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CONFIDENTIAL/DUVERNE

CONTRACT WITH THE CENTRE FOR
CONDUCTING CLINICAL STUDY

Concluded under Section 174 of the Act No. 89/2012 Coll.,
the Civil Code, as amended, on the day stated below, by
and between:

Leading Clinical Research, s.r.o. with its registered office
in Prague at Jana Zajice 216/29, postal code 170 00,
Prague 7, entered in the register of kept by Municipal
Court in Prague, section C, insert 217272, identification
number 02249782, tax identification number
CZ02249782, represented by MUDr. Jiti Paseka
- Managing Director, as a clinical research organization,
hereinafter referred to as “CRO”,

and

Faculty Hospital in Motol, government organization,

located at V Uvalu 84, 150 06 Praha 5, VAT: 00064203, ID:

CZ 00064203, bank account:

Praha 1, 115 03, Czech Republic; No.:

IBAN BIC:
represented by

by delegation of 29.11.2016, hereinafter

reterred to as “the Centre”,

all of the aforesaid hereinafter jointly referred to as “the
Parties”.

Whereas:

Saniona A/S with its seat at Baltorpvej 154, DK2750
Ballerup, Denmark, Registration number: 34049610 is a
Sponsor of the clinical study titled”A double-blind,
randomized, placebo-controlled, multiple-dose, multi-
centre safety and efficacy study of co-administration of
tesofensine/metoprolol in subjects with Prader-Willi
syndrome (PWS)”, Protocol TMO0O2 (hereinafter referred to
as “Study”), )

and CRO has been in relation to the conducting of the
Study entrusted with certain operations and functions of
the Sponsor,

The Parties concluded the following contract (hereinafter
referred to as “this Contract”):

DEFINITIONS

The Parties agree that the foilowing terms used in this
Contract shall have the meaning as defined below; this shall
apply also for such terms without a capital letter, unless
another meaning is implied by context in which such term is
used.

SMLOUVA S RESITELSKYM CENTREM O
PROVADENI KLINICKEHO HODNOCENI

Uzaviend podle ustanoveni § 1746 odst. 2 zdkona &.
89/2012 Sb., obcansky zdkonik, veznéni pozdg&jsich
predpis(, nize uvedeného dne mezi:

Leading Clinical Research, s.r.o. se sidlem v Praze na
adrese Jana Zajice 216/29, PSC 170 00, Praha 7, zapsand
v obchodnim rejstfiku u Méstského soudu v Praze, oddil C,
vlozka & 217272,1C 02249782, DIC (Z02249782,
zastoupend/jednajici MUDr. Jifim Pasekou - Managing
Director, jako smluvni vyzkumna organizace, dale jen
,CRO",

Fakultni nemocnice v Motole, statni prispévkova
organizace, se sidlem V Uvalu 84, 150 06 Praha 5, ICO:
00064203, DIC: CZ 00064203, bankovni spojent:

Praha 1, 11503, Ceska reublika, &.G¢tu:

zastoupena
na zdkladé povéreni ze dne
29.11.2016, ddle jen ,poskytovatel zdravotnich sluzeb”,

viichni shora uvedeni dédle spole¢né oznalovani jako
»smluvni strany”.

Vzhledem k tomu, Ze:

Saniona A/S se sidlem Baltorpvej 154, DK2750 Ballerup,
Dénsko, Registra¢ni &islo: 34049610 je zadavatelem
klinického hodnoceni sndzvem: ,A double-blind,
randomized, placebo-controlled, multiple-dose, multi-
centre safety and efficacy study of co-administration of
tesofensine/metoprolol in subjects with Prader-Willi
syndrome (PWS)“, Protokol TM002 (dale jen ,klinické
hodnoceni”),

a CRO byly svéfeny vevztahu k tomuto klinickému
hodnoceni urcité ¢innosti a funkce zadavatele,

uzavrely smluvni strany smlouvu nésledujiciho obsahu
(dale jen ,tato smlouva“):

DEFINICE

Smiuvni strany se dohodly, Ze nésledujici pojmy uZivané
touto smlouvou budou mit déle definovany vyznam; to
plati pro uvedené pojmy i bez pouziti velkych po¢ateénich
pismen, ledaZe zkontextu jejich pouZiti vyplyvd néco
jiného.
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“Contract” means this Contract along with all Appendices
hereto.

,»Study Drug” means Tesofensine, metoprolol and placebo.

_“Study” means ,A double-blind, randomized, placebo-
controlled, multiple-dose, multi-centre safety and efficacy
study of co-administration of tesofensine/metoprolol in
subjects with Prader-Willi syndrome (PWS)“.

“Protocol”, means Study protocol TM002, Version 1.0,
dated 25 September 2016, with later amendments.

“Study Terms” means any and all detailed rules and/or
instructions of how to conduct the Study including the Study
Protocol, valid legal regulations of the Czech Republic,
especially the Act No. 372/2011 Coll., on Health Services
and the conditions applicable thereto, as amended, the
Act No. 378/2007 Coll., the Act on Pharmaceuticals, as
amended, and the Decree No. 226/2008 Coll., on Correct
Clinical Practice and detailed conditions for Clinical
Studies of Pharmaceuticals, any guidelines of the relevant
the Multicentre ethics committee and State Institute for
Drug Control (“SUKL”), good medical practice, guidelines of
the Helsinki Declaration (revised version from 2013) and
Good Clinical Practice (GCP) from Guidelines
CPMP/ICH/135/95 dated January 17, 1997, as well as
obligations of the Investigator, other members of the
Investigating Team and the Centre under a contract with
CRO.

“Investigating Team” means persons, as listed in point 3.3
herein, who participate in the Study, responsible for
specified tasks connected with the Study.

“Patients” mean participants included in the Study at their
consent.

“Centre” means Faculty Hospital in Motol, government
organization, located at V Uvalu 84, 150 06 Praha 5.
“Sponsor” means Saniona A/S with its seat at Baltorpvej

154, DK2750 Ballerup, Denmark.

“Adverse Events” means events constituting Adverse
Events under Protocol or Study Terms.

“Serious Adverse Events” means events constituting
Serious Adverse Events under Protocol or Study Terms.

»Smlouvou“ se rozumi tato smlouva spolecné se vSemi jejimi
prilohami.

»Hodnocenym lécivem” se rozumi Tesofensine, metoprolol
a placebo.

»Klinickym hodnocenim” se rozumi ,A double-blind,
randomized, placebo-controlled, multiple-dose, multi-
centre safety and efficacy study of co-administration of
tesofensine/metoprolol in subjects with Prader-Willi
syndrome (PWS)“.

,Protokolem” se rozumi protokol klinického hodnoceni
TMO002, Version 1.0, dated 25 September 2016, véetné
jeho pozdéjsich zmén.

,Podminkami klinického hodnoceni” se rozumi jakédkoli a
veskerd podrobnd pravidla a/nebo pokyny tykajici se
zplsobu provadéni klinického hodnoceni, véetné protokolu
klinického hodnoceni, platnych pravnich predpist Ceské
Republiky, a to zejména zdkona ¢..372/2011 Sb., o
zdravotnich sluzbach a podminkdch jejich poskytovani,
v platném znéni, zadkona ¢.378/2007 Sh., o lécivech,
v platném znéni a vyhlasky ¢. 226/2008 Sb., kterou se
stanovi spravna klinicka praxe a blizsi podminky klinického
hodnoceni lécCiv, jakychkoli pokyn( prislusné Etické komise
pro multicentrickd hodnoceni a Statniho Ustavu pro
kontrolu lé¢iv (,SUKL"), spravné lékaiské praxe, zasad
stanovenych Helsinskou deklaraci (upravena verze z roku
2013) a sprdvné klinické praxe (GCP) vymezené v pokynu
CPMP/ICH/135/95 ze dne 17. ledna 1997, a dale zavazky
zkousejictho, daldich ¢Elend  vyzkumného tymu i
resitelského centra dle smlouvy s CRO.

»Vyzkumnym tymem® se rozumi osoby uvedené v bodu 3.3
této smlouvy, které se ucastni klinického hodnoceni a maji
na starosti konkrétni ukoly souvisejici s klinickym
hodnocenim.

,Subjekty hodnoceni” se rozumi pacienti zafazeni do studie
na zakladé jejich souhlasu.

,Resitelskym centrem” se rozumi Fakultni
nemocnice v Motole, statni pfispévkova organizace, se
sidlem V Uvalu 84, 150 06 Praha 5.

»Zadavatelem” se rozumi spolenost Saniona A/S se sidlem
Baltorpvej 154, DK2750 Ballerup, Dénsko.

»NeZadouci pfihodou” se rozumi udalosti zahrnuté pod
definici neZddouci ptihody Protokolem, pfipadné
Podminkami klinického hodnoceni.

»Zavainou nezddouci prihodou” se rozumi uddlosti
zahrnuté pod definici zdvainé nezadouci ptihody
Protokolem, pfipadné Podminkami klinického hodnoceni.
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—

“Study Monitor” means an individual under employment
or another contractual relationship with the Sponsor,
authorized by Sponsor to give instructions to the
Investigator, members of the Investigating Team, review
fulfillment of their liabilities under this Contract and
overtaking particular deliverables within such fulfillment
or other documents.

”Study Drug” means the investigational medicinal product
being subject to the Study.

References made to generally applicable legal regulations
already referred to herein including their No. in the
Collection of Laws, refer next time only to verbal
designation of such legal regulation or its commonly used
shortened designation.

1. SUBIJECT OF THE CONTRACT

1.1. By this Contract, the Parties set out mutual rights
and obligations and other terms of their cooperation in
relation to conducting the Study entrusted by Sponsor.
This Contract constitutes the Centre’s consent to
conducting the Study in its premises.

1.2. The Study will be conducted in line with the
Protocol.
1.3. The Protocol specifies the scope and character of

the Study and details actions which need to be taken in
relation to the Study.

1.4. The Protocol can be amended by the Sponsor, or by
CRO on its behalf, according to appropriate legal
regulations.

1.5. The Study will commence only upon obtaining the
competent ethics committee’s and local ethics
committee’s standpoint of approval and permission of the
State Institute for Control of Pharmaceuticals (“SUKL"), or
in the case that the Study is according to applicable
provisions of the Act on Pharmaceuticals subject to
notification, by the Study not being disapproved by SUKL,
in respect of conducting the Study.

2. PLACE AND TERM OF STUDY

2.1. The Study will be conducted in in Pediatric clinic 2.
LF UK and FN Motol at the Centre.

2.2.  The Study will be conducted at the Centre in the
period from 01/2017 to 11/2017 with reservation of
Paragraph 1.5 above and Article 8. below.

,Monitorem klinického hodnoceni” se rozumi fyzicka
osoba v pracovnépravnim ¢&i jiném smluvnim vztahu
k zadavateli, kterd je zadavatelem povéfena k udélovant
pokyn( zkousejicimu, ¢lenim vyzkumného tymu, kontrole
plnéni jejich povinnosti dle této smlouvy a pFebirani
jednotlivych vystupld vramci tohoto plnéni a jinych
pisemnosti.

,Hodnocenym |é¢ivem” se rozumi |éCivy pfipravek
hodnoceny v klinickém hodnoceni.

Odkazy na obecné zdvazné pravni predpisy, které jsou jiz
jednou uvedeny v textu této smlouvy véetné Cisla dle
shirky zakond, jiz dale uvadéji pouze slovni ndzev préavniho
predpisu, popfipadé obecné uzivany nazev zkraceny.

1. PREDMET SMLOUVY

1.1. PFedmétem této smlouvy je Uprava vzdjemnych
prav a zavazkd smluvnich stran a dalSich podminek jejich
soulinnosti  pfiprovadéni  klinického  hodnoceni
svéfeného zadavatelem. Tato smlouva predstavuje
souhlas fesitelského centra s provadénim klinického
hodnoceni v jeho prostordch.

1.2. Klinické hodnoceni bude provddéno v souladu s
protokolem.

1.3. Protokol vymezuje rozsah a charakter klinického
hodnoceni a specifikuje jednotlivé €innosti, jez je nutné
v souvislosti s klinickym hodnocenim provadét.

1.4.
oprdvnén
predpisy.

Protokol je zadavatel, popf. CRO v jeho zastoupeni,
ménit vsouladu s pfisluSnymi  pravnimi

1.5. Klinické hodnoceni bude zahdjeno az po vydani
souhlasného stanoviska pfislusné etické komise a
povoleni Statniho Ustavu pro kontrolu |éCiv (déle jen
,SUKL“) & v pripadé, e klinické hodnoceni podléhd podle
pfisludnych ustanoveni zdkona o léCivech ohld3eni, jeho
nezamitnuti SUKL, ve vztahu k provédéni tohoto
klinického hodnoceni.

2. MISTO A DOBA TRVANI KLINICKEHO HODNOCENI

2.1. Klinické hodnoceni bude provddéno na Pediatrické
klinice 2. LF UK a FN Motol feSitelského centra.

2.2. Klinické hodnoceni bude probihat v fesitelském
centru v obdobi od 01/2017 do 11/2017 ustanoveni
odstavce 1.5 vyse a ¢ldnku 8. nize tim neni dotéeno.
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3. OBLIGATIONS OF THE CENTRE

3.1. The Centre shall enable the Investigator and the
Investigating Team to conduct the Study at the Centre in
accordance with the Protocol, it will allocate an
appropriate amount of time of its employees and it will

appoint highly qualified personnel to the Study.

3.2.  The Centre shall enable the Investigating Team to
conduct the Study with highest care and in particular in
accordance with valid legal regulations, especially with
the Public Health Care Act, the Act on Pharmaceuticals
and the Decree No. 226/2008 Coll., on Good Clinical
Practice and detailed conditions for Clinical Studies of
Pharmaceuticals, ICH GCP and conditions issuing from the
Helsinki declaration, medical code of ethics, and
commonly accepted recommendations.

3.3.  The Study shall be conducted by the Investigating
Team under supervision of the investigator

ol ' (“Investigator”). The Centre snai
Unwer v wicuinswances substitute another person to
Investigator without CRO's prior written approval,
including the case of termination of the Investigator's
legal relationship to the Centre. The Investigating Team
shall be con M

5

3.4. The Study shall be conducted with participation of
at: minimusy = g teme and at
minimum ! <) patients
{*Patients”, Lo sudi uiiare nmvesugaior, upon obtaining
their informed written consent to participate in the Study
according to applicable legal regulations. CRO reserves
itself a right to unilaterally change the number of Patients
participating in the Study.

3.5.  The Study at the Centre shall involve such a number
of Patients as needed according to determination by CRO
with regard to the rate of enrolment at other centres
participating in the Study.

3.6. In order to ensure adequate performance of the
obligations under this Contract, the Centre also
undertakes to:
a. provide an appropriate location for conducting
the Study (to examine the Patients, perform

3. POVINNOSTIRESITELSKEHO CENTRA

3.1. Reditelské centrum umoini zkoudejicimu a
vyzkumnému tymu provadét v feditelském centru klinické
hodnoceni v souladu s protokolem, vyhradi  svym
zaméstnanciim pro tyto Gcely potiebné mno¥stvi asu a
pritadi na provadéni klinického hodnoceni vysoce
kvalifikovany persondl.

3.2. Regitelské centrum umo3ni vyzkumnému tymu
provadét klinické hodnoceni s maximalni pé¢i a zejména
v souladu s platnymi pravnimi predpisy, a to zejména se
zdkonem o pé&i o zdravi lidu, zakonem o lé&ivech a
vyhlaSkou ¢.226/2008 Sb., kterou se stanovi spravna
klinickd praxe a blizéi podminky klinického hodnoceni
léCiv, se zdsadami spravné klinické praxe stanovenymi
Mezindrodni konferenci pro harmonizaci a podminkami
vychazejicimi z Helsinské deklarace, s [ékatskym etickym
kodexem, a obecné pfijatymi doporugenimi.

3.3. Klinické hodnoceni bude provadéno vyzkumnym
tymem pod dohledem zkousejiciho

(,zkousejici”). Bez predchoziho
pisemneno souhlasu CRO fesitelské centrum za 74dnych
okolnostf nenahradi zkousejiciho jinou osobou, a to ani v
pfipadé ukonéeni pravniho vztahu zkousejiciho  k
reditelskému  centru. Vyzkumny tym budou tvofit
nasledujici osoby:

3.4. Klinické hodnoceni bude proviadéno za Udlasti
minimalné !
miniméalné subjektd
hodnoceni (,subjekty hodnoceni®) vybranych zkousejicim
po obdrZeni jejich informovaného pisemného souhlasu
s Ucasti v klinickém hodnoceni dle pFislusnych préavnich
predpist. CRO si vyhrazuje pravo jednostranné ménit
pocet subjektd hodnoceni zafazenych do klinického
hodnoceni.

3.5.  V klinickém hodnocenf realizovaném v feéitelském
centru bude zapojeno tolik subjektt hodnoceni, kolik
bude potieba podle uréeni CRO s ohledem na pocty
subjektld hodnoceni v jinych fesitelskych centrech
podilejicich se na klinickém hodnoceni.

3.6. Za dcelem  zajisténi odpovidajictho  plnénf
povinnosti dle této smlouvy se Fesitelské centrum rovnés
zavazuje:
a. poskytnout  odpovidajici  prostory pro
provadéni klinického hodnoceni (k vyZetfovani
subjektd hodnoceni, provadéni dalgich testq,
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additional tests, store the Study Drug and
documentation of the Study);

b. provide the access to Internet;

c. register, store the Study Drug according to
appropriate provisions of law and to ensure the
proper circulation of the Study Drug in the premises
of the Centre. In particular the Centre undertakes
to provide the Study Drug only to Investigator or a
member of the Investigating Team, in a manner
that allows the above-mentioned persons proper
Study performance. Providing the Study Drug shall
be done for the Study needs only. Moreover the
Centre shall enable the Investigator to fulfill his/her
duties connected with the Study Drug, which are
specified in legal regulations in force;

d. enable the local or foreign
organs/organizations executing
supervision/regulation/controls of clinical studies
and the independent auditors to perform
inspections/controls/audits/ of the procedures,
equipment used in the Study, and also to perform
inspections/controls/audits of the documents
regarding the Study, including the medical
documentation of all the Patients participating in
the Study.

e. to ensure that all the unused materials and
Study Drugs, which are the property of CRO or the
Sponsor, or which have been provided by any of
them to the Investigator or to another member of
the Investigating Team are returned by the
Investigator to CRO or to the Sponsor, immediately
after completion of the Study;

3.7. The Centre agrees, that CRO for necessity of the
Study conduct in the Centre, may provide Investigator
with equipment (,Equipment”) owned by CRO or the
Sponsor . Equipment will be used for the purposes of
Study only, unless Sponsor or CRO decides otherwise.

4. OBLIGATIONS OF CRO

4.1. CRO shall ensure the following services in above
mentioned clinical trial.

4.2. CRO in cooperation with the sponsor will ensure
distribution of the shipped Study Drugs to the pharmacy
of the Centre, where the pharmacist will take them over,
inspect them and confirm their delivery. Subsequently, on
basis of a request form the Study Drugs will be taken over
by the investigator to the Centre, where the Investigator
is fully responsible for it. CRO/sponsor is obligated to
notify the delegated pharmacist within 3 days before
delivery by e-mail or by telephone about the time of
delivery of the shipment. Destruction of the unused

pfechovavani hodnoceného |é¢iva a dokumentace
tykajici se klinického hodnoceni);

b. poskytnout pfistup k internetu;

c. evidovat, skladovat hodnocené |éCivo
v souladu s pfislusnymi zakonnymi ustanovenimi a
zajistit ndleZité nakladdani s hodnocenym lécivem
v prostorach  feditelského centra.  Resitelské
centrum se zejména zavazuje poskytovat
hodnocené |é¢ivo pouze zkousejicimu nebo Elenovi
vyzkumného tymu, a to zplsobem, ktery vyse
zminénym osobdam umozZni ndleZité provadéni
klinického hodnoceni. Hodnocené [écivo bude
poskytovano pouze pro Ucely klinického hodnoceni.
Resitelské centrum ddle umoini zkouejicimu
plnéni jeho povinnosti souvisejicich s hodnocenym
lé¢ivem, jez jsou zavazné dle platnych pravnich
predpis(;

d. umoznit tuzemskym
organim/organizacim
kontrolu/regulaci/dohled nad klinickymi
hodnocenimi, jakoz i nezdvislym auditordm,
provadét inspekce/kontroly/audity postupd a
vybaveni pouzivanych v rdmci klinického hodnoceni
a provadét rovnéZi inspekce/kontroly/audity
dokumentace tykajici se klinického hodnoceni,
véetné zdravotni dokumentace vSech subjektl
Gcastnicich se klinického hodnocent.

e. ihned po dokonceni klinického hodnoceni
zajistit navraceni zkousejicim CRO nebo zadavateli
veskery nepouZity materidl a hodnocend |é¢iva, jez
jsou ve vlastnictvi CRO nebo zadavatele, popfipadé
byly nékterym z nich zkousejicimu &i jinému ¢lenu
vyzkumného tymu poskytnuty;

zahraniénim
vykondvajicim

nebo

3.7. Resitelské centrum souhlasi s tim, Ze CRO mUzZe pro
potieby realizace klinického hodnoceni v Fesitelském
centru poskytnout zkousejicimu vybaveni (,vybaveni®),
které je ve vlastnictvi CRO nebo zadavatele. Vybaveni
bude vyuZivdno pouze pro Uucely klinického hodnoceni,
paklize zadavatel nebo CRO nerozhodne jinak.

4. POVINNOSTI CRO

4.1. CRO bude zajistovat nasledujici aktivity v daném
klinického hodnoceni.

4.2. CRO ve spolupréci se zadavatelem zajisti distribuci
zasilky hodnocenych |écivych pripravkd do Iékdrny
poskytovatele zdravotni péce, kde je l1ékdrnik pfevezme a
zkontroluje, potvrd( pfijem zasilky, nasledné si na zadanku
zkousejici hodnocené [éc¢ivé pripravky vyzvedne na
centrum, kde je za né plné zodpovédny. CRO/zadavatel
jsou povinnni emailem nebo telefonicky ozndmit
povérenému farmaceutovi do 3 pracovnich dni pred
doddnim, kdy bude zésilka do lékdrny predéna. Likvidaci
nevyuzitych |ék(i si zadavatel zajisti na vlastni ndklady.
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medication will be ensured by the sponsor on its own
expenses. CRO/sponsor will ensure the delivery of the
shipment to the address: FN Motol, hospital pharmacy, V
Uvalu 84, 150 06 Prague 5 and will label it with the name
of the responsible pharmacist. The names of the
responsible phramacists:

4.3.  CRO undertakes to provide the Investigator, free of
charge, with Study Drugs, the Protocol, and the necessary
documentation (Case Report Forms, patient diaries,
questionnaires, etc.) as well as any instructions to be
applied and followed by the Investigating Team to
conduct the Study.

4.4. The items and materials listed in previous
paragraph remain the property of CRO or the Sponsor at
all times during the Study and following its completion
and in case of termination or expiration of this Contract,
the Investigator and/or the Centre undertake to return to
CRO these items and materials within 30 (in words: thirty)
days after the date of termination or expiration of this
Contract.

4.5.  CRO undertakes to pay remuneration for the Study
on the terms stipulated in Article 7.

5. CONFIDENTIALITY AND RIGHT TO PUBLISH RESULTS
OF THE STUDY

5.1.  Any information regarding the Study, including
Study Drug shall be considered confidential and legally
reserved. Such information includes without limitation
the Investigators Brochure, Protocol, instructions (if
applicable), Case Report Forms (CRF), investigation
methods, any scientific data, and any other Study
documents provided by CRO or the Sponsor during the
Study and information and data resulting from the work
entrusted to the Investigator and /or to the Centre
(hereinafter the “Protected Information”). The Protected
Information remain the property of the Sponsor.

5.2. Subject to provisions of legal regulations in force,
the Centre undertakes to keep confidential the Protected
Information related to this Study and not to disclose this
Information to any third party without prior explicit
written CRO consent; In case of such CRO’s consent, the
Centre shall, before providing the Protected Information
to the given third party, ensure that such third party
undertakes to keep the Protected Information
confidential under the same principles as the Centre
according to this Contract.

CRO/zadavatel zajisti dodavku na adresu: FN Motol,
nemocniéni lékarna, V Uvalu 84, 150 06 Praha 5 a ozna&f ji
jménem odpovédného |ékarnika. Jména zodpovédnych
farmaceutl

4.3. CROsezavazuje bezplatné zkousejicimu poskytnout
hodnocend |éciva, protokol a nezbytnou dokumentaci
(zdznamy subjektl hodnoceni, denni zaznamy subjekt(
hodnoceni, dotazniky apod.), jakoz i jakékoli pokyny, jimiz
se mad vyzkumny tym Fidit pfi provadéni klinického
hodnoceni.

4.4. Véci a materidly uvedené v ptedchozim odstavci
z(stanou majetkem CRO nebo zadavatele po celou dobu
realizace klinického hodnoceni i po jeho dokonéeni a
v pfipadé zruseni nebo zéniku této smlouvy se zkousejici
a/nebo Fesitelské centrum zavazuji navratit CRO tyto véci
a materidly nejpozdéji do 30 (slovy: tFiceti) dnii od data
zruSeni ¢ zéniku této smlouvy.

4.5. CRO se zavazuje vyplatit odménu za klinické
hodnoceni dle podminek stanovenych v ¢ldnku 7.

5. DUVERNOST INFORMACI A PRAVO PUBLIKOVAT
VYSLEDKY KLINICKEHO HODNOCENI

5.1. Jakékoli informace tykajici se klinického hodnoceni,
v€etné& hodnoceného éCiva, se povazuji za divérné a
zdkonem chrénéné. Mezi tyto informace patii mimo jiné
soubor informaci pro zkousejiciho, protokol, pfipadné
pokyny, zdznamy subjektl hodnoceni (,CRF”), metody
zkouSeni, jakdkoli védeckd data a jakdkoli jina
dokumentace tykajici se klinického hodnoceni poskytnuté
CRO nebo zadavatelem béhem klinického hodnoceni,
jakoZ i informace a data pochazejici z pracovni &innosti
svéfené zkousejicimu a/nebo fesitelskému centru (dale
jen ,chrénéné informace”). Chrénéné informace zlstavaji
majetkem zadavatele.

5.2. Vsouladu sustanovenimi platnych pravnich
pfedpist se fresitelské centrum zavazuje zachovavat
davérnost chrdnénych informaci tykajicich se klinického
hodnoceni a nesdélovat tyto informace jakékoliv tFeti
strané bez predchoziho vyslovného pisemného souhlasu
CRO; V pfipadé udéleni takového souhlasu CRO Fesitelské
centrum zajisti pred poskytnutim chrédnéné informace
dané treti osob&, aby se tato zavazala zachovavat
dGvérnost chrdnénych informaci za uplatfiovani stejnych
zdsad, jako je tomu u fesitelského centra dle této smlouvy.
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5.3. Any Study data, conclusions, and results obtained
in the course of the Study shall remain the property of the
Sponsor. The Centre undertakes not to use, for any
purpose and in any form, any information, documents and
materials, including results of the Study, without a prior
explicit written consent of the Sponsor, otherwise null and
void. Additionally, the Centre shall not disclose any
information, documents, materials, including results of
the Study, to any third parties without a prior explicit
written, otherwise invalid, consent of the Sponsor, with
the exception of disclosure of the Contract by the Centre
in order to fulfill the obligations set by the valid and
efficient legislation, in particular Act No. 340/2015 Coll.,
on an Agreement Registry, as last amended and by
decision of the Ministry of Health of the Czech Republic,
see further paragraph 13.1 of this Contract. If the Centre
creates within fulfilment of its obligations on performing
the Study according to this Contract a work, invention,
innovation, industrial pattern or another object of
industrial or intellectual property, such object of industrial
or intellectual property shall be considered created on the
Sponsor’s order and the Centre is neither entitled to use
nor entitled to provide a license to its use to a third party
and undertakes to deliver to the Sponsor all
documentation to it and, unless the Sponsor already
acquired all rights to such object of industrial or
intellectual property, it undertakes to transfer all these
rights by a contract or another legal act according to
applicable legal regulations, while the remuneration of
the Centre according to Article 7. below already includes
any compensation for transfer of these rights; the Centre
shall enable the Sponsor to file patent or other applicable
applications for registration of such object of industrial or
intellectual property worldwide and shall cooperate with
it in order to apply all such rights to them.

5.4. As the Study is a multicentre trial, it is mandatory
that the data are pooled and analyzed as stipulated in the
Protocol. No individual presentations or publications will
be permitted by individuals or by subgroups participating
in the Study until a joint publication appears. With regards
of the above mentioned sentence, any publication of
Study results by the Centre requires prior explicit written
(unless null and void) consent of the Sponsor. Before
publication of any material regarding the Study the
Sponsor reserves itself a right to its prior control and
amendment.

5.5. The Centre's obligations pursuant to this Article 5.
shall survive termination or expiration of this Contract for
indefinite period of time.

hodnoceni,
klinického

5.3. Jakékoli Udaje tykajici se klinického
zavéry a vysledky porizené v pribéhu
hodnoceni zlstanou majetkem zadavatele. Resitelské
centrum se zavazuje, Ze bez predchoziho vyslovného
pisemného souhlasu zadavatele (v jiné formé je takovy
souhlas neplatny) nepouZiji za Zadnym ucelem a v zadné
formé jakékoli informace, dokumenty a materialy, véetné
vysledkd  klinického hodnoceni. Bez pFedchoziho
vyslovného pisemného souhlasu zadavatele (v jiné neZ
pisemné formé je souhlas neplatny) navic fesitelské
centrum nezpfistupni Zadné informace, dokumenty a
materidly, véetné vysledkl klinického hodnoceni, Zzddnym
tfetim  strandm, svyjimkou uverejnéni smlouvy
poskytovatelem zdravotnich sluzeb za uUéelem splnéni
povinnosti uloZenych mu platnou a ucinnou pravnf
Upravou, a to zejména zakonem ¢&. 340/2015 Sh., o
registru smluv, ve znéni pozdéjsich predpist, a dale
pokyny a rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky, viz dale ¢lanek 13.1 této smlouvy. Vytvofi-li
FeSitelské centrum vrdmci plnéni svych zdvazkd pfi
provadéni klinického hodnoceni dle této smlouvy dilo,
vynalez, zlep3ovaci ndvrh, primyslovy vzor &i jiny pfedmét
pramyslového ¢i dusevniho vlastnictvi, poklada se takto
vytvoreny pfedmét primyslového ¢i dusevniho viastnictvi
za vytvofeny na objedndvku zadavatele a feditelské
centrum neni opravnéno jej uzivat ani poskytovat licenci
k jeho uZiti tfeti osobé a zavazuje se predat zadavateli
veskerou dokumentaci k nému a, nedochazi-li k nabyti
veskerych prdv k takovému predmétu primyslového i
dudevniho vlastnictvi zadavatelem bez daldiho, prevést
tato prava na zadavatele smlouvou ¢i jinym Ukonem dle
prislusnych  pravnich  predpist, pfiemz odména
fesitelského centra dle ¢lanku 7. nize jiz zahrnuje veskeré
pfipadné odmény za pfevod téchto prav; Resitelské
centrum umozini zadavateli podat patentové ¢i jiné
prihlasky na takové pfedméty primyslového ¢&i dusevniho
vlastnictvi, a to v celosvétovém méritku, a poskytne mu
soucinnost potfebnou k radnému uplatnéni prav k nim.

5.4. Jelikoz klinické ~ hodnoceni  je  soucasti
multicentrického hodnoceni, je nutné, aby byla data
sdruzena a analyzovdna zplUsobem stanovenym v
protokolu. Pred uskute¢nénim spolecné publikace neni
dovoleno realizovat jednotlivé prezentace nebo publikace
ze strany jednotlivcel &i diléich skupin podilejicich se na
klinickém hodnoceni. S ohledem na vyse uvedenou vétu je
k jakémukoli publikovani vysledkd klinického hodnoceni
ze strany fesitelského centra nutny predchozi vyslovny
pisemny souhlas zadavatele (v jiné formé je takovy
souhlas neplatny). Pred publikovanim jakéhokoli
materidlu tykajiciho se klinického hodnoceni si zadavatel
vyhrazuje pravo na jeho pfedchozi kontrolu a Gpravu.

5.5. Povinnosti fesitelského centra dle tohoto ¢ldnku 5.
zUstavaji v platnosti i po zrusenf ¢i zdniku této smlouvy a
to po neomezenou dobu.
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5.6. All documents related to the Study, in particular
documents related to studied Patients and the Study
schedule, shall be protected by the Investigator and the
Centre against unauthorized access and held for a period
under and in accordance with Study Terms and other
applicable legal regulations or until the Sponsor states
that the Investigator may cease holding such documents.

6. STUDY INSURANCE

6.1. Civil lability of the Sponsor is covered by the
insurance. Pursuant to the Section 52, paragraph 3, letter
(f) of Act No. 378/2007 Coll., on Pharmaceuticals, as last
amended, the sponsor will ensure the insurance of the
Study. The copy of the Study insurance policy will be
provided to the Centre before this Contract is signed.

7. STUDY COMPLETION, REMUNERATION

-~ Ay e e o

7.3. The Parties agree that the maximum
remuneration for Investigator, Investigating Team and the
Centre in total for Full Study completion shall per each
Patient amount to an equivalent in CZK of the amount of
Euro 1,850 (hereinafter referred to as the ,Maximum
Remuneration®).

5.6. Zkoudejici a feSitelské centrum zajisti ochranu
veikeré dokumentace o klinickém hodnoceni, zejména
dokumentd tykajicich se subjektd hodnoceni a ¢asového
planu hodnoceni, pfed neoprédvnénou manipulaci a
uchové je po dobu stanovenou a v souladu s Podminkami
klinického hodnoceni a pFislusnymi pravnimi predpisy
nebo do doby, ne? zadavatel konstatuje, Ze zkousejici jiz
nemusi tyto dokumenty uchovavat.

6. POJISTENI KLINICKEHO HODNOCENI

6.1. Obcanskoprédvni odpovédnost zadavatele je
pojisténa. Zadavatel zajisti v souladu s ustanovenim § 52
odst. 3, pism. f) zék. & 378/2007 Sb., o lé¢ivech, ve znéni
pozdéjsich predpist pojisténi klinického hodnoceni. Kopie
pojistky  klinického  hodnoceni  bude  poskytnuta
reditelskému centru pred podpisem této smlouvy.

7. KOMPLETNi PROVEDENI KLINICKEHO HODNOCENI.
ODMENA

— e~ o~ = .1

7.3.  Smluvni strany se dohodly, Ze maximalni vyse
odmény pro fesitelské centrum celkem za kompletni
provedeni klinického hodnoceni se za kaidy subjekt
hodnoceni bude rovnat &astce v K¢ odpovidajici ¢éstce
1.850 EUR (déle jen ,,Maximalni Odména“).
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8. CONTRACT OR STUDY TERMINATION

8.1.  The Contract may be terminated by particular
Parties by a written notice of termination according to
following provisions; if a notice period is stipulated for
particular case, it shall start to run on the first day of
calendar month following the month of delivery of the
notice to the opposite Party and this Contract terminates
by its elapse.
a. CRO can terminate this Contract without any
reason with notice period of one month, or
without any notice period but effective upon
delivery to opposite Party for medical or
administrative reasons, including the Sponsor’s
decisions of e.g. moving the Study to another
centre or Study termination by the Sponsor or for
reason of termination of the Investigator's legal
relationship to the Centre;

8. UKONCENi SMLOUVY, RESP. KLINICKEHO
HODNOCENI

8.1. Tuto smlouvu mohou jednotlivé smluvni strany
rozvazat pisemnou vypovédi dle nésledujicich ujednanf;
je-li pro jednotlivé pfipady stanovena vypovédni lhta,
zaind prvniho dne kalendarniho mésice nasledujiciho po
mésici, vnémz byla vypovéd dorucena druhé smluvni
strané a smlouva zanikd jejim uplynutim.
a. CRO muZe vypovédét tuto smlouvu bez
divodu s mésiéni vypovédni Ihltou, anebo bez
vypovédni |hity s Géinnosti dorucenim druhé
smluvni  strané  z medicinskych nebo
administrativnich dtvodd, zejména rozhodnuti
zadavatele o prevedeni realizace klinického
hodnoceni na jiné fesitelské centrum nebo
predc¢asné ukonceni  klinického  hodnoceni
zadavatelem anebo z ddvodu ukonéeni pravniho
vztahu zkousejictho k resitelskému centru;
b. kterakoli smluvni strana miZe vypovédét tuto
smlouvu bez vypovédni |hGty s U&innosti
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b. Any Party can terminate this Contract without
any notice period but effective upon delivery to
opposite Party in the event of a reasonable
suspicion of actual and serious threat to the safety
of Patients participating in the Study.

8.2.  The Centre shall ensure further medical care to
Patients within the scope satisfying reasonable needs
arising from threat to health or life thereof in relation to
the commenced Study also after termination or expiry of
this Contract.

8.3. If the Study is terminated due to any of the
reasons mentioned above, the Centre shall be entitled to
remuneration per each Patient for whom the follow-up
period has been completed in accordance with the
Protocol, subject to conditions according to Article 7.
above.

8.4. CRO shall also be entitled to terminate the
Contract immediately without notice if the Investigator
breaches essential provisions of this Contract or if the
Investigator and/or the Centre fails to comply with the
Study Terms. In such a case CRO reserves itself a right to
decrease remuneration due to the Centre.

8.5.  This Contract shall expire upon expiry/termination
of the contract between the Sponsor (or its
representative) and CRO or contract between CRO and
the Investigator for conducting the Study. In this case the
Centre, the Investigator and Investigating Team shall be
entitled to remuneration calculated as per paragraphs 7.2.
and 7.4. above.

9. SERVING

9.1. Unless otherwise expressively stipulated for
particular cases by this Contact, any legal acts, notices,
information, other correspondence or communication
between the Parties, requiring written form, shall be
considered duly served to the recipient, if:
a. delivered personally with receipt of delivery
by authorized person, or
b. sent by courier or messenger service provider
or registered mail to the address of the recipient’s
seat according to current information in the
Commercial Register, or to another address
specified in writing by the recipient prior to
dispatch, or
c. except for legal acts, if sent by fax to a fax
number specified in writing by the recipient prior
to dispatch or by e-mail to e-mail address
specified in writing by the recipient prior to
dispatch, or

doru¢enim druhé smluvni strané v pfipadé
odlvodnéného podezieni na faktické a zavainé
ohroZeni bezpectnosti subjektl U&astnicich se
klinického hodnoceni.

8.2.  Resitelské centrum zajisti subjektdm hodnoceni
dalsi 1ékafskou péci v rozsahu zabezpeéujicim pfimérené
potfeby vyvstavajici z ohroZeni zdravi & Zivota téchto
subjektl hodnoceni ve vztahu k zapoéatému klinickému
hodnocenfii po zruseni ¢i zdniku této smlouvy.

8.3.  Pokud dojde k pfed¢asnému ukonéeni klinického
hodnoceni z nékterého zvy3e uvedenych divodi,
reditelské centrum md narok na odménu za kazdy subjekt
hodnoceni, ktery absolvoval celé obdobi dal$iho sledovani
vrozsahu predepsaném Protokolem, za podminek
stanovenych ¢lankem 7. vy3e.

8.4. CRO je rovnéZ oprdvnéna vypovédét smlouvu
s okamzitou platnosti bez ozndmeni, pokud Ffesitelské
centrum porusi zdsadni ustanoveni této smlouvy nebo
pokud zkousejici a/nebo Fesitelské centrum nedodrii
podminky klinického hodnoceni. V takovém pFipadé si
CRO vyhrazuje prévo snizit odménu uréenou fesitelskému
centru.

8.5.  Platnost této smlouvy koné&i zanikem/zrugenim
smlouvy mezi zadavatelem (nebo jeho zastupcem) a CRO
nebo smlouvy mezi CRO a zkou3ejicim o provadéni
klinického hodnoceni. Vtomto pFipadé maji fesitelské
centrum, zkousejici a vyzkumny tym ndrok na odménu
vypocitanou dle odstavcl 7.2. a 7.4. vyse.

9. DORUCOVANI

9.1.  Nestanovi-li tato smlouva pro jednotlivé pripady
vyslovné jinak, budou veskeré prévni Ukony, ozndmeni,
sdéleni, jind podani & komunikace mezi smluvnimi
stranami, vyZzadujici pisemnou formu a tykajici se této
smlouvy, povaZovéna za fddné doruéend adresatu pokud:
a. budou pfeddna osobné se stvrzenim prevzetf
k tomu opravnénou osobou, nebo
b. budou zaslédna prostfednictvim poskytovatele
kuryrnich ¢i zasilkovych sluZeb nebo doporuéenym
dopisem na adresu sidla adresata dle aktudlniho
Udaje v obchodnim rejsttiku, popfipadé na jinou

adresu, kterou adresdt pisemné uréil pred
odesldnim, nebo
c. nejde-li o pravni Ukon, rovnéZ budou-li

odeslana faxem na faxové ¢islo uréené adresdtem
pisemné pred odeslanim nebo e-mailem na e-
mailovou adresu, kterou adresdt pisemné urdil
pfed odeslanim.

Version/Verze 03-Jan-2017
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9.2, Refusal to overtake a shipment by the recipient
shall be considered as due delivery, otherwise in doubt is
considered as delivered: the shipment under paragraph
9.1. letter a. above on the day of hand-over, shipment
under paragraph 9.1. letter b. above on the second (for
national transport) or the seventh (for international
transport) business day after dispatch, and shipment
under paragraph 9.1. letter c. above on the first business
Jay after dispatch while the recipient can, on the delivery
day, require confirmation by signed original, in which case
delivery of the original is decisive.

9.3.  The Parties undertake to inform each other about
any changes in addresses, phone numbers or other
contact details duly in advance, generally not later that
ten business day before such change.

10. COMMON AND CLOSING PROVISIONS

10.1. The Parties agree with publishing of the Contract
by the Centre in order to fulfill the obligations set by the
valid and efficient legislation, in particular by the Act No.
340/2015 Coll., on an Agreement Registry, as last
amended and by decision of the Ministry of Health of the
Czech Republic.

The second party to the Contract acknowledges that the
Centre as an organisation financed by the State budget is
obligated on a request of a third party provide information
as pursued by Law No. 106/1999 Coll., Freedom of
Information, as last amended. The parties agree with
publishing of this Contract in full and all of it's parts
including the attachments, that are it’s non-separable
components to the Registry of Contracts. This Contract
contains trade secrets under the Section 504 of the Civil
Code and the Parties expressed the will to protect these
information from publishment, while as a trade secret
following information are considered, which will not be
published in the paragraph 5.1 including the
remuneration to the healthcare provider and the
investigator.

10.2. Rights and obligations of the Parties arising from
this Contract shall be governed by the Laws of Czech
republic, in particular by applicable provisions of the Civil
Code excluding the provisions of conflict.

10.3.  Execution of this Contract shall not be assigned to
another party and the Centre shall not transfer any right
or obligation without prior written consent of CRO,
otherwise null and void.

10.4. Allrights vested in or created to the benefit of CRO
under this Contract shall benefit to and be assignable to

9.2.  Odmitnuti prevzeti zasilky adresdtem se povazuje
za doruceni, jinak se vpochybnostech povaiuje za
dorucenou zdsilka dle odst. 9.1. bodu a. vy3e dnem
predani, zasilka dle odst. 9.1. bodu b. vySe druhym (v
pripadé vnitrostdtni prepravy zasilky) resp. sedmym (v
pripadé mezinarodni prepravy zasilky) pracovnim dnem
po dni podani odesilatelem k zaslanf a zasilka dle odst. 9.1.
bodu c. vySe prvnim pracovnim dnem po dni odeslani
pricemZ adresét je opravnén poZadovat v den doruéeni po
odesilateli podepsany origindl takto zaslané zasilky a v
takovém pfipadé je rozhodné doruceni originalu.

9.3. O veskerych zménach v adresach, telefonnich
Cislech ¢i jinych kontaktnich udajich, jsou smluvni strany
povinny se navzdjem informovat v dostateéném
predstihu, zpravidla nejméné deset pracovnich dni pred
takovou zménou.

10. SPOLECNA A ZAVERECNA UJEDNANI

10.1. Smluvni strany souhlasi s uverejnénim smlouvy
poskytovatelem zdravotnich sluzeb za ucelem splnéni
povinnosti uloZenych mu platnou a UGcCinnou pravni
Upravou, a to zejména zakonem ¢. 340/2015 Sh., o
registru smluv, ve znéni pozdéjSich predpist, a dale
pokyny a rozhodnutimi Ministerstva zdravotnictvi Ceské
republiky.

Druhd smluvni strana bere na védomi, Ze poskytovatel
zdravotnich sluzeb jakoZto statnf prispévkova organizace,
je povinna na dotaz treti osoby poskytnout informace
podle zdkona &. 106/1999 Sh., o svobodném pfistupu k
informacim, ve znénfi pozdéjsich predpish.

Smluvni strany souhlasi s uverejnénim této smlouvy v
plném znéni, viech jejich naleZitosti v¢. pfiloh, které jsou
jeji nedilnou soucdsti v registru smluv. Tato smlouva
obsahuje obchodni tajemnstvi ve smyslu § 504 zék. C.
89/2012 Sb., obcansky zdkonik, ve znéni pozdejsich
pfedpist, a smluvni strany projevili zdjem chranit tyto
informace pred uvefejnénim, pfi¢emZ za obchodnfi
tajemstvi se povazuji nésledujici informace, které
nebudou uverejnény, a to v odstavci 5.1 vietné vyse
odmény poskytovateli zdravotnich sluzeb a zkousejicim.

10.2. Prava a povinnosti smluvnich stran plynouci z této
smlouvy se fidi pravnim fadem Ceské republiky, zejména
prisluSnymi ustanovenimi obéanského zdkoniku, vyjma
koliznich ustaveni.

10.3. PInéni této smlouvy nelze postoupit jiné strané a
resitelské centrum neprevede Zddné své pravo nebo
povinnost bez pfedchoziho pisemného souhlasu CRO (v
jiné formé je takovy souhlas neplatny).

10.4. Veskerd prava nalezejici CRO nebo vznikld ve
prospéch CRO dle této smlouvy jdou ve prospéch
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Sponsor or Sponsor’s affiliates event without consent of
the Centre.

10.5. Should any disputes arise in relation to this
Contract, the Parties agree to resolve such disputes
preferably in an amicable manner. If the Parties fail to
_reach agreement within 30 (say: thirty) days after one
' Party notifies the other Party of the dispute, the case shall
be submitted to the Common Court appropriate to the
seat of the Centre, the case will be solved materially and
localy competent court in the Czech Republic.

10.6. The Parties warrant that they know the English
language to the extent allowing them to fully understand
the contents of the Study Protocol and any Study
documentation.

10.7.  Any amendments to the Contract shall be made
only in the form of a written amendment or another
agreement signed by both the Parties, otherwise invalid.

10.8. The Contract shall become valid by its signing by
all the Parties and effective only upon fulfillment of
conditions stipulated by paragraph 1.5. above and shall be
in force for the period of Study performance according to
the Study Protocol.

10.9. The Contract has been executed in three
counterparts of Czech and English language versions, one
for the Investigator, one for the Centre and one for CRO;
in case of discrepancies between interpretation of
particular language versions, the Czech version shall
prevail.

zadavatele nebo ¢lend jeho skupiny a jsou na zadavatele
nebo ¢leny jeho koncernu postupitelnd i bez souhlasu
fesitelského centra.

10.5. Vyskytnou-li se vsouvislosti stouto smlouvou
jakékoli spory, smluvni strany se zavazuji Fesit takové
spory pfednostné smirné. Pokud smluvni strany
nedosédhnou dohody do 30 (slovy: tFiceti) dnii od data, kdy
jedna smluvni strana vyrozumi druhou smluvni stranu o
pfedmétném sporu, pfipad bude Fesen u vécné a mistné
pFisluiného soudu v Ceské republice.

10.6.  Smluvni strany prohlasuji, Ze rozsah jejich znalosti
anglického jazyka jim umoznuje plné porozumét obsahu
protokolu klinického hodnoceni a veskeré dokumentace
tykajici se klinického hodnoceni.

10.7. Jakékoli zmény této smlouvy je mozné &init pouze
ve formé pisemného dodatku &i jiné dohody podepsanych
obéma smluvnimi stranami. Vjiné formé& jsou zmény
neplatné.

10.8. Tato smlouva nabyvad platnosti jejim podpisem
viemi smluvnimi stranami a G&innosti aZ splnénim
podminek uvedenych v odstavci 1.5. vy3e a uzavira se na
dobu realizace klinického hodnoceni dle protokolu
klinického hodnoceni.

10.9. Smlouva byla vyhotovena ve t¥ech stejnopisech
v anglické a Ceské jazykové verzi, z nichz zkousejici obdrzi
jeden, poskytovatel zdravotnich sluZeb jeden a CRO jeden;
v pfipadé rozporl mezi vyklady jednotlivych jazykovych
verzi je rozhodny text ¢esky.

za CRO (On behalf of CRO):
Leading Clinical Research, s.r.o.

Y 2
Jmé76, prijmeni (Name, surname)

POt 2 s hriile)

, s m%f////ﬁ/%’;

Datum (date)

Misto (place)
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Za poskytovatele zdravotnich sluzeb (On behalf of the Centre):

Fakultni nemocnice v Motole

0 povéFeny jednanim za reditele

Jméno, pfijmeni (Name, surname)

Podpissignaturg®

']
\% , dne J)ZZV47
Misto (place) Datum (date)
s’i
Investigator statement Prohlaseni zkousejiciho
|, the undersigned i as the | ,Ja, niZe podepsana jako

Investigator, certify that | have read this Contract and the
applicable clinical trial documentation and | undertake to
ensure adherence to all obligations resulting from these
documents. Furthermore, | undertake not to disclose
information related to the clinical trial without previous
writen agreement of the Sponsor, to keep all provided
information confidential, and refrain from any other use
of the information and results oher than for the purposes
of this clinical trial. As the Investigator | agree, that the
Sponsor will collect, use, process and publish my personal
information, including name, qualification and experience
in the clinical trials, my financial data related not only to
the obtained remuneration and the financial
. compensation and other personal data for the
administrative purposes related to the clinical trial,
eventually to be provided to the ethics committees and
State institutions and | undertake to obtain this
agreement from the sub-investigators and other study-
team members.

Zkousejici (Investigator):

e —
Podpis (signature)

2.2 Lof

Datum (date)

v //1/1/60
Misto (place)

, dne

zkousejici potvrzuji, ze jsem se radne seznamila se
smlouvou a pfislusnou dokumentaci ke klinickému
hodnoceni lé¢iva a zavazuji se zajistit dodriovani
povinnosti z nich vyplyvajicich. Dale se zavazuji
nezveiejfiovat informace tykajici se predmétného
klinického hodnoceni bez predchoziho pisemného
souhlasu zadavatele, zachovavat migenlivost o v3ech
poskytnutych informacich, povazovat tyto za divérné a
zdriet se jakéhokoliv jiného uZiti téchto informaci a
vysledkd nez pro uéely tohoto klinického hodnoceni. Jako
zkousejici souhlasim s tim, Ze zadavatel (a popf. i CRO)
bude/budou shromaidovat, pouZivat, zpracovévat a
2vefejiiovat mé osobni Udaje, vietné jména, kvalifikace a
zkugenosti v klinickém hodnoceni, mé finan¢ni Udaje
vztahujici se mimo jiné k obdrzené odméné a finanéni
nahradé a daléi osobni udaje k administrativnim Géeldim
v souvislosti s klinickym hodnocenim, popt. k poskytnuti
etickym komisim a statnim Uradim a zavazuji se zajistit
tento souhlas i od spoluzkousejicich a ostatnich ¢lend
studijniho tymu.
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