THIS AGREEMENT is made by and between TUTO SMLOUVU mezi sebou uzaviraji

PAREXEL International (IRL) Limited PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay 70 Sir John Rogerson's Quay
Dublin 2 Dublin 2
Ireland Irsko
(Company number 541507) (Cislo spolecnosti 541507)
(hereinafter CRO) (déle jen jako CRO)
and a
Fakultni nemocnice Hradec Kralove Fakultni nemocnice Hradec Kralové
Sokolska 581 Sokolska 581
50005 Hradec Kralove — Novy Hradec Kralove 50005 Hradec Krilové — Novy Hradec Kralové
Czech Republic Ceska republika
Organization ID No.: 00179906 IC: 00179906
Tax ID No.: CZ00179906 DIC: CZ00179906
represented by: prof. MUDr. Vladimir Palicka, CSc., dr. h. zastoupena: prof. MUDr. Vladimirem Palickou, CSc.,
c., director dr. h. c., feditelem
(hereinafter Institution) (déle jen jako Poskytovatel)

and

‘”

Detska klinika Fakultni nemocnice Hradec Kralove Détska klinika Fakultni nemocnice Hradec Kralové

(hereinafter Investigator) (dale jen jako ZkousSejici)
regarding s ohledem na
Protocol No: | hereinafter Protocol) Protokol &.: || Gl die jen jako Protokol)

I (1

jen jako Studie)

Hodnoceny 1é¢ivy piipravek || GcGcNNCEE

Study Drug [N i cinafter

Study Drug) I Gilc jcn jako Hodnoceny létivy
pripravek)
of
SPONSOR: Ablynx NV at Technologiepark 21, 9052 ZADAVATELE: Ablynx NV na  adrese
Zwijnaarde, Belgium (hereinafter SPONSOR) Technologiepark 21, 9052 Zwijnaarde, Belgie (déle jen
jako ZADAVATEL)

WHEREAS, SPONSOR is the sponsor of the multi- VZHLEDEM K TOMU, Z7e ZADAVATEL je

center/multi-centre Study to clinically evaluate the Study zadavatelem multicentrické studie, jejimz cilem je

Drug and CRO (or its Affiliate) has been retained by klinické hodnoceni Hodnoceného lécivého piipravku,

SPONSOR (under a separate written agreement) to act as a CRO (nebo jeji pfidruzend spoleCnost) byla najata

SPONSOR’s contractor and designee in managing the ZADAVATELEM (v ramci samostatné pisemné

Study for SPONSOR; and smlouvy), aby jednala jako zdstupce ZADAVATELE
pfi fizeni Studie pro ZADAVATELE;
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WHEREAS Institution and Investigator shall Fully
Cooperate with CRO and shall permit CRO to perform any
and all of the SPONSOR’s Study obligations and to
exercise any and all of SPONSOR’s Study rights that lie
with SPONSOR on the basis of Applicable Law and GCP
regulations as though such rights were CRO’s own rights,
as has been delegated by SPONSOR to CRO; and

WHEREAS, Investigator is an employee of Institution; and

WHEREAS, Institution and Investigator each desires to
participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several
obligations and rights of Institution and Investigator, and
the obligations and rights of CRO with respect to the
performance of the Study; and

WHEREAS, under this Agreement CRO does not act, or
purport to act, as SPONSOR's contractual agent, but rather
as SPONSOR's appointed designee for managing the Study
and execution of this Agreement.

1. DEFINITIONS

1.1. Definitions for terms used in this Agreement are in

Exhibit B.

2. CONDUCT OF THE STUDY

2.1. Institution agrees, and commits itself to CRO, to
allow Investigator and other Study Personnel) to
conduct the Study at Institution, and warrants that
Investigator and other Study Personnel are
employed by Institution. The Institution shall at all
times remain fully liable for the acts and omission
of its Study Personnel, affiliates, agents,
contractors and employees (including but not

limited to the Investigator)

Institution and Principal Investigator agree that all
aspects of this Study will be implemented in
accordance with all applicable legal regulations of
the Czech Republic, especially Act No. 378/2007
Coll., on pharmaceuticals and on changes to some
related acts (Act on Pharmaceuticals) (hereinafter
“Act on Pharmaceuticals”), Act No. 372/2011
Coll., on healthcare services, as amended,
including implementing regulations to these acts
(especially Decree No. 226/2008 Coll., on good
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VZHLEDEM K TOMU, 7Z7e Poskytovatel a
Zkousejici budou pln¢ spolupracovat s CRO a dovoli
CRO vykondvat jakékoli a vSechny povinnosti
ZADAVATELE Studie a uplatiiovat jakdkoli a
vSechna prdva ZADAVATELE, ktera ZADAVATEL
ma na zdkladé pfislusnych zdkoni a predpist
upravujicich spravnou klinickou praxi (SKP), jako by
tato prava byla vlastnimi pravy organizace CRO, jak k
tomu ZADAVATEL zmocnil spolecnost CRO; a

VZHLEDEM K TOMU, 7ze
zaméstnancem Poskytovatele; a

ZkouSejici  je

VZHLEDEM K TOMU, Z7e se Poskytovatel a

vvvvv

Smlouva; a

VZHLEDEM K TOMU, Ze tato Smlouva objastiuje
spolecné a samostatné zdvazky a prava Poskytovatele
a Zkousejicitho, jakoZto i zdvazky a prdva CRO
tykajici se provadéni této Studie; a

VZHLEDEM K TOMU, ZE na zikladé této
smlouvy CRO nejednd jako zplnomocnény zdstupce
ZADAVATELE, nybrz jako subjekt povéteny
ZADAVATELEM k fizeni klinického hodnoceni a
uzavieni této smlouvy.

VYMEZENI POJMU

Vymezeni pojmi pouZivanych v této Smlouvé se
nachdzi v Ptiloze B.

PROVADENI STUDIE

Poskytovatel souhlasi a zavazuje se CRO, Ze
Zkous$ejicimu a ostatnimu persondlu Studie umozni
provadét Studii v zafizeni Poskytovatele, a zarucuje,
7e ZkouSejici a ostatni persondl Studie jsou
zaméstnanci Poskytovatele. Za vSech okolnosti bude
Poskytovatel zcela odpovédné za konédni i nekondni
personalu  Studie,  pfidruZzenych  spole¢nosti,
prostfednikii, dodavateli a zaméstnanci (mimo jiné
véetné Zkousejiciho)

Poskytovatel a Hlavni zkouSejici souhlasi, ze vesSkeré
aspekty této Studie budou provedeny v souladu se
viemi pifsluinymi pravnimi predpisy Ceské republiky,
zejména zdkonem ¢. 378/2007 Sb., o IéCivech a o
zméndch nékterych souvisejicich zdkont (zdkon o
1éCivech) (déle jen ,,Zdkon IéCivech®), zdkonem C.
372/2011 Sb., o zdravotnich sluzbach v platném znéni,
véetné provadécich predpist k témto zdkondm (zejména
vyhlaskou ¢. 226/2008 Sb., kterou se stanovi spravnd
klinicka praxe a bliz§i podminky klinického hodnoceni
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2.2

2.3.
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clinical practice and detailed conditions of clinical
trials of medicinal products), the International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals
for  Human Use Good Clinical Practice:
Consolidated Guideline, and other accepted
principles of good clinical practice.

Investigator agrees, and commits itself to CRO, to
conduct the Study at Institution and warrants that
he/she is employed by Institution. Investigator
shall personally supervise the conduct of the Study
by the Study Personnel to the full extent
contemplated by the Protocol and by Applicable
Law. Institution and/or Investigator shall
immediately inform CRO and SPONSOR of any
deviations from the Protocol, including the nature
and reasons of the deviation. Amendments to the
Protocol must be agreed in writing and must be
approved in advance by the relevant Ethics
Committee (EC).

Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such
is an intended third-party beneficiary of this
Agreement, whereas SPONSOR transfers any or
all of the SPONSOR's trial-related functions to
CRO in compliance with ICH-GCP, sec. 5.2.1. The
Parties acknowledge that conferring third-party
beneficiary status upon the SPONSOR and its
affiliates is a direct and material purpose of the
Parties entering into this Agreement. To the extent
Applicable Law does not allow vesting of any
rights directly in SPONSOR under this Agreement,
such rights will vest in the CRO who shall enforce
such rights upon SPONSOR’s written instruction.
In addition to the foregoing, Investigator and
Institution agree that CRO may disclose any and
all Confidential Information and/or documents
relating to this Agreement, and/or relating to
Investigator’s and Institution’s participation in the
Study (including without limitation any Reports or
other documents or materials provided by
Investigator or Institution to CRO hereunder), to
SPONSOR. All references to SPONSOR herein
(whether in the context of delivery of Confidential
Information, submission of applications, financial
terms, or anything else) derive from SPONSOR’s
status as such, as set out by Applicable Law and
GCP regulations, and Investigator and Institution
agree to all such instances. Investigator and
Institution will Fully Cooperate with CRO’s
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1é¢iv), Mezinarodni konferenci o harmonizaci
technickych pozadavkli na registraci humdannich
lécivych  piipravkd  Spravnd  klinickd  praxe:

Konsolidovand smérnice (the International Conference
on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use Good
Clinical Practice: Consolidated Guideline) a dalSimi
obecn¢ akceptovanymi zdsadami spravné klinické
praxe.

ZkousSejici souhlasi a zavazuje se CRO k tomu, Ze
bude provadét Studii v zafizeni Poskytovatele, a
zaruCuje, Ze je zaméstnancem Poskytovatele.
ZkouSejici bude vykondvat osobni dohled nad
provadénim studie ze strany persondlu Studie v plném
rozsahu daném Protokolem a piisluSnymi zdkony.
Poskytovatel a/nebo ZkouSejici budou neprodlené
informovat CRO a ZADAVATELE o jakychkoli
odchylkdch od Protokolu, a to vcetn¢ povahy a
divodl téchto odchylek. Dodatky k Protokolu je
nutno schvdlit pisemné a pfedem piislusnou etickou
komisi (EK).

ZkouSejici a Poskytovatel berou na védomi, Ze
ZADAVATEL je Zadavatelem Studie, a jako takovy
je zamyslenou opravnénou tteti stranou této Smlouvy,
jelikoz ZADAVATEL prevadi veskeré nebo vSechny
funkce ZADAVATELE souvisejici s klinickym
hodnocenim na CRO v souladu s ICH-SKP, odd.
5.2.1. Strany berou na védomi, Ze pfizndni statutu
obmySlené tfeti strany ZADAVATELI a jeho
pridruzenym subjektim pfedstavuje piimy a podstatny
ucel stran uzavirajicich tuto smlouvu. V rozsahu, v
jakém pftislusné pravni ptfedpisy nedovoluji, aby
ZADAVATEL na zédkladé této Smlouvy piimo
nabyval prdv, nabyvd téchto prdv CRO podle
pisemnych pokyni ZADAVATELE. Dile k vyse
uvedenému, ZkousSejici a Poskytovatel souhlasi s tim,
7e CRO muze predat jakékoli a veskeré Duvérné
informace a/nebo dokumenty souvisejici s touto
Smlouvou a/nebo souvisejici s ucasti Zkousejiciho a
Poskytovatele ve Studii (mimo jiné vcetné jakychkoli
Zprav nebo jinych dokumentii ¢i materidlt, které
Zkousejici nebo Poskytovatel poskytnou podle tohoto
dokumentu CRO), ZADAVATELI. Veskeré odkazy
na ZADAVATELE v tomto dokumentu (at uZ v
kontextu predani Duveérnych informaci, piedloZeni
Zadosti, finan¢nich podminek nebo ¢ehokoli jiného) se
vyvozuji z postaveni ZADAVATELE jako takového,
jak stanovuji prisluSné zdkony a nafizeni SKP,
pricemz Zkousejici a Poskytovatel souhlasi se vSemi
témito pripady. ZkousSejici a Poskytovatel budou plné
spolupracovat pifi Zadostech ze strany CRO tykajicich
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requests relating to SPONSOR.

se ZADAVATELE.

24. Investigator and Institution acknowledge that CRO ZkousSejici a Poskytovatel berou na védomi, Ze CRO
is the recipient of Services described in this je pfijemcem SluZeb uvedenych v této Smlouvé a Ze
Agreement and, for the avoidance of any doubt, (pro zabridnéni jakymkoli pochybim) ZADAVATEL
that SPONSOR is not the recipient of Services neni pifijemcem Sluzeb uvedenych v této Smlouvé.
described in this Agreement.

2.5. Institution and Investigator specifically agree, and Poskytovatel a ZkouSejici konkrétné souhlasi a
commit themselves to CRO, to (and warrant that zavazuji se CRO (a zaruCuji totéZ i o persondlu
Study Personnel will) conduct the Study in a Studie), Ze budou provadét Studii peclive, Gcinné a
diligent, efficient, and skilful manner, in strict obratné, ptisn¢ v souladu s podminkami této Smlouvy,
compliance with the terms and conditions of this pokyny ke Studii ze strany CRO a ZADAVATELE,
Agreement, the Study Instructions from CRO and Protokolem vcetné naslednych dodatkd, veSkerymi
SPONSOR, the Protocol including subsequent konkrétnimi pokyny ke Studii, pfisluSnymi zédkony,
amendments, any specific Study Instructions, vSemi poZadavky Poskytovatele nebo pracovist¢ a
Applicable Law, all requirements of the Institution veSkerymi dalSimi odbornymi standardy vztahujicimi
or facility, and any other professional standards se k jejich odbornosti a poli ptisobnosti. Poskytovatel
applicable to their professional industries and ani ZkouSejici ¢i jakykoli ¢len persondlu Studie
fields. Neither Institution nor Investigator nor any nespachaji Zadny nedbalostni ¢in ani zadmérné
Study Personnel shall commit any negligent acts or pochybeni v souvislosti se Studii. Poskytovatel ani
any willful misconduct in connection with the ZkouSejici ¢i jakykoli ¢len persondlu Studie nedaji
Study. Neither Institution nor Investigator nor any 7Zadné neschvilené zaruky jakékoli osobé (vcetné
Study Personnel shall make any unauthorized Subjekti hodnoceni) v souvislosti s piipravkem
warranties to any person (including Subjects) testovanym ve Studii. Poskytovatel a Zkousejici
concerning the product being tested in the Study. pfijimaji odpovédnost za kondni a nekonani vSech
Institution and Investigator accept responsibility ¢lent persondlu Studie ve Studii.
for the acts and omissions of all Study Personnel in
the Study.

2.6. CRO or SPONSOR shall obtain the written Pfed zahdjenim Studie ziskaji CRO a ZADAVATEL
approval of the appropriate Ethics Committee (EC) pisemny souhlas piislusné etické komise (EK) a
prior to commencement of the Study and will piedaji ZkouSejicimu schvalovaci dopis od EK.
furnish Investigator with the EC’s letter of
approval.

2.7. If required by Applicable Law, CRO shall make, V piipad¢, Ze tak bude vyzadovat piislusny zédkon,
or procure that SPONSOR makes, the necessary provede CRO nezbytnd poddni ¢i oznadmeni
submissions or notifications to the regulatory regulacnim organtim, pfipadné zajisti, aby tak provedl
authorities. The Study may not commence until the ZADAVATEL. Studie nebude zahdjena, dokud
Investigator has been informed by CRO that such nebude ZkousSejici informovén ze strany CRO, Ze bylo
authorization has been granted. ziskano toto schvéleni.

2.8. Investigator shall, prior to a Subject’s participation Pfed zahdjenim ucasti Subjektti hodnoceni ve Studii
in the Study, obtain the Subject's written informed ziskd ZkouSejici pisemny informovany souhlas
consent to participate in the Study. Each Subject’s Subjektu hodnoceni s uc€asti ve Studii. Pisemny
written informed consent shall be in a form that is informovany souhlas kaZdého Subjektu hodnoceni
in accordance with the Protocol. SPONSOR shall bude mit podobu, kterd je v souladu s Protokolem.
be entitled to review and revise as appropriate suich ZADAVATEL bude mit v pfipad¢ potieby pravo
informed consent forms, authorization, or any zkontrolovat a pfezkoumat formuldfe informovaného
modification thereof prior to submission for souhlasu, schvédleni nebo veskeré upravy téchto
approval by the EC and subsequent use by dokumenti pied podianim zadosti o schvdleni ze
Institution or Investigator. strany EK a néslednym pouZivdnim ze strany

Poskytovatele a Zkousejiciho.
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2.9.

2.10.

2.11.

2.12.

2.13.

2.14.

230103

Investigator shall enroll the number of duly
qualified (according to the Protocol) Subjects for
the Study as set forth in Exhibit A and shall do so
according to the timetable set forth in Exhibit A.
Notwithstanding the foregoing, Investigator agrees
that SPONSOR or CRO may unilaterally revise the
number of Subjects that Investigator shall enroll,
and/or the timeframe for such enrollment, via
Study Instructions at any time. Investigator shall
not enroll Subjects that are participating in another
clinical trial and no additional research shall be
performed on the Subjects, unless agreed in
advance by SPONSOR and included in the
Protocol.

Institution and Investigator shall (a) keep a
detailed and written inventory of all clinical
supplies, equipment and Study Drug provided by
SPONSOR or CRO or its Affiliates and shall store
such materials according to the Protocol, the
Applicable Law or Study Instructions and (b)
Investigator shall retain all necessary Subject
records, including the list of Subject’s
identification codes, and/or documents whether
electronic, paper, or in any other form relating to
the Study for fifteen (15) years after the end or the
premature termination of the Study or longer if
required by Applicable Law. Institution and
Investigator shall provide to CRO or its Affiliates
all study data collected on case report forms,
which shall be completed in a timely manner, as
instructed by CRO.

Institution will perform archiving free of charge
for 5 years in accordance with Act No. 378/2007
Coll., and paid archiving for subsequent 10 years
according Exhibit A — Enrolment and Payment
Schedule.

Six months before the end of the paid archiving,
SPONSOR shall notify Institution of a request to
continue archiving, and the Sponsor will pay
associated fees.

In the event SPONSOR does not request continued
archiving or does not pay the fees for continued
archiving within the period defined above, it will
be assumed that Institutionis authorised to destroy
all archived Study documents.

CRO, SPONSOR or the SPONSOR’s designee
shall ensure appropriate and timely supply of the
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Zkousejici provede zafazeni urcitého poctu fadné
zpusobilych (dle Protokolu) Subjekti hodnoceni do
Studie, jak uvadi Ptiloha A, a provede tak v souladu s
harmonogramem uvedenym v Piiloze A. Bez ohledu
na vySe uvedené ZkouSejici souhlasi, Ze
ZADAVATEL nebo CRO mohou  provést
jednostranné prezkoumdni poctu Subjektti hodnoceni,
které ZkousSejici zatadi a/nebo ¢asového ramce tohoto
zafazeni, a to kdykoli, dle pokynd ke Studii.
Zkousejici nezatfadi Subjekty hodnoceni, které se
ucastni jiného klinického hodnoceni, a u Subjektl
hodnoceni nebude proveden Zadny dal§i vyzkum,
pokud k tomu nedd ptedchozi souhlas ZADAVATEL
a nebude to soucasti Protokolu.

Poskytovatel a ZkouSejici budou (a) uchovavat
podrobny a pisemny inventdt veSkerych klinickych
pomicek, vybaveni a Hodnoceného 1écivého
pripravku, které poskytl ZADAVATEL nebo CRO
nebo jeho PfidruZené subjekty, a bude takovy materiél
uchovdvat v souladu s Protokolem, piisluSnymi
zakony nebo pokyny ke Studii a (b) Zkousejici uchova
veskeré nezbytné zaznamy Subjektu hodnoceni,
véetné seznamu identifikacnich kédd subjektu
hodnoceni a/nebo dokumentd, at’ jiz v elektronické,
papirové nebo jakékoli jiné podobe, které souvisi se
Studii, po dobu patndcti (15) let po ukonceni nebo
predCasném ukonceni Studie, ptipadné déle, pokud to
bude vyzadovat piislusSny zdkon. Poskytovatel a
Zkousejici predaji CRO nebo jejim PfidruZenym
subjektim veskeré udaje ze studie shromdzdéné na
formuldfich pro individudlni zdznam subjektu
hodnoceni, které budou vyplnény vcas, dle pokyni
CRO.

Poskytovatel provede bezplatnou archivaci 5 let
v souladu se zdkonem ¢. 378/2007 Sb. a na dalSich 10
let provede zpoplatnénou archivaci dle Pfilohy A —
Nébor a Harmonogram plateb.

ZADAVATEL v piedstihu 6 meésici od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze trva
na dalsf archivaci a uhradi naklady s tim spojené.

V ptipadé€, Ze ve shora uvedené lhut¢ ZADAVATEL
nesd€li pozadavek na dal§i archivaci ¢i neuhradi
poplatek na dal$i archivaci, ma se za to, Ze je
Poskytovatel opravnén k likvidaci vSech
archivovanych dokumentt Studie.

CRO, ZADAVATEL nebo jeho zastupce zajisti
pifslusné a v€asné dodavky Hodnoceného piipravku /

Page 5 of 40



2.15.

2.16.

2.17.

2.18.

2.19.

2.20.

2.21.

230103

Investigational Product(s) necessary for the
performance of the Study.

The Investigational Product(s) shall be supplied,
free of charge, to Institution’s pharmacy.
Institution hereby undertakes to ensure that the
Study Drug be stored separately from other
medication in the pharmacy, and its preparation,
inspecting, preserving and dispensing (hereinafter
only “Study Drug Handling”) be performed in
compliance with Protocol and Study Instructions,
and the Applicable Law, as well as the terms and
conditions stipulated by LEK-12 Directive issued
by State Institute for Drug Control.

The Study Drug will be delivered to the hospital
pharmacy, always in properly packaged containers
intended for the Study Drug and labelled in
accordance with the provisions of Section 19,
paragraph 1(e) of Decree No. 226/2008 Coll., on
good clinical practice.

Deliveries of the Study Drug will take place Mon-
Fri from 7:00 to 14:00 to the building of the
hospital pharmacy.

SPONSOR will provide free of charge or will pay
the cost of the medical devices necessary to
conduct the Study that are intended for
administration of the study drug, or undertakes to
pay the cost after their delivery by the pharmacy.

Institution shall appoint agent/agents meeting
professional qualification criteria for the medical
position of a pharmacist or pharmaceutical
assistant pursuant to Applicable law, who shall be
responsible for Study Drug Handling and keeping
full records thereon. Immediately after appointing
such agent, Institution shall notify CRO in writing
of the name and surname of the appointee(s) along
with the appropriate contact details, if applicable.

Investigator hereby undertakes to draw the
Investigational ~Product(s) from Institution’s
pharmacy in compliance with Protocol and in
doses required for each individual Study subject
visit.

Institution and Investigator agree that they are not
presently under any agreement or obligation which
conflicts with, or can reasonably be expected to
conflict with, the duties and obligations owed to
CRO or SPONSOR under this Agreement, and
further agree not to undertake any such obligation
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Hodnocenych piipravkii nezbytné pro provadéni
Studie.

Hodnoceny pfipravek / Hodnocené ptipravky budou
dodavany zdarma do Iékdarny Poskytovatele.
Poskytovatel se timto zavazuje zajistit, Ze Hodnoceny
1éCivy piipravek bude uchovavén oddélené od jinych
1&Civ v 1€karné a jeho piiprava, kontrola, uchovavani a
vydej (dale jen ,naklddani s Hodnocenym lécivym
piipravkem*) budou provddény v souladu s
Protokolem, pokyny ke Studii a pfisluSnymi zakony a
rovnéZ podminkami uvedenymi v pokynu LEK-12
vydaného Statnim dstavem pro kontrolu 1é¢iv.

Hodnoceny 1éCivy piipravek bude doddvan do
nemocnic¢ni lékarny, vZdy v fadn€ zabalenych obalech
uréenych pro hodnoceny 1é¢ivy piipravek a oznaceny
v souladu s ustanovenim paragrafu 19 odst 1 pism e)
vyhlasky ¢.226/2008 Sb., o spravné klinické praxi.

Dodavky hodnoceného 1écivého piipravku se budou
uskutecnovat v Po-P4 od 7.00 h do 14.00 h do budovy
nemocni¢ni 1ékarny.

ZADAVATEL poskytne zdarma nebo uhradi
zdravotnické prostiedky potiebné pro provedeni
studie, které jsou ureny k podani hodnocenych
1é¢ivych piipravkl nebo se zavazuje k jejich uhrade
po dodéni 1ékarnou.

Poskytovatel musi jmenovat zastupce spliujici
odborna kvalifikaéni kritéria pro zdravotnickou funkci
Iékarnika nebo  lékdrnického asistenta podle
prislusnych zdkont, ktery bude odpovidat za
naklddani s Hodnocenym lé¢ivym piipravkem a
povede o tom tplnou dokumentaci. Bezprostiedné po
jmenovani takového zdstupce musi Poskytovatel
informovat CRO pisemnou formou o jménu a
piijmeni jmenované osoby (nebo osob) spole¢né s
prislusnymi kontaktnimi ddaji, pokud se vyzaduji.

Zkousejici se timto zavazuje odebirat Hodnoceny
piipravek / Hodnocené piipravky z 1ékdrny
Poskytovatele v souladu s Protokolem a v ddvkach
poZzadovanych pro kazdou ndavstévu jednotlivych
studijnich subjektt.

Poskytovatel a Zkousejici souhlasi s tim, Ze aktudlné
nejsou vazani Zddnou smlouvou nebo zadvazkem, které
je v rozporu (pfipadné by mohl byt rozumné chépan
jako v rozporu) s povinnostmi a zavazky vuci CRO
nebo ZADAVATELI podle této Smlouvy, a daile

vl

souhlasi s tim, Ze béhem této Studie se nezavazi k
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2.22.

2.23.

2.24.

2.25.
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or agreement during the course of the Study.
Investigator warrants that no Study Personnel are
presently under any agreement or obligation which
conflicts with the duties and obligations owed to
SPONSOR or CRO under this Agreement, and
shall ensure that no Study Personnel will undertake
any such obligation or agreement during the course
of the Study. CRO acknowledge and agree and
will make SPONSOR aware and agree that
Investigator and Study Personnel participate in
other clinical studies and that a considerable
number of studies are taking place at Institution’s
premises.

Institution and Investigator hereby acknowledge
and agree that each has received sufficient
Information regarding their respective participation
in the Study. In addition, Investigator further
warrants (i) that he/she has distributed all relevant
Information to the Study Personnel who have a
need to know such Information in order to perform
their assigned tasks on the Study, and (ii) that
he/she, and all Study Personnel (as applicable), has
read and understands such Information.

Institution shall, throughout the duration of the
Study, provide, keep available to the Study
Personnel and maintain all necessary Resources for
the adequate performance of the Study.
Investigator shall, throughout the duration of the
Study, ensure that adequate Study Personnel are
available to complete the Study. Institution and
Investigator shall inform CRO promptly in writing
(including by email) about all changes impacting
the Resources and/or the Study Personnel. If
Investigator becomes unavailable for a period of
longer than 1 month, the Institution shall
immediately propose replacement with equivalent
experience, skills and expertise who is reasonably
acceptable to CRO or SPONSOR.

The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by
reference. In case of any inconsistency between
this Agreement and the Protocol, the Protocol shall
take precedence on matters of medicine, science
and conduct of the Study; otherwise the terms of
this Agreement shall prevail.

Institution and Investigator agree that if any Study
Personnel is a government employee, official
and/or performing a governmental function, such
relationship may be disclosed to the SPONSOR
and any compensation that such individual
receives with respect to the Study may be

CZE 420001 Inst PI CSA
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Zadnym takovym zdvazkim ¢i smlouvam. Zkousejici
zarucuje, Ze Zadny €len persondlu Studie neni aktudlng
vadzan zZadnou smlouvou nebo zdvazkem, které jsou v
rozporu s povinnostmi a zdvazky vici ZADAVATELI
nebo CRO podle této Smlouvy, a zajisti, Ze Zadny ¢len
persondlu Studie se béhem této Studie nezavdZe k
Zadnym takovym zdvazkiim ¢i smlouvam. CRO bere
na védomi a souhlasi a informuje ZADAVATELE, zZe
Zkousejici a cClenové persondlu Studie se ucastni
jinych klinickych studii a u Poskytovatele probihd
zna¢né mnozstvi studii.

Poskytovatel a ZkouSejici timto berou na védomi a
souhlasi s tim, Ze oba obdrzeli dostatek informaci
tykajicich se jejich udcasti ve Studii. Kromé& toho
ZkouSejici dale zarucuje, Ze (i) predal vSechny
dulezité informace persondlu Studie, ktery tyto
informace potfebuje znit z divodu provadéni jim
ptitazenych tdkoli ve Studii, a Ze (ii) ZkouSejici a
vSechen persondl Studie (dle situace) si precetli a
porozumgli témto informacim.

V pribéhu trvani této Studie bude Poskytovatel
poskytovat, mit k dispozici pro potfeby persondlu
Studie a uchovévat vesSkeré nezbytné Zdroje pro
dostate¢né provadéni Studie. V priubéhu trvani Studie
Zkousejici zajisti, aby byl k dokonceni Studie
dostate¢ny pocet ¢lent persondlu Studie. Poskytovatel
a Zkousejici budou neprodlené¢ pisemné informovat
CRO (vCetn¢ elektronické formy) o veskerych
zméndach, které by mohly mit vliv na Zdroje a/nebo
persondl Studie. Pokud nebude po dobu delsi nez 1
mesic k dispozici Zkousejici, Poskytovatel neprodlené
navrhne nédhradnika s odpovidajici zkuSenosti,
dovednostmi a odbornosti, ktery bude piiméfend
pfijatelny pro CRO nebo ZADAVATELE.

Protokol, véetné veskerych jeho dodatki, predstavuje
ustfedni ¢ast této Smlouvy prostiednictvim odkazu. V
ptripad¢ jakéhokoli nesouladu mezi touto Smlouvou a
Protokolem bude v zilezitostech lékafstvi, védy a
provadéni Studie rozhodny Protokol; v ostatnich
ptipadech budou rozhodujici podminky této Smlouvy.

Poskytovatel a ZkousSejici souhlasi, Ze pokud bude
jakykoli clen persondlu Studie zaméstnancem Ci
ufednikem vlady a/nebo bude vykondvat vladni
funkci, ZADAVATEL bude o tomto vztahu
informovan a finanéni odména, kterou tento jedinec
obdrzi v souvislosti se Studii, mize byt sdé€lena
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2.26.

2.27.

3.1.

3.2.
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disclosed to the Institution and is hereby approved.

Institution and Investigator warrant that neither
they, nor any Study Personnel may be in positions
of authority to be able to improperly help CRO or
SPONSOR obtain a business advantage. Institution
and Investigator further warrant that neither they
nor any Study Personnel shall make any payment,
either directly or indirectly, of any money or other
consideration (hereinafter Payment), where such
Payment would constitute violation of any law,
including the U.S. Foreign Corrupt Practices Act,
or for the purpose of influencing decisions or
actions with respect to the subject matter of this
Agreement or any other aspect of CRO’s or
SPONSOR’s business. Institution and Investigator
shall report any violation of this warranty promptly
to CRO and agree to respond to any CRO inquiries
about any potential violations and make
appropriate records available to CRO or
SPONSOR upon request. At any time upon the
request of CRO, Institution and Investigator agree
to promptly certify in writing their ongoing
compliance (and the compliance of all other Study
Personnel) with the warranties contained in this
Section 2.17.

If CRO or SPONSOR requests Institution and/or
Investigator to source marketed/comparator drug,
CRO will reimburse Institution and Investigator
according to Exhibit A. Institution and Investigator
warrant that they will only source drug products
that comply with the specifications of the Protocol.

REPORTS, MONITORING AND

Poskytovateli, coz se timto umoZnuje.

Poskytovatel a ZkouSejici zaru€uji, Ze ani oni ani
7z&dny clen persondlu Studie nezastdvaji pozici s
pravomocemi, které by jim umoznily nepiislusné
pomoci CRO nebo ZADAVATELI ziskat obchodni
vyhodu. Poskytovatel a ZkouSejici dédle zarucuji, Ze
ani oni ani Zadny ¢len persondlu Studie neuskutecni
Zaddnou dthradu, at jiz pifimo ¢i nepiimo, zadné
finan¢ni C4stky ¢i jiného protiplnéni (ddle jen jako
Platba), kde by takova platba ptfedstavovala porusSeni
jakéhokoli zdkona, vcéetné¢ amerického zikona o
korupénich praktikdch v zahranic¢i, nebo za ucelem
ovlivnéni rozhodnuti nebo krokid v souvislosti s
pfedmétem této Smlouvy nebo jinym obchodnim
podnikem CRO nebo ZADAVATELE. Poskytovatel a
Zkousejici neprodlené ohldsi CRO jakékoli poruseni a
souhlasi, Ze odpovi na jakékoli dotazy CRO tykajici
se potencidlniho poruSeni a na vyzadani zpiistupni
pifslusné zdznamy CRO nebo ZADAVATELIL
Poskytovatel a ZkouSejici souhlasi, Ze kdykoli na
Zadost CRO neprodlené potvrdi pisemnou formou své
pokracujici dodrZzovani zaruk uvedenych v oddilu 2.17
(jakoZto i jejich dodrZovéni ze strany vSech ostatnich
¢lend persondlu Studie).

Pokud CRO nebo ZADAVATEL poZzadaji
Poskytovatele a/nebo  ZkouSejictho o pouZiti
srovnavactho ptipravku / pripravku uvedeného na trh,
CRO odskodni Poskytovatele a ZkouSejictho v
souladu s Pfilohou A. Poskytovatel a Zkousejici
zarucuji, Ze budou pouZzivat pouze 1éCivé piipravky,
které splnuji parametry uvedené v Protokolu.

HLASENI, MONITOROVANI A SPOLUPRACE

COOPERATION

Investigator shall submit to CRO, and CRO has a
right to claim under this Agreement, all completed
eCRFs or CRFs resulting from the Study within a
reasonable time period and in accordance with any
Study Instructions. Investigator warrants that all
eCRFs or CRFs submitted to CRO are true,
complete, correct and accurately reflect the results
of the Study. Institution and Investigator shall also
provide CRO with copies of all Reports, and any
updates that are required by the EC.

Institution and Investigator shall Fully Cooperate
with CRO and will meet with representatives of
CRO, or its designee, at mutually convenient
times, during normal business hours, according to
a schedule set forth in Study Instructions for
monitoring visits, consultations and to allow direct

CZE 420001 Inst PI CSA
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Zkousejici predlozi CRO (a CRO ma podle této
Smlouvy na né ndrok) vSechny vyplnéné formuléie
eCRF nebo CRF ziskané v rdmci této Studie v
pfimefeném casovém obdobi a v souladu s jakymikoli
pokyny ke Studii. ZkousSejici zarucuje, Ze vSechny
formuldfe eCRF nebo CRF piedlozené CRO budou
pravdivé, uplné, sprdvné a budou piesné zobrazovat
vysledky Studie. Kromé toho ptedaji Poskytovatel a
Zkousejici CRO kopie veskerych Zprav a jakychkoli
nejnovéjsich informaci, které vyzaduje EK.

Poskytovatel a ZkouSejici budou plné spolupracovat s
CRO a setkaji se se zastupci CRO (nebo s jejimi
povéienymi osobami) v oboustranné pfijatelnou dobu,
béhem bé&zné pracovni doby, podle harmonogramu
uvedeném v pokynech ke Studii pro monitorovani
navstév, konzultace a pro umoZznéni piimé kontroly
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inspection of all Study related records, including
Subject medical files, as requested by CRO and for
any other purposes relating to the Study as deemed
necessary by CRO. Investigator shall ensure that
all Study Personnel Fully Cooperates with CRO,
including meeting with personnel of CRO, or its
designee, as set forth in the preceding sentence.

vSech zaznaml souvisejicich se Studii, vcetné
zdravotnich zdznaml Subjektti hodnocend, jak to bude
vyzadovat CRO, a pro jakékoli jiné tcely souvisejici
se Studif, jak uznd za nezbytné CRO. Zkousejici
zajisti, —aby veSkery persondl Studie plné
spolupracoval s CRO, a to v¢etn¢ schlizi s persondlem
CRO (nebo s jejimi povéfenymi osobami), jak je
uvedeno v predchozi véte.

4. AUDITS AND REGULATORY AUDITY A KONTROLY ZE STRANY
INSPECTIONS REGULACNICH ORGANU

4.1. Institution and Investigator shall Fully Cooperate Poskytovatel a ZkousSejici budou plné spolupracovat
with audits or inspections performed during or na auditech a kontroldch provedenych b&éhem nebo po
after completion of the Study, by SPONSOR or dokonfeni Studie, ze strany ZADAVATELE nebo
CRO. Institution and Investigator shall allow CRO.  Poskytovatel a  ZkouSejici  umoZni
SPONSOR, CRO and governmental or regulatory ZADAVATELI, CRO a vlddnim nebo regula¢nim
authorities, including but not limited to the U.S. orgniim, mimo jiné véetnd amerického Utadu pro
Food and Drug Administration, access to kontrolu potravin a 1éCiv, piistup ke Zdrojuim
Resources used to perform tasks related to the vyuZivanym k provadéni udkonti v souvislosti se
Study, shall make all requested documents Studii, zpfistupni jim vSechny poZadované dokumenty
available to them and shall provide them with any a poskytnou jim jakékoli dalsi Informace, které budou
further Information as may be requested. tito pozadovat.

4.2. In the event the audit or regulatory inspection V piipad¢, Ze na zdklad¢ auditu nebo kontroly ze
identifies a lack of compliance with this strany regulaéniho orgdnu, bude zjiSténo nedodrZeni
Agreement on the part of Institution or Investigator této Smlouvy ze strany Poskytovatele nebo
(or failure by any Study Personnel to act in ZkouSejictho (nebo nekonani jakéhokoli clena
accordance with the terms and conditions of this persondlu Studie v souladu s podminkami této
Agreement), CRO may terminate this Agreement Smlouvy), miZe CRO tuto Smlouvu vypovédét podle
in accordance with Section 17.1 (a) or (2) oddilu 17.1 (a) nebo (2) Poskytovatel a Zkousejici
Institution and Investigator will promptly propose neprodlené navrhnou realizaci ndpravného a
and implement a CAPA plan. preventivniho akéniho pldnu (CAPA).

4.3. Institution and Investigator shall immediately Poskytovatel a ZkouSejici neprodlené telefonicky,
notify CRO by telephone, email or fax if a elektronickou posStou nebo faxem ozndmi CRO, pokud
governmental or regulatory authority, including bude vladni nebo regula¢ni orgdn, mimo jiné vcéetné
but not limited to the State Institute for Drug Stitniho dstavu pro kontrolu 1é¢iv (SUKL), pozadovat
Control (Statni ustav pro kontrolu leciv -SUKL), provedeni kontroly v prostordch Poskytovatele,
requests to carry out an inspection of Institution’s piipadné tak ucini. Poskytovatel a Zkousejici umozni
facilities, or does so. Institution and Investigator pifitomnost ZADAVATELE a CRO bc¢hem takové
shall allow SPONSOR and CRO to be present kontroly a poskytnou ZADAVATELI a CRO kopie
during such inspection, and shall provide to veSkerych materiald, korespondence, prohldseni,
SPONSOR and CRO copies of all materials, formuldii a zdznamu, které Poskytovatel a Zkousejici
correspondence, statements, forms and records that obdrzi, ziskaji nebo vytvoii na zdkladé nebo v
Institution and Investigator receives, obtains or souvislosti s jakoukoli takovou kontrolou.
generates pursuant to or in connection with any
such inspection.

5. FINANCIAL DISCLOSURE VYKAZOVANI FINANCNICH INFORMACi

5.1. During the conduct of the Study and for one (1) V pribéhu provadéni Studie a po dobu jednoho (1)
year after its completion, Investigator shall, and roku po jejim dokonfeni bude Zkousejici (a
Institution shall cause the Sub-Investigator(s) if Poskytovatel zajisti, aby tak postupovali i
applicable, and Study Personnel, to, execute and spoluzkouSejici, dle situace, a persondl Studie)
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6.1.

6.2.

6.3.

6.4.

230103

update such forms, disclosures and certifications
now or subsequently required by SPONSOR or
any applicable regulatory bodies related to his/her
financial interests in the SPONSOR and/or the
Study Drug.

CONFIDENTIAL INFORMATION

Institution and Investigator agree that any and all
Confidential Information that they receive from
CRO, SPONSOR or otherwise in connection with
this Agreement shall be received and maintained
by them in strict confidence and not disclosed to
any third party (other than SPONSOR) during the
conduct of the Study and for fifteen (15) years
thereafter. Furthermore, Institution and
Investigator agree to use the Confidential
Information only for the purposes of this
Agreement except as otherwise specifically
provided for herein.

Institution and Investigator may disclose
Confidential Information only to (a) Study
Personnel, or other employees or staff who require
access thereto for the purposes of this Agreement
provided, however, that prior to making any such
disclosures Institution and/or Investigator bind
such Study Personnel, employees or staff in
writing, or by the terms of their employment to the
same obligations as are contained herein to
maintain Confidential Information in confidence
and not to use such Confidential Information for
any purpose other than in accordance with the
terms of this Agreement, (b) to the appropriate EC
having jurisdiction over the performance of the
Study at Institution and (c) to State Institute for
Drug Control..

The terms of this Agreement, including but not
limited to the financial terms, are the Confidential
Information of SPONSOR and CRO, and shall be
maintained in confidence by Institution and
Investigator in accordance with Section 6.1 above.
If, however, Institution or Investigator is required
by Applicable Law to disclose such Confidential
Information, they may do so without breaching
their obligations under this Section provided, in
advance of disclosure, they notify CRO of the
Confidential Information to be disclosed, the
reason for disclosure, and the date of disclosure.

Nothing contained herein will in any way restrict

or impair any party’s right to use, disclose, or
otherwise deal with any Confidential Information

CZE 420001 Inst PI CSA
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vytvaret a aktualizovat formuléfe, vykazy a osvédcent,
které bude ZADAVATEL nebo jakykoli pfislusny
regulacni organ poZadovat v daném okamZiku nebo
nasledné, v souvislosti s jejich finanénim zdjmem o
ZADAVATELE a/nebo Hodnoceny 1é¢ivy ptipravek.

DUVERNE INFORMACE

Poskytovatel a ZkousSejici souhlasi, Ze jakékoli a
vesSkeré Duvérné informace, které obdrzi od CRO,
ZADAVATELE nebo jinym zplsobem v souvislosti s
touto Smlouvou, budou pfijimat a uchovavat piisné
davérné a neptedaji je zadné treti strané (s vyjimkou
ZADAVATELE), a to béhem provadéni této Studie a
po dobu patnicti (15) let po jejim skonceni. Déle
Poskytovatel a Zkousejici souhlasi, Ze budou pouzivat
Dtvérné informace pouze pro ucely této Smlouvy,
pokud nebude konkrétn€ uvedeno jinak.

Poskytovatel a Zkousejici mohou predat Divérné
informace pouze (a) persondlu Studie nebo jinym
zaméstnanctim ¢i pracovnikim, ktefi k nim museji mit
pristup pro ucely této Smlouvy, avSak za predpokladu,
7e pted jakymkoli takovym pfeddnim zavazi
Poskytovatel a/nebo Zkousejici takovy persondl
Studie, zaméstnance ¢i pracovniky pisemné, piipadné
v ramci jejich pracovni smlouvy, ke stejnym
zavazkim, které obsahuje tento dokument, aby byla
zachovdna divérnost Duavérnych informaci, a Ze
nebudou pouZivat tyto Divérné informace pro Zadny
jiny tcel, nez ktery je v souladu s podminkami této
Smlouvy, (b) piislusné EK, kterd ma pravomoc
rozhodovat o provddéni Studie v  zafizeni
Poskytovatele, a (c) Stidtnimu dstavu pro kontrolu
1é¢iv.

Podminky této Smlouvy, mimo jiné véetn€ finan¢nich
ujedndni, jsou Dutvérnymi informacemi
ZADAVATELE a CRO a Poskytovatel a Zkousejici o
nich budou zachovdvat mlcenlivost v souladu s
oddilem 6.1 vySe. Pokud vS8ak na zdkladé piislu§ného
zédkona bude od Poskytovatele nebo ZkousSejiciho
poZadovano zvefejnéni téchto Divérnych informaci,
mohou tak ucinit bez poruSeni svych zdvazki podle
tohoto oddilu, pokud s ptfedstihem pied zvefejnénim
oznami CRO, které Divérné informace maji byt
zvefejnény, divod zvetejnéni a datum zvefejnéni.

Z4dné ustanoveni této Smlouvy Zddnym zptisobem
neomezi ani nezhorsi pravo jakékoli smluvni strany na
pouZivani, pfeddvdni nebo jinym nakldddnim s
jakymikoli Diavérnymi informacemi, které v
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which at the time of its receipt:

okamziku jejich pfijeti:

a) is generally available in the public domain or jsou obecn& pfistupné vefejnosti nebo jsou zvetejnény
becomes available to the public through no act of mimo konéni strany, kterd tyto Duvérné informace
the party receiving said Confidential Information; obdrzi; nebo
or

b) is independently known by the party receiving the jsou nezdvisle zndmy stran¢, kterd DGvérné informace
Confidential Information, prior to receipt thereof, pfijima, a to pted jejich pfijetim, cozZ miiZe dand strana
which said party can demonstrate by documented prokizat dokumentovanym dikazem; nebo
proof; or

c) is lawfully given to the receiving party by a third jsou pfijimajici strané¢ zakonnym zplsobem piedany
party who is not bound by any obligation to tfeti stranou, kterd neni vdzdna Ziddnym zdvazkem
preserve it as confidential. zachovani dlivérnosti.

7. RIGHTS TO CONFIDENTIAL PRAVO NA DUVERNE _INFORMACE,
INFORMATION, INVESTIGATIONAL HODNOCENY __ PRIPRAVEK,  VYSLEDKY
PRODUCT, STUDY RESULTS, MEDICAL STUDIE, ZDRAVOTNI ZAZNAMY A
RECORDS AND EQUIPMENT VYBAVENI

7.1. All Confidential Information and Investigational Veskeré Diivérné informace a Hodnoceny pfipravek /
Product(s) provided to Institution or Investigator Hodnocené piipravky, které Poskytovatel nebo
for purposes of the Study are and will remain ZkouSejici obdrzi pro ucely této Studie, jsou a
SPONSOR's property. Institution, Investigator, zlstanou vlastnictvim ZADAVATELE. Poskytovatel,
(and Study Personnel) shall not acquire any rights ZkousSejici (a personal Studie) neziskaji naprosto
of any kind whatsoever with respect to the zadnd prava v souvislosti s Hodnocenym piipravkem
Investigational Product(s) or such Confidential nebo Hodnocenymi pfipravky nebo s Duvérnymi
Information as a result of performance under this informacemi, které vzniknou v disledku cinnosti
Agreement or otherwise. podle této Smlouvy nebo jinym zptisobem.

7.2. Institution and Investigator shall deliver all Poskytovatel a ZkouSejici budou v€as beéhem
Confidential Information created during or provadéni Studie preddavat veSkeré Divérné
associated with the Study, unused Investigational informace, které vznikly nebo souviseji se Studii,
Product(s) and clinical specimens to SPONSOR, nepouzity Hodnoceny piipravek nebo Hodnocené
CRO or their respective designee(s) in a timely pifipravky a klinické vzorky ZADAVATELI, CRO
manner throughout the performance of the Study, nebo jejich pfisluSnym zastupctim, jak je uvedeno v
as provided in the Protocol or Study Instructions, Protokolu nebo Pokynech ke Studii, a v Zadném
and in no event later than ten (10) business days piipad¢ ne pozdé€ji nez deset (10) pracovnich dni po
after (i) the date of termination of this Agreement (i) datu vypovézeni této Smlouvy nebo (ii) datu, ke
or (ii) the date on which SPONSOR or CRO kterému ZADAVATEL nebo CRO jinym zptsobem
otherwise requests delivery of Confidential vyzadaji doru¢eni Divérnych informaci, nepouZitého
Information, unused Investigational Product(s) and Hodnoceného piipravkii nebo Hodnocenych piipravki
clinical specimens. a klinickych vzorkd.

7.3. Study Results should be reported in a timely Vysledky Studie budou v souladu s Protokolem
manner in accordance with the Protocol. The Study hldseny véas. Vlastnikem vysledki Studie bude
Results will be owned by SPONSOR and may be ZADAVATEL. Vysledky Studie miize
used by SPONSOR in any manner it deems ZADAVATEL pouZzit jakymkoli zpisobem, ktery
appropriate , both during, and following uznd za vhodné, a to béhem trvani této Smlouvy i po
termination of, this Agreement, including, but not jejim skonceni, mimo jiné vcetn¢ za ticelem zadosti o
limited to, seeking regulatory approval form the regulaéni schvaleni Utadem pro kontrolu potravin a
FDA and other comparable agencies in other 1é¢iv (Food and Drug Administration, FDA) nebo
countries. For the avoidance of doubt, all jinym srovnatelnym orgdnem v jinych zemich. Pro
subject/patient medical records shall remain the vylouceni pochybnosti zlstanou veskeré zdravotni
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74.

8.1.

9.1.
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property of Institution. Unless precluded by any
other patent(s) Institution may use the Study
Results for its internal educational, non-
commercial research purposes if such use is
conducted in compliance with all provisions set
forth herein including but not limited to Articles 6
(Confidential Information) 10 (Publication) and 11
(Intellectual Property).

Equipment provided by CRO or its Affiliates or
SPONSOR remains property of SPONSOR.
Institution and Investigator shall use the equipment
solely for the purposes of the Study and in
accordance with the Protocol and
manuals/instructions for use given by CRO or its
Affiliates or SPONSOR. Institution and
Investigator shall observe all due care in handling
and using equipment provided. CRO or its
Affiliates and/or SPONSOR shall be allowed to
inspect equipment provided, upon reasonable
advance notice. In case of breakage or major
malfunctions Institution and Investigator shall
inform SPONSOR and/or CRO. SPONSOR and/or
CRO or its Affiliates shall be responsible for
maintenance, repair and replacement of the
equipment, unless the Institution and Investigator
are liable for loss, theft or damage (beyond normal
wear and tear) to equipment provided. Upon
termination of the Study, equipment will be
returned to SPONSOR (at SPONSOR’s expense).
If equipment is provided, a separate loan
agreement will be entered into.

ADVERSE EVENT REPORT REPORTING

Institution and Investigator agree to report, in
writing, adverse events and serious adverse events,
as such terms are defined in the Protocol,
immediately (in any case within 24 hours) by e-
mail or telephone and confirmed in writing within
forty-eight (48) hours in accordance with the
Protocol and instructions from the SPONSOR and
CRO. It is SPONSOR’s responsibility to inform
the EC of any serious adverse events occurring
during the Study, in accordance with national and
local regulations.

PUBLICITY

No party to this Agreement shall use the name of
any other party hereto, or SPONSOR’s name,
except that CRO and SPONSOR may reference the
fact that the Institution and/or Investigator are

CZE 420001 Inst PI CSA
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zaznamy subjektt hodnoceni / pacientl ve vlastnictvi
Poskytovatele. Pokud to nebude znemoZnéno
jakymkoli jinym patentem/patenty, Poskytovatel miize
pouzivat vysledky Studie pro své vnitini vzdélavaci,
nekomeréni vyzkumné dcely, pokud bude toto pouZiti
provddéno v souladu se vSemi ustanovenimi
uvedenymi v této Smlouve, mimo jiné véetné ¢lanku 6
(Davérné informace), 10 (Zvetejnéni vysledkl) a 11
(DuSevni vlastnictvi).

Vybaveni poskytnuté CRO nebo jejimi pfidruZenymi
subjekty nebo ZADAVATELEM zlistava vlastnictvim
ZADAVATELE. Poskytovatel a ZkouSejici budou
pouZivat vybaveni vyhradné pro dcely této Studie a v
souladu s Protokolem a ndvody/pokyny k pouZiti,
které ziskaji od CRO nebo jejich pridruzenych
subjekti nebo ZADAVATELE. Poskytovatel a
ZkouSejici budou pfi manipulaci a pouZivani
poskytnutého vybaveni jednat s ndlezitou péci. CRO
nebo jejim  pfidruZenym  subjektim  a/nebo
ZADAVATELI bude umoZnéno provadét kontroly
poskytnutého vybaveni, pfiCemZ toto ozndmi s
dostatecnym predstihem. Pokud dojde k posSkozeni
nebo zdvaZznym z4dvaddm, budou Poskytovatel a
Zkousejici informovat ZADAVATELE a/nebo CRO.
ZADAVATEL a/nebo CRO a jeji ptidruzené subjekty
budou odpovidat za udrzbu, opravy a vyménu
vybaveni, pokud nebudou za ztritu, kridez ¢i
poskozeni (nad rdmec béZzného  opotiebeni)
poskytnutého vybaveni odpovidat Poskytovatel a
Zkousejici. Po ukonceni Studie bude vybaveni
vraceno ZADAVATELI (na naklady
ZADAVATELE). V piipadé¢ poskytnuti vybaveni
bude uzaviena samostatna smlouva o vypujcce.

OZNAMOVANI NEZADOUCICH PRIHOD

Poskytovatel a ZkousSejici souhlasi s tim, Ze budou
pisemné hlésit nezddouci pithody a zdvazné nezddouci
pithody, pfi¢emZ tyto terminy jsou vymezené
Protokolem, ihned (v kazdém pfiipadé do 24 hodin)
elektronickou postou ¢i telefonicky a poté s pisemnym
potvrzeni do Ctyficeti osmi (48) hodin v souladu s
Protokolem a pokyny od ZADAVATELE a CRO.
ZADAVATEL ma povinnost informovat EK o
jakychkoli zdvaznych neZddoucich ptihodach, ke
kterym dojde béhem Studie, v souladu s narodnimi a
mistnimi predpisy.

PROPAGACE

Z4dna smluvni strana nebude pouZivat jméno druhé
smluvni strany, piipadné jméno ZADAVATELE, s
vyjimkou CRO a ZADAVATELE, ktefi mohou
poukdzat na skuteCnost, Ze Poskytovatel a/nebo
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involved in the Study in correspondence with (i)
regulatory authorities; (ii) other sites/investigators
involved in the Study; and (iii) potential partners
and licenses for the Investigational Product..

PUBLICATION

Institution and Investigator may publish the Study
Results only in accordance with this Section 10.
Before submission for publication or presentation,
Institution and/or Investigator shall allow
SPONSOR not less than sixty (60) days to review
any manuscript and not less than thirty (30) days to
review any poster presentation, abstract or any
other written or oral material which describes or
discloses the Study Results. If SPONSOR or CRO
so requests in writing, Institution and/or
Investigator shall withhold any publication or
presentation for an additional sixty (60) days to
seek protection of any intellectual property.

SPONSOR reserves the right to remove all
Confidential Information, except Study Result,
from any publications or presentations. In the
event that SPONSOR deems that such removal
would not sufficiently protect its Intellectual
Property Rights, then SPONSOR may require that
Institution and/or Investigator does not publish
such publication or presentation, and Investigator
and Institution agree not to publish any such
publication or presentation in any such case.

Institution and Investigator agree that because the
Study is part of a multi-centre Study, any
publication by Institution or Investigator of the
Study Results shall not be made before the first
multi-centre  publication, unless CRO or
SPONSOR gives written notice that there will be
no multi-center publication or if no such notice is
provided, 18 months after completion of the Study
at all sites, the Institution and Investigator may
publish the Study results generated at Institution in
accordance with what is set out in this Section 10..

INTELLECTUAL PROPERTY

Institution shall disclose to CRO (who will
disclose to SPONSOR) all inventions, findings,
discoveries and other creative ideas and
developments conceived or reduced to practice as
a direct result of the Study (“Inventions”). Such
disclosure shall/must be made fully and promptly
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Zkousejici se podileji na této Studii v korespondenci s
@) regulacnimi organy; (i1) jinymi
pracovisti/zkouSejicimi podilejicimi se na Studii; a
(iii)) potencidlnimi  partnery a licencemi k
Hodnocenému ptipravku.

ZVEREJNENI VYSLEDKU

Poskytovatel a ZkousSejici mohou zvefejnit vysledky
Studie pouze v souladu s oddilem 10 této Smlouvy.
Pfed odeslanim ke zvefejnéni nebo prezentaci daji
Poskytovatel a/nebo ZkouSejici ZADAVATELI
nejméné Sedesit (60) dni k prezkoumdéni jakéhokoli
rukopisu a nejméné tficet (30) dni k pfezkoumdni
jakékoli plakdtové prezentace, abstraktu nebo jiného
pisemného ¢i ustniho materidlu, ktery popisuje nebo
zvefejnuje vysledky Studie. Pokud tak budou
ZADAVATEL nebo CRO pozadovat pisemné,
Poskytovatel a/nebo ZkouSejici pozdrzi jakékoli
zvefejnéni nebo prezentaci o dalsich Sedesat (60) dni v
rdmci  usilovdni o ziskdni ochrany duSevniho
vlastnictvi.

ZADAVATEL si vyhrazuje priavo odstranit z
jakychkoli publikaci ¢i prezentaci veSkeré Duivérné
informace, s vyjimkou vysledkt Studie. V piipade¢, Ze
ZADAVATEL nebude takové odstranéni povazovat
za dostatecné, aby ochrdnil svd prdva na duSevni
vlastnictvi, ZADAVATEL mulze poZzadovat, aby
Poskytovatel a/nebo  ZkouSejici nezvefejiiovali
takovou publikaci ¢i prezentaci, a ZkouSejici a
Poskytovatel souhlasi, Ze v Zddném takovém piipadé
Zadnou takovou publikaci nebo prezentaci nezvetejni.

Poskytovatel a Zkousejici souhlasi s tim, Ze jelikoZ je
Studie soucdsti multicentrické Studie, jakékoli
zvefejnéni vysledkli Studie Poskytovatelem nebo
Zkousejicim  nebude provedeno pfed prvni
multicentrickou  publikaci, ledaze CRO nebo
ZADAVATEL poskytnou pisemné oznameni, Ze
nedojde k zadné multicentrické publikaci, piipadné,
pokud zadné takové ozndmeni poskytnuto nebude, 18
mésict po skonceni Studie na vSech pracovistich
mohou Poskytovatel a ZkouSejici zvetejnit vysledky
Studie vzniklé v zafizeni Poskytovatele v souladu s
tim, co je uvedeno v oddilu 10 této Smlouvy.

DUSEVNI VLASTNICTVI

Poskytovatel piedd CRO (kterd je pireda
ZADAVATELI) vSechny vyndlezy, ndlezy, objevy a
jiné kreativni mySlenky a produkty, které vznikly
nebo byly upraveny pro praxi v piimém disledky této
Studie (déle jako ,,Vynalezy“). Takové zvefejnéni by
mélo byt / musi byt provedeno zcela a neprodlené v
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in writing to an authorized representative of
SPONSOR. Any and all Inventions, relating to the
Study Drug, the use of the Study Drug, the
Protocol or the Study, including any and all
existing or future rights therein (hereinafter
collectively referred to as SPONSOR Inventions),
whether patentable or not, conceived or reduced to
practice by Institution or Investigator or Study
Personnel, solely or jointly with others as a result
of work done under this Agreement, shall be, and
remain, at all times the sole and exclusive property
of SPONSOR and SPONSOR shall own, to the
widest extent possible under Applicable Law, any
and all Intellectual Property Rights thereto (subject
to the rights expressly reserved for CRO under
Section 11.3). To the extent required for
SPONSOR to obtain, secure and perfect said rights
and legal positions under Applicable Law, the
SPONSOR Inventions shall automatically vest in
SPONSOR and to the extent required, Institution
and Investigator hereby assign all rights, title and
interests in any and all SPONSOR Inventions to
SPONSOR, and shall perform any and all other
acts necessary to assist SPONSOR in obtaining,
securing and perfecting the rights to said
SPONSOR Inventions. If necessary, Institution
and Investigator shall obligate Study Personnel to
perform any and all acts required to enable
SPONSOR to obtain, secure and perfect said
rights. In the event that SPONSOR, according to

Applicable Law, cannot obtain or secure
ownership of any of said SPONSOR Inventions,
Institution and Investigator hereby  grant
SPONSOR and obligate the Study Personnel to
grant SPONSOR, as applicable, worldwide,
exclusive, unlimited and royalty-free rights of use,
exploitation and utilization and/or licenses

regarding said SPONSOR Inventions. Institution
and Investigator warrant by the execution of this
Agreement, that neither they nor any Study
Personnel have entered, and that none of them will
enter, into any contractual agreement or
relationship which would in any way conflict with
or compromise SPONSOR’s proprietary interest
in, or rights to, any SPONSOR Inventions arising
out of or related to its performance thereunder.

11.2. Title to Inventions other than SPONSOR
Inventions as described in 11.1 (“Other
Inventions”) shall reside with SPONSOR if

230103 CZE 420001 Inst PI CSA
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pisemné formé povérenému zastupci ZADAVATELE.
Jakékoli a veSkeré Vyndlezy souvisejici s
Hodnocenym 1éCivym piipravkem, pouZiti
Hodnoceného 1éc¢ivého piipravku, Protokol nebo
Studie, vetné jakychkoli a veskerych stavajicich nebo
budoucich prdv k nim se vztahujicich (v tomto
dokumentu souhrnné oznacované jako Vyndlezy
ZADAVATELE), at’ uz je Ize patentovat, nebo nikoli,
které vznikly nebo byly wupraveny pro praxi
Poskytovatelem nebo ZkouSejicim nebo persondlem
Studie, samostatné nebo ve spolupraci s ostatnimi jako
vysledek Cinnosti provddénych podle této Smlouvy,
budou a ziistanou za vSech okolnosti vyhradnim a
jedinym vlastnictvim ZADAVATELE a

ktery umozZiuje piisluSny zdkon, jakdkoli a veskerd
prava k duSevnimu vlastnictvi k nim (podléha praviim
vyslovné vyhrazenych pro CRO podle oddilu 11.3). V
rozsahu, ktery je nutny k tomu, aby ZADAVATEL
ziskal, zabezpecil a zdokonalil uvedend prava a pravni
postaveni podle platného zdkona, budou Vyndlezy

ZADAVATELE automaticky propujceny
ZADAVATELI a ve vyZadovaném rozsahu

Poskytovatel a ZkousSejici timto pievadeji veskera
prava, naroky a tituly na jakékoli a vS§echny Vyndlezy
ZADAVATELE ZADAVATELI a budou vykondvat
jakékoli a veSkeré jiné kroky nezbytné k tomu, aby
pomohli ZADAVATELI ziskat, zabezpeCit a
zdokonalit prava vici uvedenym Vyndlezim
ZADAVATELE. Pokud to bude nezbytné, zavazi
Poskytovatel a Zkousejici personal Studie k tomu, aby
provadeél jakékoli a veskeré kroky vyZzadované k tomu,
aby umoznil ZADAVATELI ziskat, zabezpelit a
zdokonalit uvedena prava. V  pfipadé, Ze
ZADAVATEL podle pfislusnych zakonli nemuze
ziskat nebo zabezpelit vlastnictvi jakychkoli
uvedenych Vynalezti ZADAVATELE, Poskytovatel a
Zkousejici timto udé€luji ZADAVATELI a zavazuji
persondl Studie, aby udélii ZADAVATELIL dle
situace, celosvétovd, vyhradni, neomezend priva bez
licence k pouzivani, vyuZzivani a a zuzitkovani a/nebo
licence  tykajici se  uvedenych  Vyndlezl
ZADAVATELE. Poskytovatel a ZkouSejici zarucuji
provadénim této Smlouvy, Ze ani oni ani jakykoli ¢len
persondlu Studie neuzavieli (a Ze ani nikdo z nich
neuzavie) jakykoli smluvni vztah, ktery by byl
jakymkoli zpusobem v rozporu nebo by ohrozil
vlastnické zdjmy ZADAVATELE nebo jeho prdva
vici  jakymkoli ~ Vyndlezim  ZADAVATELE
vyplyvajicim z nebo souvisejicim s Cinnostmi podle
této Smlouvy.

Titul k jinym Vyndlezdm neZz k Vyndlezim

ZADAVATELE, jak jsou popsdny v oddilu 11.1
(,,Jiné vyndlezy“), bude ndlezet ZADAVATELI,
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SPONSOR personnel are the sole inventors, with
Institution if Institution personnel are the sole
inventors, and will be held jointly if both
Institution and SPONSOR personnel are inventors.
To the extent that Institution owns the rights of
sole or joint title in any such Other Invention,
SPONSOR is hereby granted, without option fee
other than consideration of the Study sponsored
under this Agreement, an option to acquire an
exclusive, worldwide, royalty bearing license, with
the right to sublicense, to Institution's rights to
such Other Invention and to practice such Other
Inventions in all fields, which option shall extend
for one-hundred eighty (180) days after
SPONSOR’s receipt of the Invention disclosure.
Upon SPONSOR’s exercise of the option, the
parties shall promptly negotiate a license
agreement in good faith.

All parties to this Agreement and SPONSOR shall
retain all right, title and interest in any Intellectual
Property that was owned by such party or
SPONSOR prior to or apart from the
commencement of this Agreement. No license
grant or assignment, express or implied, by
estoppel or otherwise, is intended by, or shall be
inferred from, this Agreement except to the extent
necessary for each party to fulfill its obligations
under this Agreement or otherwise give effect to
this Agreement.

DATA PROTECTION & PRIVACY

Institution and/or Investigator hereby represent and
warrant that they shall obtain all necessary
consents in writing from:

all Subjects as per the informed consent form; and

the key members of Study Personnel and
Investigator participating in the Study for
administrative / study management and any other
purpose required by law

so that such Subjects’ Study Personnel’s and
Investigator’s Personal Data can be Processed by
(including transferred to) CRO, any of its
Affiliates, and SPONSOR or any of its Affiliates
and regulatory authorities in each case within or
outside the country where such data originates.

Institution and Investigator shall notify CRO
immediately in writing (but in no event later than
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pokud persondl ZADAVATELE bude jedinym
vynélezcem, a Poskytovateli, pokud bude vyhradnim
vyndlezcem persondl Poskytovatele. Pokud budou
vyndlezci persondl Poskytovatele a ZADAVATELE,
bude titul naleZzet obéma. V rozsahu, ve kterém
Poskytovatel vlastni prava k vlastnimu ¢i spole€nému
titulu vici jakémukoli takovému Jinému vyndlezu,
ZADAVATEL timto ziskdvd moZnost (bez poplatku
za tuto mozZnost, krom¢ pozice zadavatele Studie
podle této Smlouvy) ziskat vyhradni, celosvétovou
licenci s pfijmem z autorskych prav, s prdvem na
sublicence, na prava Poskytovatele vac¢i Jinym
vyndlezm a prakticky vyuZivat takovych Jinych
vyndlezii ve vSech oborech. Tato mozZnost bude
prodlouzena na dobu jednoho sta osmdeséti (180) dni
po té, co ZADAVATEL obdrZi ozndmeni o Vynélezu.
Po uplatnéni této moznosti ZADAVATELE strany v
dobré vite neprodlen¢ uzaviou smlouvu o licenci.

Vsechny strany této Smlouvy a ZADAVATEL si
ponechaji vSechna prava, tituly a zajmy o jakékoli
dusevni vlastnictvi, které bylo ve vlastnictvi této
strany nebo ZADAVATELE pifed zahdjenim této
Smlouvy. Zadné udéleni ani piidéleni licence, at’ uz
vyslovné nebo nepiimé, v rdmci prekazky uplatnéni
Zalobnitho naroku ani jinym zptisobem, nebude
zamySleno ani nebude vyvozeno z této Smlouvy, s
vyjimkou rozsahu nezbytného pro kaZdou stranu k
tomu, aby splnila své zdvazky podle této Smlouvy
nebo jinak naplnila tuto Smlouvu.

OCHRANA UDAJU A SOUKROMI

Poskytovatel a/nebo ZkousSejici timto prohlasuji a
zarucuji, 7Ze ziskaji veskeré nezbytné souhlasy v
pisemné formé od:

vSech  Subjekti  hodnoceni formulare
informovaného souhlasu; a

podle

klicovych ¢lent persondlu Studie a Zkousejictho, kteti
se podileji na Studii, pro Ucely administrativy / fizeni
studie ¢i jakykoli jiny ucel vyZadovany zakonem,

tak aby bylo moZzné zpracovat osobni udaje Subjektl
hodnoceni, persondlu Studie a ZkouSejictho (vcetné
pfenosu) ze strany CRO, jakychkoli jejich
pridruzenych subjekti a ZADAVATELE nebo
jakychkoli jeho pfidruzenych subjektli a regula¢nich
organd, a to v kazdém piipad€ v zemi plivodu téchto
udajt, nebo mimo ni.

Poskytovatel a ZkouSejici budou neprodlené pisemné
informovat CRO (ale ne pozdé&ji nez tfi (3) dny od
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three (3) days from the date) of any Data Security
Breach.

Institution and/or Investigator shall ensure the
confidentiality of all Subject Personal Data. The
Subject Personal Data should be collected, stored,
processed and used in accordance with Applicable
Law.

If requested by CRO in order to enable CRO to
comply with any Applicable Law and to Process
any Personal Data, Institution and Investigator will
work with CRO in good faith to address any issue
relating to the Processing of Personal Data.

All transfers of data and personal information will
be in accordance with the Data Protection
Directive 95/46/EC pursuant to the European law
and in accordance with Act No. 101/2000 Coll., in
this order.

INDEMNIFICATION

Institution and Investigator shall immediately
notify CRO and SPONSOR in writing of any claim
of illness or injury that is claimed to be due to an
adverse reaction to the Study Drug or any of the
clinical intervention or procedures that are
provided for or required by the Protocol to which
the Subjects would not have been exposed but for
their participation in the Study. Institution and
Investigator shall allow SPONSOR to handle such
claim (including, if applicable, settlement
negotiations), and shall cooperate fully with
SPONSOR in its handling of the claim. In
accordance with the previous sentence, Institution
and Investigator shall not enter into any settlement
of a claim without SPONSOR’s prior written
consent. SPONSOR shall have no obligation to
pay for an injury of illness to the extent it arises
from Institution’s, Investigator’s or the Study
Personnel’s negligence, breach of this Agreement,
failure to adhere to the Protocol, failure to obtain
signed informed consent forms, failure to follow
Applicable Law, misuse of the Study Drug,
unauthorized warranties, medical malpractice or
willful misconduct.

Subject to Section 13.4 below, any indemnification
of the Institution and Investigator by SPONSOR
shall be through a separate agreement (or letter)
between Institution, Investigator and SPONSOR
directly. CRO shall act as the intermediary to
coordinate the provision of any such letters of
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daného data) o jakémkoli poruseni bezpecnosti tidaji.

Poskytovatel a/nebo Zkousejici zajisti divérnost
vSech osobnich tdaji Subjekti hodnoceni. Osobni
udaje Subjekti hodnoceni budou shromazdény,
uchovdvény, zpracovdviny a pouZivany v souladu s
piislusnymi zdkony.

Pokud to bude CRO vyZzZadovat za tcelem dodrZeni
jakéhokoli  pfislusného zdkona a  zpracovani
jakychkoli osobnich udajti, Poskytovatel a Zkousejici
budou spolupracovat s CRO v dobré vife na
jakychkoli problémech souvisejicich se zpracovdnim
osobnich tdaja.

Veskery pievod dat a osobnich ddaji bude v souladu
se smérnici o Ochrané Udaji 95/46/EC podle
evropského préva a v souladu se zdkonem ¢. 101/2000
Sb., v tomto potadi.

ODSKODNENI

Poskytovatel a ZkouSejici budou ihned pisemné
informovat CRO a ZADAVATELE o jakémkoli
naroku v souvislosti se zdravotni djmou ¢i Skodou,
které mély udajné vzniknout v disledku nezadouci
reakce na Hodnoceny 1éCivy piipravek nebo na
jakykoli jiny klinicky zakrok nebo postup, které byly
provedeny nebo vyZadovany Protokolem a které by
Subjekt hodnoceni jinak neabsolvoval, kdyby se
nedcastnil Studie. Poskytovatel a Zkousejici umozni
ZADAVATELI naklddat s témito ndroky (vcéetné
jednani o mimosoudnim vyrovndni, dle situace) a
bude pln€ spolupracovat se ZADAVATELEM na
feSeni tohoto naroku. V souladu s predchozim
prohldsenim nesjednaji Poskytovatel a ZkousSejici
Zadné vyrovnani naroku bez ptedchoziho pisemného
souhlasu ZADAVATELE. ZADAVATEL nebude mit
Zadnou povinnost platit za zdravotni Gjmu v rozsahu,
ke kterému doslo v disledku nedbalosti, poruseni této

Smlouvy, nedodrZeni Protokolu, neziskani
podepsanych formuldid informovaného souhlasu,

nedodrZeni platnych zakond, zneuZiti Hodnoceného
ptipravku, neschvilenych zaruk, 1ékatského zanedbani
péce nebo zdmérného pochybeni ze strany
Poskytovatele, Zkousejiciho nebo persondlu Studie.

Podle oddilu 13.4 niZe bude jakékoliv odSkodnéni

Poskytovatele a Zkousejictho ze strany
ZADAVATELE udinéno na zdkladé samostatné
dohody (nebo pfislib) uzaviené piimo mezi

Poskytovatelem, ZkouSejicim a ZADAVATELEM.
CRO bude vystupovat jako prostfednik s cilem
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indemnity by SPONSOR, and shall have no other
obligation in connection therewith. Requests for
such letters should be made in writing to the
address below.

Investigator Contracts

Attention 230103

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Such requests must include the full legal names
and addresses of all parties who are requested to be
indemnified by SPONSOR.

Institution and Investigator acknowledge that
SPONSOR has no obligation to indemnify or be
responsible for any loss, claim, cost (including
reasonable attorney fees) or demand if and to the
extent such losses, claims or demands arise from
any injuries or damages resulting from
Institution’s, Investigator’s or the Study
Personnel’s negligence, breach of this Agreement,
failure to adhere to the Protocol, failure to obtain
signed informed consent forms, failure to follow
Applicable Law, misuse of the Study Drug,
unauthorized warranties, or willful misconduct.
This indemnification obligation is without
prejudice to the precedence of insurance coverage
from compulsory clinical trial insurance.

Neither CRO nor SPONSOR will be responsible
for, and Institution shall defend, indemnify and
hold CRO, its Affiliates, and SPONSOR (and their
respective directors, officers and employees)
harmless from, any loss, claim, or demand arising
from, but not limited to any (a) injuries or damages
incurred if they are the result of or are alleged to
be the result of negligence or wilful misconduct on
the part of the Institution, Investigator or Study
Personnel; (b) activities contrary to the Protocol,
any Study Instructions, this Agreement, or
Applicable Law; (c) unauthorized warranties made
by the Institution, Investigator or Study Personnel
concerning the product being tested; or (d) case in
which written informed consent was not obtained
in accordance with the Protocol for the Subject
involved in such case, or () medical malpractice.
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koordinovat ziskani jakychkoli pisemnych piislibi
odSkodnéni ze strany ZADAVATELE a nebude mit
Z4dnou jinou povinnost s timto souvisejici. Zadosti o
tyto pfisliby je tfeba ucinit pisemné a zaslat na nize
uvedenou adresu.

Smlouvy se zkousejicim

Attention 230103

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

Tyto zZadosti musi obsahovat tplné jméno subjektu a
adresy vSech stran, které pozaduji odSkodnéni ze
strany ZADAVATELE.

Poskytovatel a ZkouSejici berou na védomi, Ze
ZADAVATEL nemd povinnost odSkodnit ani neni
odpovédny za jakoukoli ztritu, ndrok, vydaj (vetné
ptimétenych poplatki pravnim zdstupcim) nebo
pozadavek, pokud (v daném rozsahu) tyto ztrity,

naroky nebo pozadavky, ke kterym doslo v dusledku
nedbalosti, poruseni této Smlouvy, nedodrZeni
Protokolu,  neziskdni  podepsanych  formuléit
informovaného souhlasu, nedodrZeni platnych zakond,
zneuZziti Hodnoceného 1é¢ivého piipravku,

neschvalenych zaruk, 1ékafského zanedbéani péce nebo
zamérného pochybeni ze strany Poskytovatele,
Zkousejiciho nebo persondlu Studie. Tento zavazek
odSkodnéni nastane bez ohledu na nadfazenost
pojistného kryti z povinného pojisténi klinického
hodnoceni.

CRO ani ZADAVATEL nenesou odpovédnost, a
Poskytovatel se zavazuje CRO, jeji sesterské
spolecnosti a ZADAVATELE, vcetné jejich
piislusnych feditelll, zaméstnancl a zastupcii, chranit,
odskodnit a zprostit odpovédnosti za ztrity, naroky a
pozadavky, vzniklé, mimo jiné: (a) v dasledku zranéni
osob nebo Skod, které vznikly (nebo je lze pfipsat) v
disledku nedbalosti ¢i iumyslného zavinéni na strané
Poskytovatele, Zkousejictho nebo persondlu Studie;
(b) v dusledku provadéni Ccinnosti v rozporu s
Protokolem, pokyny pro provadéni Studie, touto
Smlouvou nebo platnymi zdkony; (c) v duasledku
poskytnuti neopravnénych zaruk ohledné
hodnoceného piipravku ze strany Poskytovatele,
Zkousejictho nebo persondlu Studie; nebo (d) v
dasledku skutecnosti, Ze u doteného Subjektu
hodnoceni, kterého se dany ptipad tykal, nebyl fadné
ziskan informovany souhlas v souladu s ustanovenim
Protokolu; (e) nebo zameérnym pochybenim.
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Institution and Investigator shall be liable under
this Agreement for damages resulting from gross
negligence or wilful misconduct in the execution
of the Study.

CRO shall be liable under this Agreement for
damages resulting from its gross negligence or
wilful misconduct in the execution of its services
hereunder.

INSURANCE

Institution and Investigator warrant that they will
obtain and maintain adequate means and resources
required in accordance with local laws and
regulations to cover their obligations and liabilities
under this Agreement.

CRO procures that SPONSOR shall, to the extent
required by law, maintain in full force and effect
throughout the performance of the Study sufficient
insurance to cover damages incurred for injuries
suffered by Subjects as a result of their
participation in the Study. The terms of any
insurance or the amount of coverage shall not
relieve SPONSOR of any liabilities under this
Agreement. SPONSOR will have an insurance
policy in place for the entire duration of the study,
pursuant to Section 52, paragraph 3(f) of Act No.
378/2007 Coll.

DEBARMENT

Institution and Investigator hereby certify that
neither Institution, Investigator nor any person
employed by Institution or Investigator to work on
the Study (including any subcontractor permitted
pursuant to Section 17.2) has been:

debarred by any relevant authorities, pursuant to
any Applicable Law, including but not limited to
Section 306(a) and (b) of the US Federal Food,
Drug and Cosmetic Act, or disqualified as a
clinical investigator under Applicable Law; or

threatened to be debarred or indicted for a crime or
otherwise engaged in conduct for which a person
can be debarred under Applicable Law; or
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Dle této smlouvy jsou Poskytovatel a Zkousejici
odpovédni za Skodu vzniklou z hrubé nedbalosti nebo
umyslného protiprdvniho jedndni pfi provadéni této
Studie.

Dle této smlouvy odpovidd CRO za Skodu vzniklou z
hrubé nedbalosti nebo tumyslného protiprdvniho
jednani pfi vykondvani sluzeb podle této Smlouvy.

POJISTENI

Poskytovatel a ZkouSejici zarucuji, Ze ziskaji a budou
udrZovat odpovidajici prostiedky a zdroje vyZzadované
v souladu s mistnimi zadkony a nafizenimi, aby pokryli
své zdvazky a odpoveédnost podle této Smlouvy.

CRO zajisti, aby ZADAVATEL (v rozsahu
vyZadovaném zdkonem) bchem provdadéni Studie
udrZoval zcela platné a G€inné dostate¢né pojisSténi k
pokryti Skod vzniklych v rdmci zdravotni djmy
Subjekt hodnoceni v dusledku jejich tcasti ve Studii.
Podminky jakéhokoli pojisténi ani ¢astka pojistného
plnéni nezbavuji ZADAVATELE jakéhokoli zdvazku
vyplyvajiciho z této Smlouvy. ZADAVATEL bude
mit po celou dobu studie uzavienou pojistku dle
ustanoveni § 52 odst. 3 pism. f) zdkona ¢. 378/2007
Sb.,

ZAKAZ CINNOSTL

Poskytovatel a ZkouSejici timto potvrzuji, Ze o
Zdravotnickém zatizeni, Zkousejicim ani Zddné osobé¢
zaméstnané Poskytovatelem nebo ZkouSejicim k
vykondvani cinnosti ve Studii (vCetné dodavatele
povoleného oddilem 17.2) neplati nasledujici:

nemd pifsluSnymi orgdny, na =zdkladé platnych
zakonl, vCetn€¢, mimo jiné, na zdkladé¢ ustanoveni
¢lanku 306 (a) a (b) zdkona US Federal Food Drug
and Cosmetic Act (Federdlni zdkon USA o
potravindch, léCivech a kosmetickych piipravcich)
zakdzdn vykon funkce zkouSejictho v souladu s
platnym zdkonem; nebo

nehrozi jim zdkaz ¢innosti nebo vySetfovani trestného
¢inu, za ktery by jim mohla byt, v souladu s
ustanovenim platnych zakont, zakdzdna Cinnost ani se
Zadnym zplsobem nezapojili do aktivit, za které by
jim dle ustanoveni platnych zdkonii mohla byt
zakazana ¢innost; nebo
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disciplined by and/or banned by a relevant
authority from carrying out clinical trials

For purposes of this Section, any of the foregoing
shall be deemed to constitute being “debarred”.

In addition, Institution and Investigator agree that
no debarred person will in the future be employed
or otherwise engaged (including on a contract
basis) by Institution or Investigator to work on the
Study. If during the course of the Study, Institution
or Investigator becomes debarred or learns that any
person connected with the Study is debarred, or
that there is a threat of debarment of any such
person, then Institution and Investigator must
immediately notify SPONSOR and CRO. CRO
may immediately terminate this Agreement in the
event any of the foregoing occurs.

PAYMENT TERMS AND CONDITIONS

In full consideration for the Services of Institution,
Investigator and Study Personnel rendered in
compliance with the Protocol, CRO agrees to pay
the fees and expenses set forth in Exhibit A. Such
fees and expenses will be paid solely to the
Institution, except as otherwise expressly set forth
in Exhibit A. The parties agree that Exhibit A —
Payment Schedule is part of this Agreement
clarifying the schedule of payments associated
with this Agreement and that the fees and expenses
set forth in Exhibit A represent the fair market
value for the Services provided by Institution and
Investigator. Payments shall be made in
accordance with the provisions set forth in Exhibit
A, with the last payment being made after
Institution and Investigator complete all of their
obligations under this Agreement and any Exhibits
thereto. Payments include the fee for
Investigational Product(s) Handling according to
Section 2.10 above. Institution and Investigator
shall not seek reimbursement for any medical
services or Investigational Product from any third
party payers if such costs are already covered by
payments made under this Agreement.

Institution and Investigator shall comply with all
obligations with respect to taxes and social
security contributions, if applicable, which relate
to the subject matter of this Agreement including,
without limitation, those that relate to any
payments made hereunder to Institution,
Investigator, Study Personnel or, as the case may
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nemaji opravnénymi tfady zakdzanu dcast a/nebo jsou
jimi vyloudeni z ucasti na provadéni klinickych
hodnocenf

Pro tdcely tohoto oddilu bude cokoli z vySe uvedeného
povazovano za oznaceni ,,vyloucen®.

Kromé toho Poskytovatel a Zkousejici souhlasi, Ze v
budoucnu nezaméstnaji ani jinak nezapoji (vetné
smluvntho vztahu) Zadnou vyloucenou osobu k
¢innostem na Studii. Pokud se v prubéhu Studie
Poskytovatele nebo ZkouSejici stanou vyloucenymi
osobami nebo zjisti, Ze jakdkoli osoba podilejici se na
Studii  je vyloufenou osobou, piipadné hrozi
vylouceni jakékoli takové osoby, pak Poskytovatel a
Zkousejici museji okamzité uvédomit
ZADAVATELE a CRO. V piipadé, Ze dojde k vyse
uvedenému, mize CRO okamzit¢ vypovédét tuto
Smlouvu.

PLATEBNI PODMINKY

Odménou za Sluzby Poskytovatele, Zkousejictho a
persondlu Studie provddéné v souladu s Protokolem
souhlasi CRO s thradou poplatk a vydaji uvedenych
v Piiloze A. Tyto poplatky a vydaje budou vyplaceny
vyhradné Poskytovateli, pokud nebude vyslovn¢ jinak
uvedeno v Pfiloze A. Strany souhlasi s tim, Ze Ptiloha
A — Harmonogram plateb — je soucasti této Smlouvy a
objastiuje harmonogram plateb v souvislosti s touto
Smlouvou a Ze poplatky a vydaje uvedené v Piiloze A
predstavuji spravedlivou trzni hodnotu za Sluzby
poskytované Poskytovatelem a ZkouSejicim. Platby
budou vykondvané v souladu s ustanovenimi
uvedenymi v Piiloze A s tim, Ze posledni platba bude
provedena poté, co Poskytovatel a ZkousSejici zakon¢i
své veskeré zdvazky podle této Smlouvy a veSkerych
jejich priloh. Platby zahrnuji poplatek za nakladani s
Hodnocenym pftipravkem / Hodnocenymi piipravky
podle oddilu 2.10 vySe. Poskytovatel a Zkousejici
nebudou usilovat o dhradu jakychkoli zdravotnickych
sluzeb nebo Hodnoceného piipravka od platci
jakychkoli tfetich stran, pokud budou tyto vydaje
zahrnuty v platbach provadénych podle této Smlouvy.

Poskytovatel a ZkouSejici budou plnit vSechny
zdvazky s ohledem na dané a piispévky na socidlni
zabezpeceni, je-li to relevantni, které se vztahuji k
predmeétu této Smlouvy, veetné téch, které se vztahuji
k platbAm provadénym Poskytovatelem, ZkouSejicim
nebo personédlem Studie podle této Smlouvy, pfipadné
téch, které se vztahuji k jakymkoli platbam
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be, those that relate to any payments made by
Institution or Investigator to Study Personnel. The
CRO will pay VAT in the country of their
residence.

Institution and Investigator acknowledge and agree
that its, his or her judgment with respect to its, his
or her advice to and care of each Subject is not and
shall not be affected by the compensation
Institution and/or Investigator receive in
accordance with the Study.

Institution and Investigator hereby consent to
provide the EC of the Institution and the central
EC for multicentre clinical trials with this
Agreement in substantiation of the Study
conditions, including funding, as according to the
Applicable Law.

Institution and Investigator agree that SPONSOR
and CRO may disclose the fees and expenses
payable or paid under this Agreement to any
governmental authorities according to Applicable
Law.

The expected maximum
965 991,40 CZK.

level of coverage

TERMINATION

This Agreement will become effective upon the
date it is fully executed by all parties and shall
continue in effect for the full duration of the Study
according to the Protocol unless sooner terminated
in accordance with the provisions of this Section.
CRO may terminate this Agreement immediately
upon written notice to Institution and Investigator
for any reasons, including without limitation upon
any of the following occurrences:

Institution or Investigator has failed to cure a
breach to this Agreement within thirty (30) days of
receipt of written notice given by SPONSOR or
CRO, specifying such breach; or

Investigator becomes personally unavailable to
conduct the Study and a CRO- approved
replacement has not been identified by Institution
and Investigator; or

two months after shipment of the Investigational
Product, Investigator has failed to meet the
enrolment target for Subjects set forth in Exhibit
A, or has recruited such a low number of Subjects
that it can be reasonably assumed by CRO that the
agreed number of Subjects will not be reached in
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provedenym  Zdravotnickym  zafizenim  nebo
Zkousejicim persondlu Studie. DPH vypofdadd CRO v
zemi svého sidla.

Poskytovatel a Zkousejici berou na védomi a souhlasi
s tim, Ze jejich dsudek s ohledem na jejich radu
kazdému Subjektu hodnoceni a péCi o néj neni a
nebude ovlivhén odménou, kterou Poskytovatel
a/nebo Zkousejici obdrzi v rdmci Studie.

Poskytovatel a ZkouSejici timto souhlasi s tim, Ze
pfedlozi EK Zdravotnického zafizeni a EK pro
multicentrickd klinickd hodnoceni tuto Smlouvu jako
dikaz podminek stanovenych pro provadéni
klinického hodnoceni podle ptislusného zakona.

Poskytovatel a ZkouSejici souhlasi s tim, Ze
ZADAVATEL a CRO mohou odtajnit informace o
odméndch a vydajich splatnych nebo uhrazenych
podle této Smlouvy libovolnym vladdnim ufadim
podle platnych zakont.

Ptedpokladana maximalni hodnota plnéni
965 991,40 K¢.
UKONCENI SMLOUVY

Tato Smlouva vstoupi v platnost k okamziku, kdy
bude uzaviena vSemi stranami, a bude trvat po celou
dobu trvani Studie podle Protokolu, pokud nebude
diive vypovézena v souladu s ustanovenimi tohoto
oddilu. CRO muZe vypovédét tuto Smlouvu
bezprosttedné pisemnou vypoveédi Poskytovateli a
Zkousejicimu z jakychkoli divodu, mimo jiné vcetné
jakychkoli z nasledujicich situaci:

Poskytovateli nebo Zkousejicimu se nepodaii napravit
porusenti této Smlouvy do tficeti (30) dni po obdrZeni
pisemného oznameni ze strany ZADAVATELE nebo
CRO, ve kterém upozoriiuji na toto poruseni; nebo

ZkouSejici nadale neni osobné schopen provadeét
Studie a Poskytovatel a ZkouSejici neurcili ndhradnika
schvdleného CRO; nebo

dva mésice po zaslani Hodnoceného piipravku se
Zkousejicimu nepodafilo splnit cil ndboru tykajici se
Subjektd hodnoceni, jak je uvedeno v Pfiloze A, nebo
registroval tak maly pocet SubjektG hodnoceni, Ze
CRO nemuze rozumné predpoklddat, Ze se podafi
dosdhnout dohodnutého poc¢tu Subjektt hodnoceni v
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accordance with the schedule set forth in Exhibit
A;or

the authorization/authorisation and approval to
perform the Study is withdrawn by the regulatory
authority and/or EC governing Institution; or

the audit or regulatory inspection identifies a
serious breach or lack of compliance with this
Agreement on the side of the Institution,
Investigator and/or Study Personnel; or

if any of the circumstances permitting termination
pursuant to Section 14.1 occur.

completion of recruitment for the Study; or
reasons relating to patient welfare; or
breach of Applicable Law; or

breach of anti-bribery clauses; or
involvement in competing trial.

This Agreement may be terminated by Institution
or Investigator, upon sixty (60) days’ prior written
notice to CRO, for breach of the Agreement by
CRO if the breach is not cured within thirty (30)
days of notification given by Institution or
Investigator as appropriate. However, in case of
material breach by CRO Institution shall not
terminate this Agreement before having notified
SPONSOR of such breach (setting out the nature
of said breach in reasonable detail) and having
given SPONSOR a term of 30 (thirty) days to
remedy said breach on behalf of CRO.

If this Agreement is terminated prematurely in
accordance with Section 17.1 or 17.2, Institution
and Investigator shall/must use its, his or her best
efforts to:

minimize further costs while maintaining good
medical care of the Subjects; and;

ensure that all Subjects shall complete the Study
according to the Protocol unless dictated otherwise
by Study Instructions.

all steps should be taken that are reasonably
required (as determined by the treating physician)
to ensure subject safety and well-being (wind-
down plan)
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souladu s harmonogramem uvedenym v Piiloze A;
nebo

regulacni organ a/nebo EK fidici Poskytovatele stdhne
povoleni a schvéleni k provddéni Studie; nebo

audit nebo kontrola regulaénitho orgdnu odhali
zdvazné poruSeni nebo nedodrZeni této Smlouvy ze
strany Poskytovatele, Zkousejictho a/nebo persondlu
Studie; nebo

pokud dojde k jakékoli situaci, kterd umozni vypoveéd’
Smlouvy podle oddilu 14.1.

dokonceni ndboru do Studie; nebo

divody tykajici se blaha pacienta; nebo
porusent platného zdkona; nebo

poruseni protikorupcniho ustanoveni; nebo
ucast v konkurenénim klinickém hodnoceni.

Poskytovatel nebo ZkousSejici mohou vypovédéet tuto
Smlouvu na zdkladé pisemné vypovédi predané CRO
s vypovédni lhltou Sedesat (60) dni, a to z divodu
porusené Smlouvy ze strany CRO, pokud nedojde k
napravé poruseni do tficeti (30) dni po upozornéni ze
strany Poskytovatele nebo Zkousejiciho, dle situace.
V piipadé¢ zdvazného poruseni Smlouvy ze strany
CRO vsak Poskytovatel nevypovi tuto Smlouvu, aniz
by nejdifive informoval ZADAVATELE o tomto
porusSeni (pfi¢emZ priméfené podrobné uvede povahu
daného poruseni) a di ZADAVATELI Ilhutu 30
(tficet) dni k naprave uvedeného poruseni za CRO.

Pokud dojde k vypovézeni této Smlouvy pfedcasné v
souladu s oddilem 17.1 nebo 17.2, Poskytovatel a
Zkousejici vyvinou nebo musi vyvinout maximalni
usili, aby:

minimalizovali dal$i ndklady a zdroven zajiStovali
dobrou zdravotni péci Subjektiim hodnocent;

zajistili, Ze vSechny Subjekty hodnoceni dokonci
Studii podle Protokolu, pokud nebude uvedeno jinak v
pokynech ke Studii; a

podniknou vSechny kroky, které je moZzné v rozumné
mife vyzadovat (jak posoudi oSetfujici 1ékat), aby
zajistili bezpe¢nost Subjektll hodnoceni a jejich blaho
(plan na postupné ukonceni).
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Should Investigator conclude that continuation of
the Study is no longer medically justifiable, due to
(i) unexpected results, (ii) the severity or
prevalence of serious adverse events or (iii) the
efficacy of the treatment with Study Drug appears
to be insufficient; then he/she will promptly notify
CRO and the EC in writing, and may suspend
treatment of Subjects until such time as CRO
(based on consultations with SPONSOR) and
Investigator reach agreement as to the best course
of action.

In case of termination, Institution and Investigator
will be compensated (except it the case of breach)
for: (i) activities performed up to the date of
termination; (ii) non-cancellable expenses already
incurred, provided they are actually paid and
properly documented; (iii) reasonable costs for
agreed wind-down of the Study.

INDEPENDENT CONTRACTOR

The relationship of Institution and Investigator to
CRO is that of independent contractor. Institution
and Investigator commit themselves to perform the
Services only as independent contractor and
nothing contained herein shall be construed to be
inconsistent with that relationship or status.
Institution, Investigator, and Study Personnel, shall
not be considered employees or agents of CRO
and, as such, shall not be entitled to any benefits
available to employees of CRO.

Institution and Investigator shall not retain any
subcontractor to perform any of its obligations
under this Agreement without the prior written
consent of CRO. Any such consent shall not
relieve Institution and Investigator of its
obligations hereunder, and Institution and
Investigator shall remain fully liable for all acts
and omissions of any such subcontractor. CRO
shall be permitted to assign in whole or in part the
discharge of obligations it assumed under this
Agreement to any of its Affiliates (or adequately
qualified third party subcontractors), without
releasing CRO from its responsibility for the
appropriate  performance of such assigned
obligations towards Institution.

This Agreement shall not constitute, create or in
any way be interpreted as, a joint venture,

partnership, or business organization of any kind.

CONTRACTUAL ARRANGEMENTS
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Pokud ZkouSejici dojde k zdvéru, Ze pokracovani
Studie neni naddle ze zdravotniho hlediska
opodstatnéné z divodu (i) neocekdvanych vysledkd,
(ii) z&vaznosti nebo vyskytu zdvaznych nezadoucich
pithod nebo (iii) d¢innost 1é¢by Hodnocenym lécivym
piipravkem se jevi nedostate¢nou, neprodlené o tom
pisemné informuje CRO a EK a muzZe pozastavit
1é¢bu Subjektth hodnoceni, dokud se CRO (na zdkladé
porady se ZADAVATELEM) se ZkouSejicim
nedohodnou na nejlep§im moZném feSeni.

V ptipadé vypovédi Smlouvy néleZi Poskytovateli a
ZkouSejicimu finanéni kompenzace (s vyjimkou
situaci, kdy dojde k poruSeni Smlouvy) za: (i) ¢innosti
vykonané do okamziku vypovédi; (ii) nezruSitelné
vydaje, které jiz vznikly, pokud jsou jiz skute¢né
uhrazené a tddn€ dokumentované; (iii) pfimcfené
naklady na dohodnuté postupné ukonceni Studie.

NEZAVISLY DODAVATEL

Vztah mezi Poskytovatelem a Zkousejicim k CRO md
povahu nezdvislého dodavatele. Poskytovatel a
Zkousejici se zavazuji provadét Sluzby pouze jako
nezdvisly dodavatel, pficemZ nic v tomto dokumentu
nebude vykladdno v rozporu s timto vztahem nebo
postavenim. Poskytovatel, ZkouSejici a personal
Studie se nepovazuji za zaméstnance ani zdstupce
CRO, tudiZ nebudou mit narok na zddné vyhody, které
maji zaméstnanci CRO.

Poskytovatel a  ZkouSejici nesmi  najmout
subdodavatele, ktery by provadél nékteré z jeho
povinnosti vyplyvajicich z této Smlouvy bez
predchoziho pisemného souhlasu CRO. Zadny takovy
souhlas neznamena zbaveni Poskytovatele a
Zkousejictho jejich zavazkdi podle této Smlouvy.
Poskytovatel a Zkousejici ziistanou pln¢ odpovédni za
konan{ a nekondni  jakéhokoli takového
subdodavatele. CRO bude mit moZnost zcela Cci
Castecné prevést plnéni povinnosti prevzatych na
zdkladé této smlouvy na kteréhokoli ze svych
pfidruZenych subjekti (nebo piislusné kvalifikované
subdodavatele tfeti strany), aniZz to zbavi CRO
odpovédnosti za spradvné plnéni takto prevedenych
smluvnich povinnosti vi¢i Poskytovateli.

Tato Smlouva nestanovuje, nevytvaii a nemiZe byt
ani interpretovdana jako spole¢ny podnik, partnerstvi
nebo jakdkoli obchodni organizace.

SMLUVNI UJEDNANI
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19.1.

19.2.

19.3.

19.4.

19.5.

19.6.

19.7.

19.8.

19.9.

230103

Titles to the Sections of this Agreement are solely
for convenience and do not constitute a substantive
part of this Agreement.

If any provision of this Agreement is held illegal,
invalid or unenforceable by a court of law, the
remainder of this Agreement shall not be affected
thereby.

Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of
any such terms or conditions, and the same shall
remain at all times in full force and effect.

Institution and Investigator understand and agree
that, as set forth in Section 2.3, SPONSOR is an
intended third-party beneficiary of this Agreement.

The respective signatories of the parties to this
Agreement represent and warrant that they have
the authority and ability to enter into the terms,
provisions and conditions of this Agreement on
behalf of their respective parties.

Neither party shall be responsible for any default
under this Agreement by reason of strikes, riots,
hostilities, wars, fire, acts of terrorism, acts of
God, death of Investigator, or any other cause
beyond its reasonable control. If the delay is
expected to be more than 30 days CRO or
SPONSOR may terminate the Agreement.

This Agreement may not be assigned by Institution
or Investigator without the prior written consent of
CRO.

CRO shall inform Institution of any termination or
intended termination of the agreement pursuant to
which CRO has been retained by SPONSOR for
the purposes of the Study. Thereupon, Institution
shall take such steps as are reasonably necessary to
assign this Agreement to any new CRO appointed
to manage the Study..

This Agreement constitutes the entire agreement
and final understanding of the parties with respect
to the subject matter hereof and supersedes and
terminates all prior and/or contemporaneous
understandings and/or discussions between the
parties, whether written or verbal, express or
implied, relating in any way to the subject matter
hereof. This Agreement may not be altered,
amended, modified or otherwise changed in any
way except by a written agreement, signed by all
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Nadpisy oddili v této Smlouvé maji pouze zvysit
srozumitelnost a nepfedstavuji vyznamnou soucdst
této Smlouvy.

Pokud bude jakékoli ustanoveni v této Smlouvée
shleddno nezdkonnym, neplatnym nebo
nevymahatelnym soudem, zbyvajici Cdasti této
Smlouvy timto nebudou ovlivnény.

Netrvani na dodrzovani vesSkerych podminek této
Smlouvy nepfedstavuje vSeobecné zieknuti se prav
ani vzdani se jakychkoli téchto podminek, pficemZ
stejné podminky budou zachoviny v platnosti a
Ucinnosti po celou dobu.

Poskytovatel a ZkousSejici se dohodli a souhlasi s tim,
7e ZADAVATEL neni oprdvnénou tfeti stranou této
Smlouvy, jak je uvedeno v oddilu 2.3.

Piislusni signatdfi smluvnich stran prohlasuji a
zaruCuji, Ze maji opravnéni a zpusobilost k uzavieni
pozadavkl,, ustanoveni a podminek této Smlouvy
jménem svych piislu§nych stran.

Z4dna strana nebude odpovidat za nedodrZeni této
Smlouvy z diivodu stavek, nepokojt, vojenskych akef,
valeCnych konflikt, poZzaru, teroristickych toku,
vys$§i moci, umrti Zkousejictho nebo z jakékoli jiné
priciny, kterd je mimo pfimétenou kontrolu. Pokud se
ocekdva zpozdéni delsi nez 30 dni, CRO a
ZADAVATEL mohou tuto Smlouvy vypovédét.

Poskytovatel nebo Zkousejici nemohou postoupit tuto
Smlouvu bez pfedchoziho pisemného souhlasu CRO.

CRO bude Poskytovatele informovat o vypovédi nebo
zamySlené vypoveédi této Smlouvy, podle které si
ZADAVATEL najal CRO pro ucely této Studie. Z
toho vyplyvd, Ze Poskytovatel podnikne kroky, které
jsou pfimefené nezbytné k postoupeni této Smlouvy
na jakoukoli novou CRO, kterd bude povéiena
fizenim Studie.

Tato Smlouva piedstavuje tplnou dohodu a konec¢né
ujednani smluvnich stran v souvislosti s predmétem

vvvvvv

a/nebo soucasnd ujedndni a/nebo diskuze mezi
stranami, pisemné ¢i uUstni, piimé C¢i nepiimé,

jakymkoli zptisobem souvisejici s predmétem této
Smlouvy. Tuto Smlouvu nelze jakymkoli zplisobem
zmenit, upravit, modifikovat nebo jinak pozménit, s
vyjimkou pisemné dohody podepsané vSemi stranami.
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parties.

19.10. All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered to the appropriate party at the address
below:

19.10.1. To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn: Site Contract Leader

19.10.2. To Investigator:
|
Fakultni nemocnice Hradec Kralove
Detska klinika
Sokolska 581
500 05 Hradec Kralove — Novy Hradec Kralove
Czech Republic

19.10.3. To Institution:

Fakultni nemocnice Hradec Kralove

Legal department

Sokolska 581

500 05 Hradec Kralove — Novy Hradec Kralove
Czech Republic

Attn: Dasa Prokupkova

19.11. Any party may change its address or number for
notice by giving notice in accordance with Section
19.10 and 19.12.

19.12. Any delivery that is called for under this
Agreement shall be complete when made by
personal delivery, fax, email, registered post,
certified post or courier, in each case with
confirmation of delivery/receipt.

19.13. The parties agree that this Agreement shall be
governed by the laws of Czech Republic, without
regard to the conflicts of law provisions thereof. In
case a dispute is brought before a court of law, the
courts of Prague will have sole jurisdiction over
the litigation.

19.14. . . . .

This Agreement is executed in both English and
Czech language. In case of any incoherence,
contradiction or discrepancy between the English
and the Czech version of this Agreement, the terms
of the Czech version will prevail.
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Veskerd ozndmeni, které je nezbytné nebo vhodné
dorucit podle této Smlouvy, vejdou v platnost po
doruceni piislusné strané na adresu uvedenou nize:

Je-li adresatem CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko

K rukam: Site Contract Leader

Je-li adresatem Zkousejici:

Fakultni nemocnice Hradec Krélové

Détska klinika

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Krdlové
Ceska republika

Je-li adresatem Poskytovatel:

Fakultni nemocnice Hradec Kralové

Pravni odbor

Sokolska 581

500 05 Hradec Krélové — Novy Hradec Kralové
Ceska republika

k rukdm: Dasi Proktipkové

Kterakoli strana miZe zménit svou adresu nebo ¢islo
pro ucely oznamovéni tak, Ze zasSle ozndmeni podle
oddilu 19.10 a 19.12.

Veskeré zasilky vyzddané touto Smlouvou budou
povazovany za doruCené pfi osobnim doruceni,
doru¢eni faxem, e-mailem, cennym psanim,
doporucenou postou nebo kuryrem, v kazdém piipadé
s potvrzenim dodani/pievzeti.

Strany souhlasi, Ze tato Smlouva se bude fidit zdkony
Ceské republiky, bez ohledu na rozpory mezi
zédkonnymi ustanovenimi a ustanovenimi této
Smlouvy. Pokud se spor dostane pfed soud, budou mit
nad jeho prib&hem vyhradni pravomoc soudy v Praze.

Tato Smlouva je vyhotovena v anglickém a ¢eském
jazyce. V pripadé¢ jakékoliv nesrovnalosti, rozporu i
nesouladu mezi anglickou a deskou verzi této
Smlouvy bude urcujici verze ¢eska.
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19.15.

19.16.

19.17.

19.18.

19.19.

230103

The Parties have agreed that this Agreement shall
be published in the contract register and that
Institution will publish the Agreement.

The Parties have agreed that a trade secret
indicated by CRO will be deleted before entering
the Agreement into the contract register and that
Exhibits to the Agreement will not be published in
the contract register. Before signing the
Agreement, CRO will send Institution the final
version of the Agreement in a machine-readable
format with highlighted text in the Agreement that
CRO considers to be trade secret.

The Parties acknowledge that no initiation visit or
delivery of the investigational medicinal product
will take place until the moment of publishing of
the final document in the contract register.

CRO undertake not to enter and will procure that
SPONSOR does not enter into any agreement on
compensation for this Study with Investigator or
with any other Study Personel.

This Agreement is executed in five (5)
counterparts, with one (1) counterpart for the
Institution, one (1) for the Investigator, and three
(3) for the CRO. Each counterpart shall be deemed
to be an original, and all of such counterparts shall
together constitute one and the same Agreement.
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Smluvni strany se dohodly, Ze tato smlouva bude
uvefejnéna v registru smluv a uvefejnéni smlouvy
provede Poskytovatel.

Smluvni strany se dohodly, Ze obchodni tajemstvi
oznacené CRO, bude pied zaddnim smlouvy do
registru smluv odstranéno a piilohy smluv nebudou v
registru smluv uvetejiiovany. Pfed podpisem smlouvy
CRO zasle Poskytovateli findlni verzi smlouvy ve
strojové Citelném formdtu s podbarvenym textem
smlouvy, které povazuje CRO za obchodni tajemstvi.

.....

navstéve a dodavee hodnoceného 1é¢ivého ptipravku do
okamZiku uvefejnéni kone¢ného dokumentu v registru
smluv.

CRO se zavazuji, Ze na tuto Studii neuzaviou se
ZkouSejicim ani jinym persondlem Studie Zzadnou
smlouvu o odméné.

Tato Smlouva je vyhotovena v péti (5) stejnopisech,
jeden (1) stejnopis je uren pro Poskytovatele, jeden
(1) pro Zkousejictho a tfi (3) pro CRO. KaZzdy
stejnopis bude povazovan za origindl a vSechny tyto
stejnopisy budou spolec¢né tvofit jednu a tu samou
Smlouvu.
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IN WITNESS WHEREOF, the parties hereto have NA DUKAZ TOHO smluvni strany podepsaly tuto
set their hands in five counterparts with the intention Smlouvu v péti stejnopisech jako zdvaznou dohodu
that this is a binding agreement as provided herein. tak, jak je uvedeno v této Smlouve.

€)) PAREXEL International (IRL) Limited:

3

(Signature of Authorized Official) 25.10.2017
(Podpis opravnéného pracovnika)
(Typed or Printed Name) Date
(Jméno strojem nebo hilkovym pismem) Datum
?2) Fakultni nemocnice Hradec Kralové

3.11.2017
prof. MUQr. Vladimir Pali¢ka, CSc., dr. h.c. Date
Director / Reditel Datum
|

2.11.2017
. Date

Datum
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Exhibit A — Enrolment and Payment Schedule Priloha A — Nabor a Harmonogram plateb
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Exhibit B — Definitions

“Affiliate” means in relation to either party to this
Agreement, any company, partnership or other entity
which directly or indirectly controls, is controlled by,
or is under common control with such party. For
purposes of this definition, “control” means the
beneficial ownership of more than fifty (50) per cent
of the issued voting shares or the legal power to
direct or cause the direction of the general
management of the company, partnership or other
entity in question, and “controlled” shall be construed
accordingly.

“Applicable Law” means any international, national,
federal, state, provincial, commonwealth, or local
government law, statute, rule, requirement, code,
regulation, or ordinance that applies to any party or to
a Study, the Services, or this Agreement, as well as
the current good clinical practices guidelines of the

International Conference on Harmonization of
Technical Requirements for Registration of
Pharmaceuticals for Human Use Topic E6:

Guidelines on Good Clinical Practice, and applicable
version(s) of the World Medical Association
Declaration of Helsinki, and, where applicable, rules
governing good manufacturing practice and good
laboratory practice, and rules governing the collection
and processing of Personal Data and the collection
and storage of human tissue samples and the
performance of DNA testing.

“Completed Subject” means any Subject who has
completed the prescribed course of treatment for a
subject in the Study in accordance with the Protocol.

“Confidential Information” refers to any and all
Information belonging to SPONSOR, CRO and/or
their respective Affiliates including, but not limited
to, Information that SPONSOR, CRO and/or their
respective Affiliates consider to be trade secrets and /
or the release of which could prejudice legal,
commercial or other interests of SPONSOR, CRO
and/or their respective Affiliates and which are (i)
provided, disclosed or submitted to Institution or
Investigator or (ii) which are otherwise obtained by
Institution and Investigator.

“Data Security Breach” means: (a) the loss or misuse
(by any means) of Personal Data; (b) the inadvertent,
unauthorized, and/or unlawful Processing, disclosure,
access, alteration, corruption, transfer, or sale or
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Priloha B — Vymezeni pojmu

,wPlidruzeny subjekt“ znamend v souvislosti s
jakoukoli stranou této Smlouvy jakoukoli spole¢nost,
partnerstvi nebo jiny subjekt, ktery pfimo ¢i nepiimo
kontroluje nebo je kontrolovan nebo je pod spole¢nou
kontrolou s touto stranou. Pro ucely této definice
znamend ,kontrola® opravnéné vlastnictvi vice nez
padesati (50) procent vydanych hlasovacich podili
nebo zdkonnou moc fidit nebo ovliviiovat fizeni
predstavenstva spole€nosti, partnerstvi nebo jiného
takového subjektu, pricemZz ,kontrolovan®“ bude
vykladéno v souladu s timto.

,PisluSny zdkon* znamend jakykoli mezinédrodni,
narodni, federdlni, stitni, regiondalni, konstitu¢ni ¢i
mistni vladni zdkon, pfedpis, pravidlo, pozadavek,
zakonik, nafizeni nebo vyhldska, které se tykaji
jakékoli strany nebo Studie, Sluzeb nebo této
Smlouvy, ale i aktudlnich pokynii pro spravnou
klinickou praxi Mezindrodni konference pro
harmonizaci technickych poZadavkll na registraci
farmaceutickych humdénnich pfipravki, téma E6:
Pokyny pro spravnou klinickou praxi a piislusné
verze Helsinské deklarace Svétové l1ékai'ské asociace
a (v pouZzitelnych piipadech) pravidla urcujici
spravnou vyrobni praxi a spravnou laboratorni praxi a
pravidla urCujici shromazd'ovani a zpracovani
osobnich 1daji a shromazd’ovani a uchovavani
vzorkl lidské tkan€ a provadéni testh DNA.

z6¢

,Dokonceny Subjekt hodnoceni piedstavuje jakykoli
Subjekt hodnocent, ktery dokoncil pfedepsanou 1é¢bu
Subjektu  hodnoceni ve Studii v souladu s
Protokolem.

,Duveérné informace* odkazuji na jakékoli a veskeré
informace ndleZejici ZADAVATELI, CRO a/nebo
jejich prislusnym pfidruzenym subjekttiim, mimo jiné
informace, které ZADAVATEL, CRO a/nebo jejich
ptislusné pridruzené subjekty povazuji za obchodni
tajemstvi a/nebo takové, jejichZz publikace by
poskodilo zdkonné, obchodni ¢&i jiné z4ajmy
ZADAVATELE, CRO a/nebo jejich pfisluSnych
pfidruZzenych subjektd a které jsou (i) pfedany,
zptistupnény nebo piedlozeny Poskytovateli nebo
Zkousejicimu nebo (ii) které Poskytovatel a
Zkousejici ziskali jinym zpisobem.

,PoruSeni bezpecnosti udaju“ znamend: (a) ztratu
nebo zneuziti osobnich tdaji; (b) nedmyslné,

neopravnéné  a/nebo  nezdkonné  zpracovdni,
zvetejnéni, zpfistupnéni, pozménéni, poskozeni,
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rental, destruction, or use of Personal Data; or (c) any
other act or omission that compromises the security,
confidentiality, or integrity of Personal Data.

“eCRFs/CRFs” (Electronic Case Report Forms or
Case Report Forms) are paper or electronic
questionnaires specifically used by Institution and
Investigator pursuant to the Protocol for Subject data
reporting.

“Fully Cooperate” means to assist in completing a
specified end or purpose.

“Information” refers to any and all oral, written
(including all other tangible forms) and other
information, material and assets of any nature,
whether or not protected by Intellectual Property
Rights or any applications for such rights, such as,
but not limited to, data, data information, data and
Reports on the Study and the Study Drug, (e)CRFs
(whether completed or not), final Reports, all other
clinical data, manufacturing data, the Protocol, the
Investigator Brochure, laboratory records,
information contained in submissions to regulatory
authorities, unpublished data and Reports, any and all
other Study documentation, technical information,
findings, samples, interim results and results,
Intellectual Property Rights and any other
information and assets potentially subject to any kind
of intellectual property rights, whether protectable or
not, and any existing or future rights therein;
Subjects’ medical files and documents facilitating
identification of the Study Subjects.

“Intellectual Property Rights” refers to existing and /
or future patents, patent applications, trade marks,
trade names, service marks, domain names,
copyrights, moral rights, rights in and to databases
(including rights to prevent the extraction or
reutilization/reutilisation of Information from a
database), design rights, topography rights, know-
how, trade secrets and all rights or forms of
protection of a similar nature or having equivalent or
the similar effect to any of them which may subsist
anywhere in the world, whether or not any of them
are registered and including applications for
registration of any of them; furthermore rights of use,
rights of exploitation, rights of utilization and
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ptenos nebo prodej ¢i prondjem, zniceni ¢€i pouZiti
osobnich tudaji; nebo (c) jakékoli jiné konani ¢i
nekondni, které naruSuje bezpecnost, divernost ¢i
celistvost osobnich udajt.

,,eCRF* (Zaznam subjektu hodnoceni) jsou dotazniky
v papirové nebo elektronické podob¢é konkrétné
pouzivané Poskytovatelem a ZkousSejicim v souladu s
Protokolem pro ucely hldSeni ddaji o Subjektu
hodnoceni.

,,PIné spolupracovat™ znamena poskytnout soucinnost
pfi dosahovani urcitého cile ¢i ucelu.

»Informace* znamenaji jakékoli a veSkeré ustni,
pisemné (véetné veskerych jinych hmotnych forem) a
jiné informace, materidl a majetek jakékoli povahy,
at’ jiz chranéné pravy k duSevnimu vlastnictvi,
piipadné jakékoli pouZiti takovych prdv, mimo jiné
napiiklad data, datové informace, data a zpravy
tykajici se Studie a Hodnoceného 1écivého piipravku,
formulate CRF (at vypInéné, ¢i nevyplnéné),
zavérecné zpravy, vesSkeré dalsi klinické tdaje,
vyrobni udaje, Protokol, soubor informaci pro
zkouSejiciho, laboratorni zdznamy, informace
obsazené v predloZzenych materidlech pro regulacni
organy, nepublikovand data a zprdvy, jakdkoli a
veSkerd dal§i studijni dokumentace, technické
informace, nalezy, vzorky, prubéZné vysledky a
vysledky, prava k duSevnimu vlastnictvi a veskeré
dal$i informace a majetek potencidlné podléhajici
jakymkoli pravim k duSevnimu vlastnictvi, at’ jiz s
moznosti ochrany, nebo bez ni, a k veSkerym
stavajicim ¢i budoucim pravim s tim souvisejici;
zdravotni zdznamy a dokumentace Subjekti
hodnoceni  usnadiujici  identifikaci ~ Subjekti
hodnoceni.

»Prava k dusevnimu vlastnictvi* se tykaji stdvajicich
a/nebo budoucich patentti, Zadosti o patent, obchodni
znacek, obchodnich nazvi, servisnich znacek, nazvu
domén, autorskych prdv, mordlnich prav, prav v
databdzich a k nim (v€etné prav pro zabranéni ziskani
nebo opétovného pouziti informaci z databaze),
konstrukénich prév, topografickych prav, know-how,
obchodnich tajemstvi a vSech prdav nebo zptisobl
ochrany podobné povahy nebo takovych, které maji
stejny nebo obdobny ucinek vuci kterymkoli z téch,
které mohou existovat kdekoli na svété, at’ uz jsou
jakékoli z nich registrované, véetné¢ zadosti o
registraci, nebo nejsou; dale pak prava k pouZiti,
prava k zuzitkovani, prava k vyuZiti a licence, at’ uz
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licenses, whether royalty-free or otherwise.

“Investigational Product” refers to SPONSOR’s
investigational product(s) including the Study Drug
and / or investigational device and to placebo,
comparator drug / device or any other control
material as defined in the Protocol.

“Investigator” is the individual named in item (3) in
the introduction to this Agreement, and is the person
responsible for the conduct of the Study at Institution.
If a Study is conducted by a team of individuals at an
Institution, Investigator is the responsible leader of
the team and may be called the principal investigator.

“Investigator Request Form” (IRF) shall mean the
form containing the information that PAREXEL
Finance Department requires from the payee prior to
being able to process payments for said payee.

“Personal Data” means any information relating to an
identified or identifiable natural person; an
identifiable person is one who can be identified,
directly or indirectly, in particular by reference to an
identification number or to one or more factors
specific to his physical, physiological, mental,
economic, cultural or social identity.

“Process” means any operation or set of operations
which is performed upon Personal Data, whether or
not by automatic means, such as collection,
recording, organization, storage, adaptation or
alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making
available, alignment or combination, blocking,
erasure or destruction.

“Reports” means any reports that are required by the
applicable regulatory committee to close out the
Study.

“Resources” refers to any facilities and equipment
that are utilized for the conduct of the Study.

“Services” means the services to be provided by the
Institution, the Investigator and/or the Study
Personnel under the terms of this Agreement.

“Study” means the scientific research as defined in
the Protocol.
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bez bez licen¢niho poplatku nebo jiné.

,Hodnoceny piipravek” pfedstavuje Hodnoceny
piipravek nebo Hodnocené piipravky
ZADAVATELE, véetné Hodnoceného 1é¢ivého

ptipravku a/nebo hodnoceného prostfedku a placeba,
srovndvaciho ptipravku / prostfedku nebo jakéhokoli

jiného kontrolntho materidlu  definovaného v
Protokolu.
»ZkouSejici je osoba identifikovand v ¢asti (3) v

dvodu této Smlouvy a je to osoba odpovédnd za
provadéni Studie v zafizeni Poskytovatele. Pokud
Studii provadi tym osob ve Poskytovatel, Zkousejici
je odpovédny vedouci tohoto tymu a mulZe se
oznacovat jako hlavni zkousejici.

LHormuldi  zZaddanky ZkousSejictho (Investigator
Request Form, IRF) znamend formuléf, na némz jsou
uvedeny informace, které finan¢ni oddéleni
spole¢nosti PAREXEL vyZaduje od piijemce platby,
neZ bude moZné provést zpracovani plateb pro
daného piijemce.

»Osobni tddaje” predstavuji jakékoli informace
tykajici se identifikované nebo identifikovatelné
fyzické osoby; za identifikovatelnou osobu
povaZujeme osobu, kterou lze piimo ¢i nepiimo
identifikovat, pfedev$im odkazem na identifikacni
¢islo nebo na jeden ¢i vice faktort, které jsou
specifické pro jeho/jeji fyzickou, fyziologickou,
duSevni, ekonomickou, kulturni ¢i socialni identitu.

»Zpracovat® znamend jakoukoli operaci nebo soubor
operaci, které se provadéji s osobnimi udaji, at’ jiz
automaticky, nebo ne, napf. shromazd’ovani,
zaznamendvani, organizovani, uchovavani, adaptace
nebo zmény, ziskdni, konzultace, pouZiti, pfedani
pfenosem, S$ifenim nebo zpfistupnénim jinym
zpisobem, uspotrddani nebo kombinovani, formovani,
vymaz nebo zniceni.

»Zpravy* predstavuji jakékoli zpravy, které vyZzaduje
ptislusna regulacni komise k ukonceni Studie.

»Zdroje* odkazuji na jakékoli prostory a vybaveni,
které slouzi k provadéni Studie.

»luzby*  pfedstavuji  sluzby, které
Poskytovatel, Zkousejici a/nebo personél
podle podminek této Smlouvy.

poskytuje
Studie

otudie” znamend védecky vyzkum definovany v
Protokolu.
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“Study Instructions” means any written document,
other than the Protocol, issued by SPONSOR or CRO
that specifically relates to and references the Study
and which provides additional information and/or
instructions on how the Institution and Investigator
shall conduct the Study. Study Instructions may be
transmitted from SPONSOR or CRO to Institution
and/or Investigator by personal delivery, fax, e-mail,
registered post, certified post or courier.

“Study Personnel” means any employees of
Institution or Investigator, and/or contractors engaged
by Institution or Investigator, who are involved in
performing the Study, including Sub-Investigator(s),
Study coordinator(s), and any other contractors,
agents and employees of Institution or Investigator
who assist Institution and Investigator with the Study.

“Study Results” refers to any and all Information and
any other material and results directly or indirectly
arising from or in connection with the Study,
regardless of whether the Study was aimed at
yielding the relevant Study Results or whether they
are ancillary in connection with the Study.

“Sub-Investigator” is any individual member of the
Study team designated and supervised by the
Investigator at Institution to perform critical trial-
related procedures and/or to make important trial-
related decisions (e.g., associates, residents, research
fellows).

“Subject” is a person participating in the Study and
identified in the signed informed consent form.
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,Pokyny ke Studii“ ptedstavuji jakykoli pisemny
dokument, kromé Protokolu, vydany
ZADAVATELEM nebo CRO, ktery se konkrétné
tykd Studie nebo na ni odkazuje a ktery poskytuje
dalsi informace a/nebo pokyny k provadéni Studie ze
strany Poskytovatele a ZkouSejictho. Pokyny ke
Studii 1ze ptenaset od ZADAVATELE nebo CRO na
Poskytovatele a/nebo Zkousejiciho osobné€, faxem,
elektronickou poStou, cennym psanim, doporucenou
postou nebo kuryrem.

,Persondl Studie* znamend jakékoli zaméstnance
Poskytovatele nebo Zkousejictho a/nebo dodavatele
najaté Poskytovatelem nebo ZkousSejicim, ktefi se
acastni provadéni Studie, véetné
spoluzkousejiciho/spoluzkousejicich,
koordinatora/koordindtort Studie a jakychkoli dalsich
dodavatelli, zastupcii a zaméstnanci Poskytovatele
nebo Zkousejiciho, ktefi pomahaji Poskytovateil a
Zkousejicimu se Studii.

»Vysledky Studie ptedstavuji jakékoli a veskeré
informace a jakykoli dalsi material a vysledky, které
ptimo ¢i nepiimo vznikly ze Studie nebo ve spojent s
ni, bez ohledu na to, zda bylo cilem Studie ziskat
vysledky Studie nebo zda maji v souvislosti se Studii
dopliikovou povahu.

»dpoluzkousejici je jakykoli ¢len studijniho tymu
uréeny Zkousejicim v zafizeni Poskytovatele, ktery
na n¢j dohlizi. Jeho tkolem je provadet kritické
postupy souvisejici s klinickym hodnocenim a/nebo
¢init dalezitd rozhodnuti souvisejici s klinickym
rozhodnutim (napf. spole¢nici, interni zamestnanci,
kolegové z vyzkumu).

»dubjekt hodnoceni* je osoba, kterd se dcastni Studie

a ktera je identifikovana v podepsaném formulari
informovaného souhlasu.
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