Czech Republic, without giving effect to
conflict of law provisions.

Contracting parties acknowledge and
agree that dispute resolution of any
disputes that is not resolved amicably,
will be dealt through the appropriate
court in Hradec Kralove.

27.

Rozhodné pravo. Tato smlouva, ktera
podléha  ustanovenim o  provadéni
klinického hodnoceni, jak je uvedeno
vyse, se bude fidit a vykladat v souladu se
zdkony Ceské republiky, aniZ by nastal
rozpor se zdkonnymi ustanovenimi.
Smluvni strany berou na védomi a
souhlasi, Ze projedndni a rozhodovani
pripadnych spord, které¢ nebudou vyfeseny
smirem, bude feSeno s pomoci prislusného
soudu v Hradci Kralové.

28.

Notices. All notices required under this
Agreement will be in writing and be
deemed to have been given when hand
delivered, sent by overnight courier or
certified mail, as follows, provided that

28.

Ozndmeni. Vsechna oznameni
vyZzadovand podle této smlouvy musi byt
v pisemné form¢ a budou povazovana za
pfedana, kdyz budou dorucena rucné,
kuryrem nebo doporufené¢ s tim, ze
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all urgent matters, such as safety reports,
will be promptly communicated via
telephone, and confirmed in writing:

vSechny naléhavé =zalezitosti, napf.
hlaSeni o bezpe€nosti, budou ihned
sdélena telefonicky a potvrzena pisemné
na tuto adresu:

SPONSOR: ZADAVATEL:
ThromboGenics NV ThromboGenics NV

Gaston Geenslaan 1 Gaston Geenslaan 1

B-3001 Leuven, B-3001 Leuven,

Belgium Belgie

Attention: Clinical Department K rukam; Clinical Department
With a copy to: Kopie pro:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, NC 27604-1547 USA
Attention: Site Contracts Department

Re:
Telephone:

INC Research, LLC

3201 Beechleaf Court, Suite 600

Raleigh, NC 27604-1547 USA

K rukdm: Site Contracts Department

(Oddé¢leni smluv s vyzkumnymi centry)
Véc: Kod projektu
Telefon:

Health Services Provider:

Fakultni nemocnice Hradec Kralové
Pravni odbor

Sokolska 581

Hradec Krilové — Novy Hradec Kralové
Czech Republic

Attention: Dasa Proktiipkova

Poskytovatel zdravotnich sluzeb :
Fakultni nemocnice Hradec Krélové
Prévni odbor

Sokolskd 581

Hradec Krilové — Novy Hradec Kralové
Ceska republika

K rukam: D4asi Prokiipkové

Principal Investigator:

Fakultni nemocnice Hradec Kralové

O¢ni klinika

Sokolska 581

500 05 Hradec Krédlové — Novy Hradec
Krélové

Czech Republic

Attention:

Tetephone |

Hlavni zkouSejici:

Fakultni nemocnice Hradec Kralové

O¢ni klinika

Sokolska 581

500 05 Hradec Krédlové — Novy Hradec
Kralové

Ceska republika

K rukam:

Teefon:

30. Agreement is made out in 4x originals in |  30. Smlouva je  vyhotovena ve 4
English and Czech language versions, vyhotovenich v Ceské a anglické verzi,
from which each party receives 1 pri¢emz kazda smluvni strana obdrzi po
original. In case of any discrepancy jednom vyhotoveni.
between English and Czech language V pfipadé rozporu mezi anglickou a
versions, Czech language version shall Ceskou verzi této smlouvy ma piednost a
prevail. je rozhodujici verze ¢eska.

31. Contractin  parties agree that this | 31. Smluvni strany se dohodly, Ze tato

Agreement will be disclosed in the
Agreements registry and disclosing will

smlouva bude wuvefejnéna v registru
smluv a uvefejnéni smlouvy provede
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be performed by Health Services
Provider.

Contracting parties that sections labeled
as trade secrets will be removed from
Agreement prior its disclosure in the
Agreements registry and Agreement
attachments will not be disclosed in the
Agreement registry. Before execution of
this Agreement, Sponsor will provide
Health Services Provider with final
machine-readable  version of  this
Agreement, in which the specific wording
that Sponsor deems as trade secret will be
blackened.

Contracting parties acknowledge that Site
initation visit, first delivery of the
Sponsor drug, trial related materials
delivery shall not be performed before the
Agreement is disclosed in Agreement
registry.

Poskytovatel.

Smluvni strany se dohodly, ze oznacené
obchodni tajemstvi zadavatelem, bude
pred zadanim smlouvy do registru smluv
odstranéno a pfilohy smluv nebudou v
registru  smluv  uvefejiiovany. Pred
podpisem smlouvy Zadavatel zasle
Poskytovateli findlni verzi smlouvy ve
strojové Citelném formatu s podbarvenym
textem smlouvy, které povazuje Zadavatel
za obchodni tajemstvi.

Smluvni strany berou na védomi, Ze
nedojde  kiniciaéni  navstéveé, prvni
dodavce hodnoceného 1écivého piipravku,
propagacniho materialu, do okamziku
uvefejnéni kone¢ného dokumentu
v registru smluv.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE PODPISOVY LIST]
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Agreed to and Accepted:/ Souhlasil/a a prijal/a:

Agreed to and Accepted:/ Souhlasila a pFijala:

HEALTH SERVICES ) PROVIPER/ INC RESEARCH UK Limited
POSKYTOVATEL ZDRAVOTNICH SLUZEB

Fakultni nemocnice Hradec Kralové

Signature/ Podpis Signature/ Podpis

prof. MUDr. Vladimir Pali¢ka, CSc., dr. h. c.

Helena Havelkova-DouSova, PhD.

Printed Name/ Jméno tiskacimi pismeny

Printed Name/ Jméno tiskacimi pismeny

DIRECTOR /REDITEL STUDY START UP & REGULATORY
MANAGER

Title/ Funkce Title/ Funkce

Date/ Datum  10. 2. 2017 Date/ Datum  24. 1. 2017

PRINC}PA}L . INVESTIGATOR/ HLAVNI

ZKOUSEJICI

Signature/ Podpis

Printed Name/ Jméno tiskacimi pismeny

PRINC}PA,L ; INVESTIGATOR/ HLAVNI
ZKOUSEJICI

Title/ Funkce

Date/ Datum 9. 2.2017
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Attachment A Piiloha A
RESEARCH GRANT PAYMENT TERMS PODMINKY PLATBY VYZKUMNEHO
GRANTU
A-1. General Terms. Health Services Provider | A-1. Obecné podminky.  Poskytovateli
(“Payee”) will be paid the per patient grant zdravotnich sluzeb (,,Piijemce platby*)
amount as outlined on Attachment B bude uhrazena finan¢ni castka podle
(Research Grant Worksheet) per Trial poctu subjekti hodnoceni, jak je
Subject properly enrolled in the Trial. This uvedeno v pfiloze B (Vykaz price
amount constitutes the full compensation for vyzkumného grantu), za kazdy subjekt
the work to be completed by the Principal klinického hodnoceni tadn¢ zafazeny
Investigator including all work and care do klinického hodnoceni. Tato Castka
specified in the Protocol for the Trial, along predstavuje odménu za  praci
with all overhead and administrative vykonanou Hlavnim zkouSejicim véetné
services. No compensation will be available veskeré prace a péCe uvedené v
for Trial Subjects enrolled or continuing in protokolu tohoto klinického hodnoceni
the Trial in violation of the Protocol. a vSech rezijnich a administrativnich
Principal Investigator and cooperating nakladt. Odmeéna nebude poskytnuta za
personnel is paid according to the Health subjekty klinického hodnoceni, které
Services Provider internal  guidelines. byly zatazeny do klinického hodnoceni
Sponsor and INC Research declare, that for nebo v ném pokracuji v pripadé
conduction of this Trial, they will not enter poruseni protokolu.
into separate Agreement with Principal Odména hlavnimu zkouSejicimu a
Investigator or any other coopearting person. spolupracujicim osobdm bude
vyplacena dle vnitfni = smérnice
poskytovatele.
Zadavatel i INC Research se zavazujf,
Ze na toto klinické hodnoceni
neuzaviou s hlavnim zkouSejicim ani
jinou spolupracujici osobou Zidnou
dalsi smlouvu.

A-2.  Payment Terms. Research grant payments | A-2.  Platebni podminky. Platby
for each Trial Subject will be made in vyzkumného grantu za kazdy subjekt
EUR and based on approval of invoices klinického hodnoceni budou provedeny
submitted. Invoices will be issued by v EURO ¢tvrtletné na zakladé schvaleni
Payee upon notice delivered by INC ptedlozenych faktur. Faktury budou
Research. Payments will be made in vystaveny Pfijemcem platby na zakladeé
accordance with CRFs submitted and oznameni od spole¢nosti INC Research.
monitored, and with Attachment B Platby budou provedeny v souladu
(Research Grant Worksheet). Monitoring s predlozenymi a sledovanymi CRF a
will occur based on site enrollment and vsouladu s Prilohou B (,,Rozpis
completion of data entry. Invoices will be vyzkumného grantu®). Monitorovani
paid by INC Research within 40 (fourty) bude probihat podle naboru subjektd v
days of invoice issue date. pfislusném centru a zadani dat. Faktury

budou uhrazeny spolecnosti INC
Research ve 1htté 40 (Etyficeti) dnd od
data vystaveni faktury.

A-3. Pass-through payments from Sponsor. | A-3. Prefakturované platby od zadavatele.

Payments due under this Agreement are
pass-through payments from Sponsor that
will be sent after such payments are
received by INC Research from Sponsor.

Platby podle této smlouvy jsou
piefakturované platby od zadavatele,
které budou odesliny poté, co
spolecnost INC Research obdrzi tyto

Page/ Strana 32 of 39




INC Research shall have no liability for
any failure to make payments if required
funding is not provided to INC Research in
advance by Sponsor.

platby od zadavatele. Spole¢nost INC
Research nenese Zadnou odpovédnost
za  jakékoli  neprovedeni platby
v ptipad¢, Ze spolecnosti INC Research
nebudou potiebné financni prostredky
piedem poskytnuty zadavatelem.

A-4.

Non-Procedural Costs. Payee will be paid
for additional non-procedural costs that are
pre-approved by Sponsor, as set forth in
Attachment B. To request payment for
such costs, Payee will remit an itemized
invoice to Sponsor or its designee with
documentation and receipts substantiating
agreed-upon pass-through expenses. Any
non-procedural pass-through expenses will
be invoiced only in the amount actually
incurred with no mark-up, up to the
maximum amounts shown in Attachment
B.

A-4.

Jiné ndklady. Pfijemci platby budou
hrazeny dalSi ndklady nesouvisejici s
postupy, které zadavatel predem
schvalil, jak je uvedeno v ptiloze B.
Tyto naklady budou hrazeny na zakladé
faktury se seznamem jednotlivych
polozek, kterou Piijemce platby odesle
zadavateli nebo jim ur¢enému zastupci
spolu s doklady a Uctenkami
dokladajicimi dohodnuté, uskutecnéné
vydaje. VeSkeré uskuteénéné vydaje
nesouvisejici s postupy klinického
hodnoceni budou fakturovidny pouze ve
skutecné vysSi bez navySeni na
maximalni ¢astku uvedenou v pfiloze
B.

A-S.

Final Payment. At the conclusion of the
Trial, all CRFs and Trial-related
documents will be promptly made
available for Sponsor review. The final
payment will be paid once: all CRFs have
been completed and received; data queries
have been satisfied; all Sponsor Drug is
returned; and all close out issues are
resolved and procedures completed,
including final IEC notification. All
queries must be resolved within five (5)
days of receipt by Payee any time during
the Trial. Sponsor or its designee will
perform final reconciliation of all
payments made to date against total
amount due and will promptly pay Payee
amounts remaining unpaid, if any. Payee
will promptly reimburse Sponsor amounts
overpaid within thirty (30) days of
notification by Sponsor or designee.

A-S.

Koneéna platba. Ke konci klinického
hodnoceni budou vSechny CRF a
vSechny dokumenty souvisejici s
klinickym hodnocenim poskytnuty
zadavateli k posouzeni. Kone¢na platba
bude provedena, jakmile: budou
vyplnény a predany vSechny CRF,
budou doplnéna vSechna data, vracen
vSechen hodnoceny 1éCivy pripravek,
vyfeSeny  vSechny  zalezitosti v
souvislosti s uzavienim klinického
hodnoceni a dokonceny vSechny
postupy vcetné zavérecného ozndmeni
NEK. VsSechny dotazy musi byt
zodpovézeny do péti (5) dni od data
jejich doruceni Prijemci platby kdykoli
b&hem klinického hodnoceni. Zadavatel
nebo jim urCeny zastupce provedou
kone¢né vyacétovani vsech k aktualnimu
datu provedenych plateb a dluznych
castek a Pifjemci platby okamzité
uhradi ¢astky, které zbyva zaplatit,
pokud takové jsou. Prijemce platby
vrati zadavateli preplacené castky do
tiiceti (30) dni od doruceni upozornéni
od zadavatele nebo jeho zdstupce.

A-6.

Taxes.

A-6. Dané.

(1) Payments shown in the Research Grant

Worksheet do not include Value Added
Tax (VAT). If the Payee is VAT
registered, and if VAT is required under

6]

Platby uvedené v Rozpisu vyzkumného
grantu nezahmuji dan  z pfidané
hodnoty (DPH). Pokud je Piijemce
platby plitcem DPH a pokud je DPH
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the applicable legal regulations, VAT
should be added and shown on the invoice
by the Payee at the applicable VAT rate. If
VAT reverse charge mechanism applies
under the applicable legal regulations,

pozadovdno podle platnych pravnich
piedpisti, Pfijemce platby musi DPH
véetné piislusné sazby uvést na faktufe
v pfislusné vysi. Pokud se podle
platnych pravnich predpisti uplatfiuje

payee will not add VAT to the invoice. pouzivani  mechanismu  pfeneseni
dafiové povinnosti, Pfijemce platby na
fakturu DPH neuvede.

(2) Payee acknowledges and agrees that it is | (2) Piijjemce platby bere na védomi a
solely responsible for the payment of any souhlasi stim, Ze je vyhradné
and all contributions and taxes imposed by zodpovédny za  zaplaceni vSech
any applicable authority with respect to or poplatki a dani  vyZadovanych
measured by compensation paid to Payee ptisluSnym orgdnem sohledem na
under this Agreement. INC Research or kompenzace zaplacené Pfijemci platby
Sponsor will not be responsible for the podle této smlouvy. Spolecnost INC
withholding or payment of any such Research ani zadavatel nebudou
required contributions or taxes. Payee zodpovidat za srdZky nebo platby
accepts full responsibility for reporting all jakychkoli  takovych vyZadovanych
payments received, under this agreement, poplatkii nebo dani. Pfijemce pfijima
to the relevant taxation authorities as plnou odpovédnost za pfiznani vSech
required by local regulations. plateb obdrZenych v ramci této smlouvy

pfisluSnym daflovym organtim podle
mistnich predpist.

A-7.  Screen Failures. A Screen Failure is a | A-7. Nevhodny subjekt. Nevhodny subjekt je
consented Trial Subject who fails to meet subjekt, ktery souhlasil s ucasti v
the screening visit criteria not due to klinickém hodnoceni, ale nesplnil
Protocol deviations and is thus not eligible kritéria zakladniho vySetfeni, ne kvili
for enrollment into the Trial. Screen odklonu od protokolu. Nelze ho tedy
Failures will be reimbursed, if at all, as zafadit do klinického hodnoceni. Za
outlined in Attachment B, based on work nevhodné subjekty mohou byt uhrazeny
completed pursuant to the Protocol. naklady dle pfilohy B, a to na zakladé

prace vykonané podle protokolu.

A-8. Necessary Procedures. Payee will be | A-8. Nutné postupy. Piijemci platby budou

reimbursed for valid necessary visits and
procedures. Payment for any necessary
procedure due to patient safety will be
reimbursed at the agreed upon unit cost in
the budget, or if there is no such unit cost
in the budget, at the appropriate unit cost
pre-approved by Sponsor or INC Research
in writing, and will require a separate
invoice with documentation for the
medical necessity of the procedure. Where
practicable, Sponsor’s or INC Research’s
prior written consent will be obtained,
unless it will compromise the integrity of
the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as
soon as practicable after the fact.

hrazeny naklady na odivodnéné nutné
navstévy a postupy. Jakykoli nutny
postup kviili bezpecnosti subjektu bude
hrazen v souladu s dohodnutymi
jednotkovymi naklady v rozpoctu nebo
pokud v rozpoc€tu neexistuje jednotkova
sazba, v pfimétené jednotkové sazbé
predem schvalené pisemnou formou
zadavatelem nebo spole¢nosti INC
Research a to po predlozeni samostatné
faktury s dokumentaci  doklddajici
1ékarskou nezbytnost téchto vykonu.
Bude-li to proveditelné, od zadavatele
nebo INC Research bude ziskdn
predbézny pisemny souhlas, pokud to
nebude naruSovat integritu klinického
hodnoceni nebo ovliviiovat bezpecnost
subjektu klinického hodnoceni, pti¢emz
zadavatel bude informovan co mozZna
nejdiiv po této skutecnosti.
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A-9. Payee. The research grant payments will | A-9.  Piijemce. Platby vyzkumného grantu
be made to the following payee and budou provedeny na tohoto piijemce a
address: adresu:

Payee Name: Fakultni nemocnice Hradec Kralové | Jméno piijemce: Fakultni nemocnice Hradec

Krilové

Payee Address: Sokolskd 581, 500 05 Hradec
Kridlové — Novy Hradec Krélové, Czech

Adresa piijemce: Sokolskd 581, 500 05 Hradec
Kréilové — Novy Hradec Kralové, Ceska

Republic republika
Payee Tax Identification Number: Dailové identifikaéni ¢islo prijemce:
CZ00179906 CZ00179906

Pavyee Bank Account Details:

Bank Name: Ceské narodni banka

Bank Address: Na Prikop¢é 28, 115 03 Praha 1,
Czech Republic

Bank Account Number: 34534-24639511/0710
IBAN Number: CZ93 0710 0345 3400 2463 9511
SWIFT Code: CNBACZPP
Variable symbol: invoice numer
Email address for remittance
jitka.halesova@fnhk.cz

information:

In case of changes in the Payee’s bank account
details, Payee is obliged to inform INC Research
in writing, but no amendment to this Agreement
shall be required.

Bankovni udaje Ptijemce platby:

Niézev banky: Ceska narodni banka

Adresa banky: Na Ptikopé 28, 115 03 Praha 1,
Ceska republika

Cislo bankovniho Gi&tu: 34534-24639511/0710

IBAN: CZ93 0710 0345 3400 2463 9511

SWIFT: CNBACZPP

Variabilni symbol: ¢islo faktury

Emailovd adresa pro informace o uhradéch:
jitka.halesova@fnhk.cz

V pfipadé zmény bankovnich udaji Pfijemce
platby je pfijemce povinen pisemné informovat
spoleCnost INC Research, avSak neni nutné
uzavirat dodatek k této smlouve.

A-10. Invoices. All invoices must be issued and

forwarded to the following as instructed:

A-10. Faktury. VS8echny faktury musi byt
vystaveny na a zaslany na toto oddéleni

podle piislusnych pokynd:

Attn. Grants Department

K rukdm: Grants Department (Odd¢leni grantl)

INC RESEARCH UK LIMITED

INC RESEARCH UK LIMITED

Riverview, The Meadows Business Park, Riverview, The Meadows Business Park,
Station Approach Station Approach

Blackwater Blackwater

Camberley Camberley

Surrey Surrey

GU17 9AB, UK GU17 9AB, Spojené kralovstvi

Re: Project Code Véc: Kod projektu

E-mail: E-mail:

Fax: Fax|

Each invoice must contain: (1) Sponsor name, (2) | Kazdd faktura musi obsahovat: (1) jméno
Protocol number, (3) Project code, (4) a summary | zadavatele, (2) ¢islo protokolu, (3) kod

of the reimbursement to be made in compliance
with the Research Grant Worksheet, and (5) if the
Payee is VAT registered, the VAT Registration
Number, (6) if VAT reverse charge mechanism
applies, the note “VAT reverse charge applicable”.

projektu, (4) piehled uhrad k proplaceni podle
Rozpisu vyzkumného grantu a (5) pokud je
Piijemce platby platcem DPH, také DIC pro
ucely DPH, (6) pokud dochazi k pouzivani
mechanismu pieneseni daiiové povinnosti, tak
je nutné pridat poznamku ,, VAT reverse charge
applicable [tzn. ,Dochdzi k uplatiovani
mechanizmu pieneseni danové povinnosti*].

Payee waives its right to receive any payments for

Piijemce platby se ziikd svého prava na thradu
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pass through expenses whereby Payee has failed to

produce actual copy invoices or other
documentation clearly substantiating that the
expenditures were actual, reasonable, and
verifiable in the amount submitted for
compensation.

Any invoices submitted by the Payee more than 45
days after the database lock will not be reimbursed.

uskuteénénych nakladt, pokud nepiedlozi kopie
skuteénych faktur nebo jiné doklady jasné
dosvédCujici, ze vydaje jsou skutecné,
pfiméiené a ovéfitelné ve vysi predlozené k
proplaceni.

Veskeré faktury predlozené Piijemcem platby
vice nez 45 dni po uzamceni databaze nebudou
proplaceny.
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Attachment B Priloha B

RESEARCH GRANT WORKSHEET PRACOVNI VYKAZ VYZKUMNEHO GRANTU
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