Smlouva o zabezpeceni klinického hodnoceni ¢.
08/0VZ/17/074-P

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC 28401,
USA.

1CO: 46-2919241

dale jen “PPD”

a

Fakultni nemocnice Ostrava,

se sidlem 17. listopadu 1790/5, 708 52 Ostrava - Poruba,
Ceska republika, ve vécech této smlouvy opravnén jednat
a podepisovat: MUDr. Josef Srovnal, naméstek teditele
pro lé¢ebnou péci. Ziizovaci listina MZ CR ze dne 25.
listopadu 1990 &.j. OP-054-25.11.90

1C: 00843989
DIC: CZ00843989 déle jen ,,poskytovatel*

a

MUDr. Pavel Svoboda, Ph.D.

s pracovisttm na adrese: Interni klinika, Fakultni
nemocnice Ostrava, 17. listopadu 1790/5, 708 52 Ostrava
- Poruba, Ceska republika

dale jen “zkousejici”

dale jednotlivé jako ,.smluvni strana“ a spole¢né jako
“smluvni strany”
uzaviraji tuto s m 1 o u v u (dale jen ,smlouva“)

.
Predmét a icel smlouvy

1) Pifedmétem smlouvy je Klinické hodnoceni

humanniho 1é¢ivého piipravku CT-P13 (dale jen
“hodnocené  1é¢ivo”)  (dale jen  “klinické
hodnoceni”), které provadi PPD jako nezavisly
subjekt ve  prospéch  farmaceutické  firmy
CELLTRION, Inc. 23, Academy ro, Yeonsu-Gu,
Incheon, 406-840, South Korea, jeZ je vyrobcem
1é¢iva, zastoupené v ramci Evropské unie spoleénosti
CELLTRION Europe Limited, 1st Floor, 40 Dukes
Place, London, EC3A 7NH, United Kingdom (dale
jednotlivé i souhrnné jen “zadavatel”) podle
protokolu ¢. CT-P13 1.6: “ An Open-label,
Randomized, Parallel-Group, Phase | Study to
Evaluate Pharmacokinetics, Efficacy and Safety
between Subcutaneous CT-P13 and Intravenous
CT-P13 in Patients With Active Crohn’s Disease
and Active Ulcerative Colitis” (dale jen
»protokol®), jenZz podrobné¢ popisuje Einnosti
provadeéné v ramci klinického hodnoceni a rozdé€leni
zodpovédnosti mezi smluvni strany.
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Agreement on Clinical Study no. 08/0VZ/17/074-P

PPD Investigator Services LLC,

located at 929 North Front St, Wilmington, NC 28401,
USA.

Company ID: 46-2919241

further, “PPD”

and

Fakultni nemocnice Ostrava,

registered address at 17. listopadu 1790/5, 708 52
Ostrava, Czech Republic, entitled to act and sign:
MUDr. Josef Srovnal, associate director for medical
care. Incorporation deed of the Ministry of Health of
Czech Republic dated 25th November 1990 no. OP-
054-25.11.90

Company ID no.: 00843989
Tax ID no: CZ00843989 further, the “Medical
Facility”

and

MUDr. Pavel Svoboda, Ph.D.

workplace at: Internal clinic of Fakultni Nemocnice
Ostrava, 17 listopadu 1790/5, 708 52 Ostrava-Poruba,
Czech Republic

further, the “Investigator”

each a “Party” and collectively “the Parties”
conclude thisagreement (“Agreement”):

I
Subject and purpose of the Agreement

1) The subject of the Agreement is the clinical
evaluation of the Study Drug CT-P13 (further, the
“Study Drug”) (further, the “Clinical Study”),
which PPD is conducting as an independent
contractor for the benefit of a pharmaceutical
company, CELLTRION, Inc. 23, Academy ro,
Yeonsu-Gu, Incheon, 406-840, South Korea
which is the producer of the Study Drug, being
represented within the European Union by
CELLTRION Europe Limited, 1st Floor, 40 Dukes
Place, London, EC3A 7NH, United Kingdom
(further individually and collectively, the
“Sponsor™) pursuant to Protocol CT-P13 1.6: “An
Open-label, Randomized, Parallel-Group, Phase
I Study to Evaluate Pharmacokinetics, Efficacy
and Safety between Subcutaneous CT-P13 and
Intravenous CT-P13 in Patients With Active
Crohn’s Disease and Active Ulcerative Colitis”
(“Protocol”), which describes in detail the activities
conducted in the Clinical Study and the division of
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2) Ugelem smlouvy je stanovit podminky k provedeni
klinického hodnoceni a vymezit prava a povinnosti
smluvnich stran pro prubéh a provedeni klinického
hodnoceni  nejvySe profesiondlnim  zplisobem
(vetné vcasného poskytovani vSech dat a informaci
tykajicich se klinického hodnoceni, a CRF — Case
Report Forms, popiipadé elektronickych CRF, tzv.
e-CRF).

3) Poskytovatel prohlauje, Ze jak on tak i zkouSejici
maji zkuSenosti, schopnosti, v pé¢i priméfeny pocet
odpovidajicich subjektd a zdroje, vcetné persondlu a
vybaveni, aby mohli pfesn¢, ucelné a vcas provést
klinické hodnoceni profesionalnim a kvalifikovanym
zpusobem, a Ze tyto zdroje budou trvale pouZivat tak,
aby klinické hodnoceni takto provedli.

4) ZkouSejici prohlasuje, ze neni zaméstnancem nebo
zastupcem PPD.

5) V pfipadé¢ jakéhokoli rozporu ¢éi neshody mezi
naleZitostmi  obsaZzenymi v protokolu a v této
smlouvé budou smluvni podminky wurcujici pro
plnéni pravnich zavazkti smluvnich stran, zatimco
protokol bude uréujici pro zptsob vedeni tohoto
klinického hodnoceni.

1.
Zahajeni klinického hodnoceni

1) Klinické hodnoceni bude =zahajeno na zakladé
povoleni Statniho tstavu pro kontrolu 1é¢iv,
souhlasného stanoviska pfislusné lokalni etické
komise a pfislusné multicentrické etické komise
(dale souhrnné jen ,,SUKL/etické komise*).

2) Kopie rozhodnuti a souhlasného stanoviska podle
odst. 1 budou ulozeny ve zdravotnickém zafizeni u
zkousejiciho v dokumentaci o provedeni klinického
hodnoceni.

1.
Misto a doba provedeni klinického hodnoceni
a fesitelské centrum

1) Klinické hodnoceni bude provedeno na Interni
klinice  poskytovatele (dale jen ,FeSitelské
centrum®), v cele se zkouSejicim jako hlavnim
zkouSejicim a dal$imi povéfenymi pracovniky (dale
jen ,,Studijni tym*).
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responsibilities among Parties.

2) The purpose of the Agreement is to set out
conditions for conducting the Clinical Study and to
provide the rights and obligations of the Parties for
conducting the Clinical Study, in highly
professional manner (which shall include but not be
limited to, submitting all data and other information
related to the Clinical Study in a timely manner,
including all case report forms (CRFs), or electronic
CRFs, also called e-CRFs).

3) The Medical Facility declares that it, and the
Investigator, have the experience, capability,
adequate number of subjects in care and resources
including, but not limited to, personnel and
equipment to  accurately, efficiently and
expeditiously perform the Clinical Study in a
professional and competent manner and shall use
these resources at all times to perform the Clinical
Study in such manner.

4) The Investigator declares that he/she is not an
employee or agent of PPD.

5) If there is any discrepancy or conflict between the
terms contained in the Protocol and this Agreement,
the terms of the Agreement shall govern and control
with regards to legal obligations of the Parties and
the Protocol shall govern and control with regards
to the conduct of the Clinical Study.

1.
Commencement of the Clinical Study

1) The Clinical Study will be commenced on the basis
of a permit from the State Institute for Drug
Control, the concurring opinion of the relevant local
ethics committee and the relevant multi-center
ethical committee (further collectively, the
“Regulatory Authority/Ethics Committees®).

2) Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the
Medical Facility, with the Investigator, in the
documentation about the conduct of the Clinical
Study.

1.
Place and term of conducting the Clinical Study and
the Study Site

1) The Clinical Study shall be conducted at Internal
Clinic of the Medical Facility (further, the “Study
Site™), headed by the Investigator as the principal
investigator and other authorized employees
(further, the “Study Team”).
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2)

3)

4)

5)

Ke zméng feSitelského centra a ve jmenovani ¢i
doplnéni povétenych pracovniki miize dojit jen po
dohodé PPD, poskytovatele a zkousSejiciho. Pisemny
doklad o takové dohodé musi byt uloZzen v
dokumentaci o provedeni klinického hodnoceni.

Klinické hodnoceni nebude v feSitelském centru
zahdajeno dfive, neZ vejde v platnost tato smlouva, a
budou splnény dal§i podminky vyzadované
pfislusnymi pravnimi predpisy. Zatazovani subjekt
hodnoceni do klinického hodnoceni bude zahajeno v
pribchu [l Predpokladany cas potiebny k
rovedeni klinického hodnoceni je od Hdo
h. Doba provadéni klinického hodnoceni
muze byt v jeho pribéhu prodlouzena nebo zkracena.
Spole¢nost PPD pisemné oznami poskytovateli a
zkouSejicimu piipadné zmény v piedpokladaném
Case potiebném k fadnému provedeni klinického
hodnoceni. Zmény doby trvani klinického hodnoceni
neni nutno provadét prostfednictvim dodatku této
smlouvy.

Klinické hodnoceni subjektli nebude zahajeno diive,
nez bude obdrZen souhlas v§ech pfislusnych etickych
komisi a jakékoliv dalSi povoleni, kterd jsou
nezbytnd k provadéni tohoto klinického hodnoceni.

UkéZe-li se v prabéhu klinického hodnoceni, Ze
nebude mozné jej ukoncit véas v predpokladaném
terminu, zkou3ejici je tuto skuteCnost povinen
neprodlené oznamit PPD.

V.
Zakladni podminky pro provadéni klinického
hodnoceni

1) ZkouSejici provede klinické hodnoceni pti dodrzeni

platnych pravnich ptedpist, a to zejména zakona
¢. 378/2007 Sb., o 1é¢ivech, ve znéni pozdg€jsich
predpist, zékona ¢&.372/2011 Sh., o zdravotnich
sluzbéch, ve znéni pozdé&jsich piedpist, vyhlasky
¢. 226/2008 Sh., kterou se stanovi spravna klinicka
praxe a bliz8i podminky Klinického hodnoceni
1é¢iv, ve znéni pozd€jSich predpist, zakona C¢.
101/2000 Sb., o ochrané osobnich udajt, v platném
znéni, v souladu s poskytnutymi informacemi a ve
shodé se zakladnimi podminkami a zasadami
stanovenymi:

a) v protokolu klinického hodnoceni vydaném
zadavatelem, a v souladu s poZadavky vSech
prislusnych etickych komisi. Pfipadné zmény
protokolu lze provést jen s pisemnym
souhlasem zadavatele a vSech smluvnich stran,
na zakladé ohldSeni Statnimu dstavu pro
kontrolu 1é¢iv, popf. schvaleni Statnim tGstavem
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1) While

2) Changes in the Study Site and appointment or

addition of authorized employees can be made only
after Agreement between PPD, the Medical Facility
and the Investigator. A written document about such
Agreement must be filed in the documentation
about the conduct of the Clinical Study.

3) The Clinical Study will not be started in the Study

Site before this Agreement becomes valid and other
conditions required by relevant legal regulations are
fulfilled. Selection of Clinical Study subjects for the
Clinical Study will begin during h The

entire Clinical Study is Elanned to be conducted

from | to . The term of the

Clinical Study may be extended or shortened during
its course. PPD will inform the Medical Facility and
the Investigator of any changes related to the
expected term of the conduct of the Clinical Study.
Changes of the term of the Clinical Study will not
necessitate an amendment hereto.

4) No patient treatments will be initiated prior to

receipt of approval of all relevant Ethics
Committees and any other approvals required to
conduct the Clinical Study.

5) If, during the Clinical Study, it becomes apparent

that the Clinical Study will not be completed on
schedule, the Investigator has to notify PPD
immediately.

V.
Basic conditions for conducting the Clinical Study

conducting the Clinical Study, the
Investigator shall comply with all valid legal
regulations, in particular Act no. 378/2007 Coll. on
Pharmaceuticals, as amended, Act
no. 372/2011 Coll. on Medical Services, as
amended, Decree no. 226/2008 Coll. on the Good
Clinical Practice and Detailed Conditions for
Clinical Studies of Pharmaceuticals, as amended,
Act no. 101/2000 Coll., on protection on personal
data as amended, in accordance with the
information provided, and in accordance with the
basic conditions and principles provided by:

a) the Protocol of the Clinical Study issued by the
Sponsor and in strict accordance with the
requirements of all relevant Ethics Committees.
The Protocol can be changed only with the
written consent of Sponsor and all Parties, on
the basis of a notification to the State Institute
for Drug Control or an approval from the State
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2)

3)

4)

5)

pro kontrolu 1é¢iv a souhlasného stanoviska
etické komise, ledaze je to nezbytné
k odvraceni akutniho nebezpedi hroziciho
subjektiim klinického hodnoceni. Zkousejici se
zavazuje na dikaz svého souhlasu postupovat
podle protokolu predat PPD podepsanou
Protocol Signature Page (podpisovou stranu
protokolu).

b) v instrukci zadavatele nazvané Investigator
brochure obsahujici veskeré v soucasné dobé
znamé informace o 1é¢ivu a jeho vlastnostech.
Tento dokument bude piipojen k dokumentaci
o provedeni klinického hodnoceni; a

c) v povoleni vydaném k provedeni klinického
hodnoceni Statnim ustavem pro kontrolu 1€¢iv
v piipadech, kdy klinické hodnoceni vyzaduje
takovéto povoleni, jakoz i v souhlasném
stanovisku etickych komisi ve smyslu ¢l. Il
smlouvy.

Klinické hodnoceni bude provedeno ve shodé s
etickymi normami Ceské lékafské komory,
spravnou klinickou praxi, podminkami
vychazejicimi z Helsinské deklarace Svétové
asociace lékart, jakoz i smérnici o Spravné klinické
praxi (Guideline for Good Clinical Practice)
stanovenou mezinarodni konferenci pro
harmonizaci technickych pozadavkl pro registraci
humannich  1é¢ivych  piipravki  (International
Conference for Harmonization of Technical
Requirements  for  the Registration of
Pharmaceuticals for Human Use), (dale jen ICH
GCP Guidelines), platnymi protikorup¢nimi zakony
a dalsSimi  pfislusSnymi  obecné  zavaznymi
dokumenty.

Dokumenty uvedené v odst. 1 pism. a) a b) jsou
divémé a informace o jejich obsahu mohou byt
poskytnuty jen pracovnikiim feSitelského centra
povérenym ¢i jmenovanym podle ¢l. III. odst. 1 této
smlouvy a organtim a institucim uvedenym v ¢l. V1.

Zkousejici se dale zavazuje predat PPD tadné
vyplnény a podepsany formulai FDA 1572, je-li
tento zadavatelem poZadovan.

Prislusné zaznamy tykajici se tohoto klinického
hodnoceni, véetné zdznamu o identifikaci subjektt
hodnoceni, klinickych pozorovénich, laboratornich
testech, pfijeti 1éku a jejich predani, budou nalezité
vedeny tak, aby zkouSejici a poskytovatel byli
schopni poskytnout zadavateli hodnoceni Uplné a
presné informace o vSech aspektech a vysledcich
tohoto klinického hodnoceni. Spole¢nosti PPD
a/nebo zadavateli bude po piimeéfeném avizu
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2)

3)

4)

5)

Institute for Drug Control, and the concurring
opinion of the Ethics Commission, unless to
eliminate an immediate hazard to Clinical
Study subjects. The Investigator agrees, as an
evidence of his consent to follow the Protocol,
to deliver to PPD the signed Protocol Signature
Page

b) the Sponsor’s instruction titled Investigator
brochure which contains all presently known
information about the Study Drug and its
qualities. This document shall be attached to
the documentation about the conduct of the
Clinical Study; and

c) the permit to conduct the Clinical Study issued
by the State Institute for Drug Control, in cases
where such permit is required, and the
concurring opinion of the Ethics Committee as
specified in art. Il. of the Agreement.

The Clinical Study shall be conducted in
accordance with the ethical standards of the Czech
Medical Association, good clinical practice,
conditions under the World Medical Association’s
Declaration of Helsinki and the Guideline for Good

Clinical Practice set by the International
Conference for Harmonization of Technical
Requirements  for  the Registration of

Pharmaceuticals for Human Use (further the “ICH
GCP Guidelines™), applicable anticorruption laws
and other generally accepted applicable documents.

The documents specified in par. 1 (a) and (b) are
confidential, and information about their contents
may be provided only to employees of the Study
Site authorized or named pursuant to art. Ill. par. 1
of this Agreement and to institutions specified in
art. VL.

The Investigator agrees further, to deliver to PPD a
duly completed and signed form FDA 1572, if the
Sponsor requires so.

Adequate records with respect to the Clinical Study
shall be maintained, including without limitation
records relating to subject identification, clinical
observations, laboratory tests, and drug receipt and
disposition, in all cases sufficient to enable the
Investigator and Medical Facility to furnish the
Sponsor with complete and accurate information
regarding all aspects and results of the Clinical
Study. PPD and/or Sponsor shall be allowed to

4/23



6)

umoznéno tyto studijni zadznamy (vCetné vyse
uvedenych) provéfovat a auditovat.

Hodnocené 1é¢ivo bude dodavano do nemocni¢ni
Iékarny (dale jen ,lékarna“). Lékarna povéti radné
kvalifikovaného zamgstnance na funkci
delegovaného farmaceuta, aby po dobu uchovani
1é¢iva v 1ékarné zajistil spravné zachazeni s
hodnocenym 1é¢ivem a jinym 1é¢ivem pouzivanym

vsouladu sprovadénim klinického hodnoceni
(vCetné placeba), Vv souladu s protokolem, se
spravnou  lékérenskou praxi a  vyhlaSkou
¢. 226/2008 Sh..

V.

Vybér subjektit hodnoceni pro klinické hodnoceni a

1)

2)

3)

4)

informovany souhlas

Nabor pacienti bude kompetitivni. Poskytovatel
a/nebo zkouSejici mohou zatfadit tolik subjekt
klinického hodnoceni kolik do konce ndborového
obdobi stihnou. I ptes vyse uvedené, poskytovatel a
zkousejici zastavi ihned nabor subjekttl klinického
hodnoceni, pokud jsou k tomu vyzvani zadavatelem
nebo PPD.

Zafazeni subjektd  klinického hodnoceni do

klinického hodnoceni bude mozné:

a) jen s pisemnym informovanym souhlasem
podle
§ 51 odst. 2 pism. h) zak. ¢. 378/2007 Sh., ve
znéni pozdé&jsich predpist, a §8 wvyhlaSky
¢. 226/2008 Sb., v¢etné ptilohy, ve znéni
pozdé&jSich ptedpist, a po fadném pouceni;
popr.

b) vsouladu s pozadavky stanovenymi v
§ 52 z4k. ¢. 378/2007 Sb., ve znéni pozd&jsich
predpist.

Pfi zpracovani, vyzadani a uchovani informovaného
souhlasu jsou PPD, zkouSejici i poskytovatel
povinni dbat pfislusnych pravnich predpisi a
doporu¢eni uvedenych zejména v ¢l IV. této
smlouvy.

Doklad tykajici se této dohody zkouSejici uchova
dle internich pifedpist svého poskytovatele a na
vyZadani poskytne jeho kopii zadavateli klinického
hodnoceni. Zadny subjekt klinického hodnoceni pii
tom nemulze byt zafazen do klinického hodnoceni
bez ziskani tohoto informovaného souhlasu.
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6)

2)

3)

4)

inspect and audit the records (including without
limitation records relating to subject identification,
clinical observations, laboratory tests, and drug
receipt and disposition) and other Clinical Study
related information upon reasonable advance notice.

The Study Drug will be delivered to Institutional
pharmacy (further the “Pharmacy’). The Pharmacy
will authorize an employee appropriately qualified
to act as the delegated pharmacist to secure proper
handling of the Study Drug and any related
medication used in the Clinical Study (including
placebo), in accordance with the Protocol, Good
Pharmaceutical Practice and Decree
no. 226/2008 Coll. during the period the Study
Drug is maintained in the pharmacy.

V.

Selection of trial subjects for Clinical Study and

informed consent

1) The recruitment of patients shall be performed
on competitive basis. Medical Facility and/or
Investigator are free to enrol as many Clinical
Study subjects as they can until the recruitment
period ends. Notwithstanding the foregoing
sentence, Medical Facility and Investigator
shall stop the Patient recruitment immediately
upon the request of Sponsor or PPD.

The Clinical Study subjects may be included in the
Clinical Study only:

a) with informed written consent pursuant to
8§51 par. 2 (h) of Actno.378/2007 Coll., as
amended, and & 8 Decree no. 226/2008 Coll.,
including annex, as amended, and after they
have been duly instructed; or

b) in compliance with the legal requirements
stipulated in § 52 of Act no. 378/2007 Coll., as
amended.

When drafting, requesting and filing the informed
consent, PPD, the Investigator and the Medical
Facility have to comply with the relevant legal
regulations and recommendations mentioned, in
particular, in art. IV. of this Agreement.

The Investigator will retain such document
according to the policies of the Medical Facility and
will forward a copy to the Sponsor upon request.
No subject may be enrolled in the Clinical Study
until such informed consent has been obtained.
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5)

6)

1)

2)

3)

4)

Pokud zkouSejici v prabéhu klinického hodnoceni
zjisti, Ze subjekt hodnoceni zatazeny do klinického
hodnoceni nevyhovuje jeho kritériim, v souladu
s protokolem subjekt hodnoceni z klinického
hodnoceni vyfadi a okamzit¢ o tom v souladu
s protokolem informuje PPD resp. po dohodé s
PPD, v ptipadé vyjimky postupuje v souladu s touto
smlouvou a vyjimkou.

Zkousejici, poskytovatel i PPD jsou povinni v
pribéhu klinického hodnoceni i po jeho ukonceni
dbat pfislusnych pravnich pfedpisi o ochran¢
osobnich dajt a informaci 0 subjektech zafazenych
do klinického hodnoceni.

VI.
Sledovani (monitorovani) a kontrola pribéhu
klinického hodnoceni

Pribéh a provadeéni klinického hodnoceni budou
kontrolovany a sledovany ve smyslu pravnich
predpisi  a doporuceni uvedenych zejména
vEL IV.odst. 1 této  smlouvy  povéfenymi
pracovniky PPD, kterym poskytovatel i zkouSejici
umozni pristup ke vSem informacim ziskanym v
rdmeci  klinického hodnoceni 1 k vysledkim
laboratornich testli, vySetfeni a jinych zdznami o
subjektech zafazenych do klinického hodnoceni.

Pribéh klinického hodnoceni a jeho vysledky
mohou byt kontrolovany také auditory PPD ¢&i
zadavatele; tim neni doteno pravo kontroly
pfislusnych statnich organi CR a zahrani¢nich
kontrolnich ufad. Poskytovatel a zkouSejici se
zavazuji poskytnout zminénym auditoriim veskera
klinicka data zapsana do CRF (case report form),
jakoz 1 dalsi relevantni informace vcetné téch
generovanych  jako  vysledky  provadéného
klinickeho hodnoceni.

Obdrzi-li poskytovatel nebo zkousSejici oznameni o
tom, Ze misto provadéni klinického hodnoceni bude
pfedmétem Setfeni ¢i auditu jakéhokoli statniho ¢i
kontrolniho organu, takova smluvni strana o tom
neprodlené uvédomi PPD. Jestlize takova smluvni
strana neobdrzi takové ozndmeni o Setfeni ¢i auditu
predem, uvédomi PPD pfii prvni vhodné ptilezitosti.

Kazdy ze subjektti klinického hodnoceni musi byt
pouten podle ¢l V.odst.2 této smlouvy a
informovan také o tom, Ze udaje ziskané o ném v
prabéhu klinického hodnoceni mohou byt pro ucely
kontroly pouzity a piedlozeny také pfislusnym
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5)

6)

1)

2)

3)

4)

If the Investigator discovers during the course of the
Clinical Study that a study subject included in the
Clinical Study does not meet its criteria, he shall in
accordance with the Protocol remove the study
subject from the Clinical Study and immediately in
accordance with the Protocol inform PPD or, as an
exception, after Agreement with PPD leave the
study subject in the Clinical Study in accordance
with this Agreement and exception.

The Investigator, the Medical Facility and PPD are
required, during the Clinical Study and after it is
completed, pursuant to the applicable legal
regulations, to ensure protection of personal data
and information about the subjects included in the
Clinical Study.

VI.
Monitoring and inspection of the conduct of the
Clinical Study

The conduct of the Clinical Study shall be inspected
and monitored in accordance with the legal
regulations and recommendations stated, in
particular, in art. IV. par. 1 of this Agreement by
PPD’s authorized employees, to whom the Medical
Facility and the Investigator shall permit access to
all information acquired in the Clinical Study and to
all results of laboratory tests, examinations and
other records about the subjects included in the
Clinical Study.

The conduct and results of the Clinical Study may
also be inspected by PPD’s or the Sponsor’s
auditors; this does not affect the right of inspection
of the relevant authorities of the Czech Republic
and foreign inspection offices. The Medical Facility
and the Investigator agree to provide to the above-
mentioned auditors all clinical data recorded in the
CRF (case report form) as well as other relevant
information, including information generated as
results of the conducted Clinical Study.

In the event that the Medical Facility or Investigator
receives notice that the Study Site shall be the
subject of an investigation or audit by any
governmental or regulatory authority, the Party
receiving such notice shall inform PPD
immediately. In the event that the Party does not
receive prior notice of such investigation or audit,
the Party shall notify PPD at the first available
opportunity.

Each of the Clinical Study subjects must be
instructed pursuant to art.V.par.2 of this
Agreement and also informed that the data acquired
about him/her in the course of the Clinical Study
may be used and submitted to the appropriate
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1)

2)

3)

4)

kontrolnim organtim.

VII.
Jin4 ustanoveni
Zadavatel poskytne  prostfednictvim  PPD
poskytovateli a zkouSejicimu veSkery material

(vCetng, nikoliv vSak vyluc¢n€, hodnoceného 1éciva,
poskytnutého  vybaveni  apod.)  vymezeny
protokolem klinického hodnoceni, ktery je nezbytny
k provadéni klinického hodnoceni tak, aby mohly
byt dodrzeny podminky klinického hodnoceni
uvedené v ¢l. I11. této smlouvy.

Hodnocené 1éCivo i ostatni material poskytnuty
spole¢nosti PPD, jehoZ specifikace je uvedena
v protokolu o klinickém hodnoceni (¢l. IV. odst. 1
pism. a) této smlouvy), pouZije fesitelské centrum a
zkousejici pouze pro provadéni klinického
hodnoceni. VSechny hodnotici materialy, které
nebudou pouzity v ramci klinického hodnoceni,
vrati fteSitelské centrum a zkousSejici spole¢nosti
PPD.

Hodnocené 1éGivo mize byt subjektim hodnoceni
podano pouze delegovanym personalem
poskytovatele pod dohledem zkouSejiciho, a to
pouze v ramci vedeni tohoto klinického hodnoceni.
Hodnocené 1é¢ivo nesmi byt poskytnuto jiné tfeti
0sob& mimo osob piesné stanovenych v protokolu
amusi byt pouZito pouze v souladu s podminkami
protokolu.

ZkousSejici a poskytovatel se zavazuji uschovat
veSkerou dokumentaci o provedeni Kklinického
hodnoceni i dokumentaci vztahujici se k subjektim
klinického hodnoceni véetné veskeré
korespondence s etickymi komisemi a vSechny
zaznamy tykajici se klinického hodnoceni, vetné
kopii elektronickych CRF nejméné po dobu 15 let
nebo déle pokud je poZzadovano platnymi zakony
nebo pravidly. Doba uchovani zafina od data
ukon¢eni klinického hodnoceni u poskytovatele.
Poskytovatel nebo zkouSejici budou finanéné
podporovany  zadavatelem za  dlouhodobé
uchovavani zdznami, je-li to nutné. Platba bude
vykonana prostiednictvim PPD, pokud je tato platba
zahrnuta v rozpoétu. Pro pfipad, Ze prvotni udaje
budou dostupné pouze v elektronické podobé,
zavazuje se zkouSejici pro ucely jejich ovéfeni
potidit vytisky téch dat, ktera se tykaji subjektd
klinického hodnoceni a jsou vyznamna pro klinické
hodnoceni. Tyto vytisky budou opatfeny datem
apodpisem zkouSejiciho a ftadné uchovany.
Zadavatel nebo PPD musi byt pisemné informovani
o jakékoliv zméné adresy nebo piemisténi slozek
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1)

2)

3)

4)

inspection authorities for purposes of inspection.

VII.
Other provisions

Sponsor, through PPD, shall provide the Medical
Facility and the Investigator with all materials
(including Study Drug, provided equipment, etc.)
specified by the Clinical Study Protocol, which are
necessary to conduct the Clinical Study, so that the
terms of the Clinical Study provided in art. lll. of
this Agreement can be met.

The Study Site and the Investigator shall use the
Study Drug and other material provided by PPD,
the specifications of which are provided in the
Clinical Study Protocol (art. IV par. 1 (a) of this
Agreement), only for conducting the Clinical Study.
The Study Site and the Investigator shall return to
PPD all evaluation materials, which are not used in
the Clinical Study.

The Study Drug may be administered only by
delegated employees of the Medical Facility under
the supervision and control of the Investigator, and
only for the purpose of conducting the Clinical
Study. The Study Drug may not be transferred to
any third party except as specifically provided in
the Protocol, and may be used only in accordance
with the Protocol.

The Investigator and the Medical Facility agree to
preserve all documentation about the conduct of the
Clinical Study and documentation related to the
Clinical Study subjects inclusive of all
correspondence with the ethics committee and PPD
and all records relating to the Clinical Study,
including copies of the electronic case record forms,
that shall be for at least 15 (fifteen) years, or longer
if required by applicable laws or policy. The period
of retention starts with the termination of the
Clinical Study at the Medical Facility. Institution or
Investigator shall be financially supported by
Sponsor for long term storage of records, if
necessary. Payment shall be done by PPD on behalf
of sponsor, if such payment is included in the
budget. If any source data are kept on computer
files only, for the purpose of source data
verification, the Investigator agrees to make a print
out of all data related to the Clinical Study subjects
relevant to the Clinical Study. These print-outs will
be dated and signed by the Investigator and duly
retained as source documents. Sponsor or PPD must
be informed in writing of any change of address or
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klinického hodnoceni béhem doby uchovani.

a) Zadavatel nebo PPD musi byt pisemné
informovani v piipadé jakékoli zmény adresy
nebo premisténi slozek klinického hodnoceni
béhem obdobi uchovani.

5) Zadavatel bude opravnén uchovéavat originaly vSech
CRF (Case Report Forms) (nebo e-CRF), které
budou zaroven jeho vlastnictvim. Originaly vSech
dalSich zaznamti a materiali budou uchovany
zdravotnickym zafizenim a bude s nimi nakladano
dle platnych zakonu a nafizeni. Na vyzadani budou
kopie téchto dokumentii poskytnuty zadavateli.

6) Poskytovatel a zkouSejici se zavazuji, Ze pokud
pouziji k provedeni analyzy pro ucely klinického
hodnoceni jakoukoliv externi laboratof, zajisti, aby
tato laboratof byla zpisobild k provedeni takové
prace podle zasad spravné laboratorni a klinické
praxe. Zpisobilost externi laboratofe se prokazuje
pfislusnym certifikdtem udélenym laboratofi
k provadéni takovychto analyz. Dale poskytovatel a
zkousejici zajisti, aby byla externi laboratoi vazana
toutéZ dohodou o davérnosti jako smluvni strany.

7) Zkousejici a poskytovatel se zavazuji, Ze nebudou
pouzivat nazvu ani vyrobki PPD ¢&i zadavatele
souvisejicich s provadénim tohoto klinického
hodnoceni za Gcelem jakékoli propagace ¢i reklamy
bez jejich pfedchoziho souhlasu.

8) PPD se =zavazuje neuvadét vefejné jméno
zkousejiciho v souvislosti s provadénim klinického
hodnoceni nad ramec stanoveny v ¢l. X. odst. 4 této
smlouvy.

VIIL.
Nezadouci pfihody v prubéhu klinického hodnoceni

1) ZkouSejici je povinen do 24 hodin sdélit PPD
telefonicky, faxem ¢i elektronickou postou
jakoukoliv zavaznou nezadouci piihodu, jakoz i
zavazny neZadouci aneofekavany neZzadouci
ucinek, ke kterym dojde v priabéhu klinického
hodnoceni.

2) Nezadouci a zavazné nezadouci ptihody jakoZ i
zavazné nezadouci ucinky a neocekavané zavazné
nezadouci Géinky jsou definovany v 8§ 3 odst. 4-6
zakona ¢.378/2007 Sb., ve znéni pozd&jsich
predpisi, a podléhaji zaznamenani a hlasSeni
zkousejicim dle tohoto zdkona jakoZ iv souladu s
ICH GCP Guidelines.
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relocation of Clinical Study files during retention
period.

a) Sponsor or PPD must be informed in writing
of any change of address or relocation of
Clinical Study files during retention period

5) The Sponsor will be entitled to keep originals of all
case reports forms (CRFs) (or e-CRFs), which will
be the property of the Sponsor. The originals of all
other records and materials will be maintained by
the Medical Facility and will be held in accordance
with all applicable laws and regulations. A copy of
such materials will be provided to the Sponsor upon
request.

6) The Medical Facility and the Investigator agree that
if any external laboratory is used to perform
analyses for the purposes of the Clinical Study, they
will ensure that the laboratory is qualified to
perform such work pursuant to the principles of
good laboratory and clinical practice. The
qualification of the external laboratory shall be
proved by the appropriate certificate issued to the
laboratory to perform such analyses. In addition,
the Medical Facility and the Investigator agree to
ensure that the external laboratory shall be bound
by the same confidentiality Agreement that applies
to the Parties.

7) The Investigator and the Medical Facility agree not
to use the name or products of PPD or Sponsor
connected with the Clinical Study for purposes of
promotion or advertising without their prior
consent.

8) PPD agrees not to make public the name of the
Investigator connected with the Clinical Study other
than as provided in art. X. par. 4 of this Agreement.

VIII.
Adverse events in the course of the Clinical Study

1) The Investigator shall, within 24 hours, inform PPD
by telephone, fax or electronic mail of any serious
adverse events or serious adverse drug reactions and
unexpected adverse drug reactions, which occur
during the Clinical Study.

2) Adverse events and serious adverse events as well
as serious adverse drug reactions and unexpected
serious adverse drug reactions are defined in
8§ 3 par. 4-6 of Act no. 378/2007 Coll., as amended,
and are to be recorded and reported by the
Investigator pursuant to the above Act and pursuant
to the ICH GCP Guidelines.
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1)

2)

3)

4)

5)

IX.
Pojisténi a odSkodnéni

V  souladu s  ust §52zak. ¢. 378/2007 Sh.
Vv platném znéni zadavatel na celou dobu provadéni
klinického hodnoceni zajistil pojisténi odpovédnosti
za Skodu pro zkouSejictho a zadavatele, jehoz
prostfednictvim je zajiSténo i odSkodnéni v ptipade
smrti subjektu klinického hodnoceni nebo piipadé
Skody wvzniklé na zdravi subjektu klinického
hodnoceni v dusledku  provadéni  klinického
hodnoceni

Pojisténi v odst. I se nevztahuje na ptipady, kdy
doslo k zafazeni subjektu klinického hodnoceni do
klinického hodnoceni bez ziskani informovaného
souhlasu ¢i jmé na zdravi subjektu klinického
hodnoceni na zékladé¢ nedbalosti zkousejiciho c¢i
jiného ¢lena fesitelského centra, porusenim
Protokolu ¢i instrukci predanych fesSitelskému
centru spole¢nosti PPD ¢&i zadavatelem.

Poskytovatel prohlaSuje, Ze ma dle 8§45 odst. 2
pism.n) zakona ¢&. 372/2011 Sb., o zdravotnich
sluzbach uzavfenu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplisobenou pii poskytovani
zdravotni péce. Tato pojistnd smlouva je uzaviena
v zdkonem poZadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu zplisobenou pii
provadéni klinického hodnoceni. Dle §45 odst. 2
pism. n) zakona ¢. 372/2011 Sb. musi byt pojisténi
uzavieno po celou dobu, po kterou poskytovatel
poskytuje zdravotni péci.

ZkousSejici a poskytovatel se zavazuji pisemné
informovat PPD a zadavatele o jakémkoli ptipadu
reklamace vad hodnocenych 1é¢iv a dalich vyrobka
pouzitych pii klinickém hodnoceni, které poskytnul
zadavatel ¢i PPD.

Smluvni strany se zavazuji plné¢ spolupracovat pii
feSeni pfipadl uvedenych v tomto ¢1. IX. smlouvy.

6) Zadavatel souhlasi s odskodnénim poskytovatele a

zkousejiciho v souladu s platnymi  pravnimi
predpisy upravujici kompenzace zranéni pacienti.
Zadavatel ochrani, odSkodni a udrzi bez ajmy
poskytovatele a zkousejiciho proti vSem naroktm,
¢inim, ndkladim a vydajim (spole¢né jako
»haroky*) vzniklé znaroki subjektu hodnoceni
vychazejicich  zjeho ucasti jako pacienta
V klinickém hodnoceni, véetné zranéni, smtri nebo
nasledki  spojenych s hodnocenym  1éCivem,
procedurami nebo aktivitami v rdmci klinického
hodnoceni, ale zadavatel nema Zadnou povinnost
k naroktim v rozsahu a vzniklym z davodi:
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1)

2)

3)

I1X.
Insurance and indemnification

The Sponsor, in accordance with par.52 of
Act No. 378/2007 Coll. as amended, has arranged
liability insurance for the Investigator and the
Sponsor for the entire duration of the Clinical
Study, through which compensation in the event of
death or in the event of injury to the health of the
Clinical Study subjects as result of conducting the
Clinical Study is covered.

The insurance in par. 1 does not apply in cases
where a Clinical Study subject was included
without obtaining informed consent or where a
Clinical Study subject was injured due to
negligence of the Investigator or another member of
the Study Site, or violation of the Protocol or
instructions given to the Study Site by PPD or
Sponsor.

The Medical Facility declares that it has insurance
coverage in accordance with § 45 par. 2 Itr. n) of
Act no. 372/2011 Coll., on Medical Services, with
respect to liability it may have while providing
medical care. This insurance coverage is in
correlation with the applicable laws and does not
include liability insurance with respect to
conducting a Clinical Study. According to
845 par. 2 Itr.n) of Act no. 372/2011 Coll., this
insurance coverage must be valid for the entire
length of the Medical Facility’s provision of
medical care.

4) The Investigator and the Medical Facility agree to

5)

6)

inform PPD and Sponsor in writing about any
instance of recall of Study Drug or other products
used in the Clinical Study provided by the Sponsor
or PPD.

The Parties agree to cooperate fully in resolving the
situations described in this Article IX. hereof.

Sponsor agrees to indemnify Institution and
Investigator in accordance with the applicable laws
governing patient injury compensation. Sponsor
shall defend, indemnify and hold harmless Medical
Facility and Investigator against any and all claims,
actions, costs and expenses, (collectively hereafter:
“Claim(s)™), arising out of Study Subject’s claim
that results from participation as a patient within the
Clinical Study, inclusive of injury, death or effect
related to any Study Drug, procedure or activity
involved in the Clinical Study, provided, however,
that Sponsor shall have no duty under this
Agreement with respect to any Claim to the extent it
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1)

2)

3)

bezohledného  nebo
Uumysiného  pochybeni  poskytovatele a
zkouSejiciho  nebo  jakychkoliv  jejich
zamgstnanct nebo zavazného poruseni hlavnich
termini  nebo podminek této  smlouvy
poskytovatelem a zkousejicim véetné ale nejen
vyrazného odchyleni od protokolu, Spatné 1éCby
a/nebo nedbalosti zkousejiciho nebo
neschopnosti  poskytovatele a zkouSejiciho
pfimetené jednat v piipadé nezadouci reakce.

a) hrubé  nedbalosti,

b) Ze hodnocené lé¢ivo nema ocekavany ucinek
nebo nepfinese subjektu hodnoceni Zzadny
piinos

C) Ze jind 1éCiva nebo placebo budou podané
subjektu  hodnoceni za ucelem srovnani
s hodnocenym 1é¢ivem; nebo

d) Spoluzavinéni subjektem hodnoceni

X.
Ochrana divérnych informaci

Davérnymi informacemi se pro ucely této smlouvy
rozumi  veSkeré informace Umysln¢ nebo
opomenutim  poskytnuté spoleénosti PPD a
zadavatelem vztahujici se ke klinickému hodnoceni
nebo jeho dokumentaci (dale jen ,divérné
informace®);  zahrnuji  zejména  informace
o struktufe, slozeni, ingrediencich, vzorcich, know-
how, technickych postupech a procesech, jakoz i
jiné informace, trebaZe nejsou spole¢nosti PPD ¢i
zadavatelem oznacené vyslovené jako divérné.
Dtvémost  vlastnickych informaci, publikaci,
publikacnich prav, prav z dusevniho vlastnictvi a
odskodnéni pietrvava i pres ukonceni klinického
hodnoceni.

Za duvérné informace se nepovazuji informace,
které jsou v dob&é piredani povazovany za
dlouhodobé znamé mezi odbornou vetejnosti nebo

byly publikovany.

Poskytovatel a zkousejici nesmi divérné informace
zpristupnit tfeti osob€, nebo je pouzivat pro ucel
jiny, nez je urcen v instrukcich spole¢nosti PPD.
Duvérné informace budou ve vyluéném vlastnictvi
PPD a zadavatele a budou drZeny zdravotnickym
zafizenim a zkouSejicim v tajnosti a na misté pro
takové informace urCeném, vyjma pripadi, kdy
poskytovatel nebo zkousejici prok&zou, Ze se jedna
0 informace vetejné piistupné.
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1)

2)

3)

arises from:

a) the gross negligence of, or reckless or intentional
misconduct by Medical Facility, and
Investigator or any of its or their employees, or
from any material breach by Medical Facility
and Investigator or any of its or their material
terms or conditions under this Agreement
including without limitation a significant
departure from the Protocol, malpractice and/or
negligence of Investigator or Medical Facility
and Investigator’s failure to deal adequately
with an adverse reaction;

b)  the failure of the Study Drug to have its
intended effect or to provide any other benefit
to the Study Subject;

c) other licensed medicinal products or placebo
administered to the Study Subject for the
purpose of comparison with the Study Drug; or

d) contributory negligence by the Study Subject

X.
Protection of Confidential Information

Confidential information for purposes of this
Agreement means any information provided by
PPD and the Sponsor relating to the Clinical Study
or its documentation (“Confidential
Information™); it includes, in particular,
information about the structure, composition,
ingredients,  samples,  know-how, technical
procedures and processes, as well as other
information, even if it is not expressly identified as
confidential by PPD or the Sponsor. Confidentiality
of proprietary information, publication, publicity
rights, intellectual  property  rights  and
indemnification shall survive notwithstanding the
completion of this Clinical Study.

Confidential  Information does not include
information which is, at the time it is delivered,
considered to have been known for a long time
among the expert public or which was published.

The Medical Facility and the Investigator may not
make the Confidential Information available to third
parties, or use it for a purpose other than as
specified in PPD’s instructions. Confidential
Information shall belong exclusively to PPD and
the Sponsor, and shall be maintained in secrecy by
the Medical Facility and the Investigator at a place
assigned for such information, except in cases
where the Medical Facility or the Investigator
proves that the information is publicly available.
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4)

5)

6)

7)

Pokud je ze zdkonem stanovenych divodii nutné
davérné informace zptistupnit (naptiklad na zakladé¢
zadosti piislusného soudu, pfislusného spravniho
ufadu ¢i jiné vladni instituce), poskytovatel nebo
zkousejici toto neodkladné pisemné oznami PPD.
Smluvni strany se =zavazuji zvetejnit didvérné
informace v zakonem stanovenych ptipadech
opravnénym subjektim popf. etické komisi a
osobam povétenym PPD pouze v nezbytné nutném
rozsahu.

PPD, poskytovatel a zkouSejici se zavazuji
informovat vSechny osoby zucastnéné na tomto
klinickém hodnoceni a osoby, jimz je divérnd
informace zpfistupnéna, o povinnosti ml¢enlivosti v
souladu s touto smlouvou; takové osoby jsou pak
vazany stejnou povinnosti ml¢enlivosti.

Poskytovatel a zkousejici se zavazuji piedat PPD po
ukonéeni klinického hodnoceni vSechny jim svéfené
materialy, dokumenty ainformace s vyjimkou
ptipadl stanovenych zadkonem.

Smluvni strany se zavazuji uschovavat veskeré
dokumenty a informace tykajici se finanénich
vyrovndni mezi smluvnimi stranami divémé a
oddélené od ostatnich dokument.

8) Zadavatel ma pravo pouzivat, odkazovat a Sifit

1)

dotisky  védeckych, 1ékafskych a  jinych
publikovanych clankd, které zvetejiiuji nazev
poskytovatele a/nebo zkouSejiciho v souladu se
vSemi platnymi autorskymi pravy za predpokladu,
7Ze toto pouziti nebude predstavovat propagaci
jakéhokoliv produktu nebo sluzby ze strany
poskytovatele nebo zkousejiciho.

X1

Vlastnictvi vysledkii klinického hodnoceni, jeho

ochrana a publikovani vysledkii

Poskytovatel a/nebo zkouSejici souhlasi, ze
jakékoliv vynalezy, objevy (patentovatelné ci
nikoliv), inovace, navrhy, napady, zpravy nebo jiné
duSevni  vlastnictvi vzniklé nebo objevené
poskytovatelem a/nebo zkousejicim béhem doby
trvani této smlouvy, samostatné nebo ve spojeni
S jinymi, béhem nebo jako vysledek dodany
poskytovatelem, zkouSejicim nebo PPD nebo
v souvislosti s klinickym hodnocenim podle této
smlouvy (dale ,,vynalezy*) bude ihned oznamen
zadavateli a stane se vyhradnim vlastnictvim
zadavatele. Po ukonceni klinického hodnoceni,
vSechny takové materialy, informace a data v drZeni
poskytovatele a/nebo zkouSejiciho, kromé téch,
které jsou zdvazné k archivaci podle ICG GCP a
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4)

5)

6)

7)

8)

If it is necessary to make Confidential Information
available for reasons provided by law (including but
not limited to an order or requirement of a court of
competent jurisdiction, administrative agency or
other governmental body), the Medical Facility or
the Investigator shall inform PPD of this without
delay. The Parties agree to make Confidential
Information public in cases provided by law to
authorised subjects or the Ethics Commission and
persons authorized by PPD only to the extent
necessary.

PPD, the Medical Facility and the Investigator
agree to inform all persons participating in the
Clinical Study and persons to whom Confidential
Information is made available about the duty of
secrecy in accordance with this Agreement; such
persons are then bound by the same duty of secrecy.

The Medical Facility and the Investigator agree to
deliver to PPD, after completion of the Clinical
Study, all materials, documents and information
received from PPD, except for cases provided by
law.

The Parties agree to keep all documents and
information concerning the financial arrangements
between the Parties confidential and separate from
other documents.

Sponsor shall have the right to use, refer to and
disseminate reprints of scientific, medical and other
published articles which disclose the name of
Medical Facility and/or Investigator consistent with
all applicable copyright laws, provided such use
does not constitute an endorsement of any
commercial product or service by Medical Facility
or Investigator.

X1

Ownership, protection, and publication of Clinical

1)

Study results

Medical Facility and/or Investigator agree any
inventions, discoveries (whether patentable or not),
innovations, suggestions, ideas, reports or other
intellectual property made or developed by Medical
Facility or Investigator during the term of this
Agreement, alone or in conjunction with others,
during or as a result of any deliverables provided by
the Medical Facility, the Investigator or PPD or
conducting the Clinical Study under this Agreement
(collectively, the “Inventions™) shall be promptly
disclosed to Sponsor and shall become the sole and
exclusive property of Sponsor. Upon termination of
the Clinical Study, all such materials, information
and data in Medical Facility’s / Investigator’s
custody, except as required for archiving under ICH
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2)

3)

4)

5)

6)

7)

8)

mistnimi platnymi pravnimi pfedpisy, budou ihned
doruceny do PPD.

Zjisténi ztohoto Kklinického hodnoceni jsou
vyhradnim vlastnictvim zadavatele a nebudou
publikovany bez predchoziho pisemného schvaleni
zadavatele. Materidly pro vefejné Sifeni budou
dodany zadavateli k revizi a okomentovani alespoti
Sedesat (60) dni pfed planovanym dodanim pro
publikovani, prezentaci nebo jiny zptsob, ktery by
vedl kodhaleni zpisobu a vysledkt klinického
hodnoceni.

Pokud na =zakladé vlastniho tusudku zadavatele,
publikace nebo prezentace v danou dobu branila
zadavateli ve vyvoji hodnoceného 1é¢iva, zkousejici
zvazi v souladu s tim Gpravu nacasovani publikace
a prezentace. VSechny opodstatnéné komentaie
zadavatele ve vztahu a navrhované publikace budou
zkousejicim do publikace zahrnuty.

Vzhledem k tomu, Ze toto klinické hodnoceni je
soucasti multicentrického klinického hodnoceni,
zkousSejici nevytvofi zadnou publikace nebo
prezentaci zaloZenou na vysledcich ziskanych u
poskytovatele pred prvni multicentrickou publikaci.

Publikace nebo prezentace poskytovatele nebo
zkouSejiciho musi  odkazovat na relevantni
multicentrickou publikaci (e).

Zadavatel ma také pravo publikovat vysledky
klinického hodnoceni. V ptfipadé, ze =zadavatel
vydavd multicentrickou publikaci, bude ucast
zkousSejiciho jako jmenovaného autora zvazena
podle pravidel zadavatele a obecné piijatych
standardl o autorstvi.

Zadavatel bude mi také pravo pouzit, odkazat a Sifit
vytisky  védeckych, medicinskych a  jinak
publikovanych ¢lankd, které odhaluji nazev
poskytovatele a/nebo zkousejiciho v souladu se
zakony o autorskych pravech platnych v USA a
jinymi platnymi zakony o autorskych pravech za
predpokladu, ze takové pouziti nebude znamenat, ze
poskytovatel nebo zkousSejici timto schaluji né&jaky
komeréni produkt nebo sluzbu.

Smluvni strany se dohodly, Ze zadavatel/CRO
poskytne zdravotnickému zafizeni po ukonceni
klinického hodnoceni seznam publikaci
vztahujicich se k vysledkim tohoto klinického
hodnoceni.
XI1I.
Trestni bezahonnost
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2)

3)

4)

5)

7)

8)

GCP and applicable local legal regulations, shall be
promptly delivered to PPD.

The findings of this Clinical Study are the exclusive
property of Sponsor and shall not be published
without prior written approval of Sponsor. The
material for public dissemination will be submitted
to the Sponsor for review and comment at least
sixty (60) days prior to submission for publication,
presentation, or any other ways which could lead
exposure of method and result of the Clinical Study.

If in the Sponsor's sole judgment, publication or
presentation at a given time would hinder the
Sponsor's  development of the Study Drug,
Investigator shall  consider modifying the
publication or presentation schedules accordingly.
All reasonable comments made by Sponsor in
relation to a proposed publication by Investigator
will be incorporated by Investigator into the
publication.

As the Clinical Study is part of multi-centered
clinical study, Investigator shall not make any
publication or presentation based on the results
obtained at Medical Facility before the first multi-
center publication.

The publication or presentation by Medical Facility
or Investigator shall make reference to the relevant
multi-center publication(s).

The Sponsor shall also have the right to publish the
results of the Clinical Study. In the event the
Sponsor coordinates a multi-centre publication, the
participation of Investigator as a named author shall
be determined in accordance with the Sponsor’s
policy and generally accepted standards for
authorship.

Sponsor shall also have the right to use, refer to and
disseminate reprints of scientific, medical and other
published articles which disclose the name of
Medical Facility and/or Investigator consistent with
U.S. or other applicable copyright laws, provided
such use does not constitute an endorsement of any
commercial product or service by Medical Facility
or Investigator.

Parties agree that Sponsor/CRO shall provide
Institution with the list of publication connected to
this Clinical Study after the termination of this
Clinical Study.

XII.
Clean criminal records
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1)

2)

1)

2)

3)

Zkousejici prohlasuje a zaruuje, ze jemu a podle
jeho nejlepSich védomosti ani zaddnému jinému
¢lenu fesitelského tymu nebyl nikdy vysloven zakaz
¢innosti ani nebyl trestan za spachani trestného
¢inu, za ktery mize byt Iékafi zdkaz cinnosti
ve zdravotnictvi ulozen.

Zkousejici prohlauje, Ze ani on ani Zadny z ¢lent
feSitelského tymu nebyl nikdy v souvislosti s
provadénim  klinického  hodnoceni  obvinén,
vysetfovan ani odsouzen.

X1
ReSeni spori a smiréi Fizeni

Smluvni strany se dohodly, Ze pravni vztahy a
poméry vzniklé ztéto smlouvy se fidi platnymi
zakony a predpisy Ceské republiky.

Smluvni strany se zavazuji, Ze si ptfi provadéni
klinického hodnoceni budou vzajemné pomahat a
pripadné spory arozdilnost nazori na postup a
zpisob praci budou feSit smirnym jednanim
obvyklym u smluvnich stran.

Smluvni strany berou na védomi a zaroven souhlasi,
ze k projednani a rozhodovani piipadnych sport,
které nebudou vyfeSeny smirem podle odst. 2,
budou nalezet do pravomoci pfislusnych soudi
Ceské republiky.

XIV.
Finan¢ni vyrovnani

1) PPD bude poskytovat finan¢ni podporu uvedenou

v ptiloze ¢.1 této smlouvy za Uéelem provadéni
klinického hodnoceni v souladu s podminkami
Protokolu. Pfiblizna Castka vyplacena
Zdravotnickému zafizeni za provedeni Klinického
hodnoceni je 676,390 K¢&.

2) Poskytovatel a zkouSejici timto berou na védomi a

zaroven souhlasi s tim, ze platby dle této smlouvy
jsou pieposilanymi platbami od zadavatele a Ze
spole¢nost PPD nema dle této smlouvy Zzadné
platebni povinnosti az do doby, kdy uvedené plathy
od zadavatele obdrzi. Spole¢nost PPD vyvine
veSkerou adekvatni snahu, aby zajistila vcasné
ptijeti pfeposilanych plateb od zadavatele.

3) Poskytovatel se zavazuje z obdrZzenych plateb dle

ptilohy €. 1 vyplatit odmény zkousSejicimu a clentim
studijniho tymu vcetné farmaceuta dle vnitinich
smérnic  poskytovatele. Spole¢nost PPD se
zavazuje, Ze ani PPD ani zadavatel neuzaviou
separatni smlouvu se zkou3ejicim ani jinym

Celltrion Inc., CT-P13 1.6 — 3-way CTA - Site Pl Svoboda
Version May 2014

1)

2)

1)

2)

3)

1)

The Investigator represents and warrants that
neither he nor, to the best of his knowledge, any
other member of the study team, was ever
prohibited from practicing or was sentenced for a
crime for which a doctor may be prohibited from
practicing in the medical field.

The Investigator declares that neither he/she nor any
member of the study team has ever, in connection
with the conduct of a Clinical Study, been accused,
investigated or convicted.

XII.
Dispute resolution and conciliation proceedings

The Parties have agreed that the legal relationships
arising under this Agreement shall be governed by
the valid laws and regulations of the Czech
Republic.

The Parties agree to assist each other in conducting
the Clinical Study and to resolve any disputes or
differences of opinion about work procedures and
methods through their usual negotiations.

The Parties take note of and agree that any disputes
which are not settled through cooperation pursuant
to par. 2 shall come under the jurisdiction of the
courts of the Czech Republic.

XIV.
Financial provisions

PPD will provide the financial support set out in
Appendix no. 1 attached to this Agreement for the
conduct of the Clinical Study in accordance with
the terms of the Protocol. The approximate amount
payable to the Institution for the conduct of the
Study is 676,390 CZK.

2) The Medical Facility and Investigator hereby

3)

acknowledge and agree that payments due under
this Agreement are pass-through payments from
Sponsor and that PPD shall have no payment
obligations hereunder until such time as said
payments are received by PPD from Sponsor. PPD
shall exercise reasonable efforts to ensure timely
receipt of pass-through payments from Sponsor.

The Medical Facility agrees to reimburse the
Investigator and/or the Study Team, including the
Delegated Pharmacist out of the received funds as
per Appendix no. 1 hereto, according to the internal
regulations of the Medical Facility. PPD warrants
that neither PPD, nor the Sponsor will enter into
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4)

1)

2)

3)

zaméstnancem poskytovatele v souvislosti
S provadénim tohoto klinického hodnoceni.

CRO spolu se ZkouSejicim prohladuji, Zze
CRO/Zadavatel a ZkouSejici mezi sebou neuzaviou
Zadny pravni vztah bez ohledu na to, zda se
vztahuje k tomuto klinickému hodnocenti, aniz by s
tim zdravotnické zafizeni vyjadiilo souhlas.
Smluvni strany timto prohlasuji, Ze z jejich strany
neexistuje zadny stiet zajmu finanéni ¢i nefinanéni
povahy, ktery by branil fadné realizaci klinického
hodnoceni v souladu s obecné platnymi piedpisy a
regulacnimi pozadavky (zejména se spravnou
klinickou praxi).
XV.
Doba platnosti smlouvy

Tato smlouva se uzavird na dobu provadéni
klinického hodnoceni.

V nésledujicich  ptipadech je kterdkoliv  ze
smluvnich stran opravnéna ukoncit tuto smlouvu
pisemnou vypoveédi, kterd je U¢inna po uplynuti
téiceti (30) dnli ode dne nasledujiciho po doruceni
smluvnim stranam:

a) pokud nékterd smluvni strana neplni nékterd z
ustanoveni této smlouvy;

b) pokud bude rozhodnuto, Ze je néktera smluvni
strana v Upadku podle insolven¢niho zdkona
¢. 182/2006 Sh., ve znéni pozdé&jSich piedpisi;

c) pokud n&ktera smluvni strana
opravnéni k ptisobeni v dané oblasti;

pozbude

d) bude-li riziko pro subjekty klinického
hodnoceni netimérné€ zvyseno;

e) pokud potfebna opravnéni, ohlaseni, povoleni
nebo souhlasy nezbytné k provedeni klinického
hodnoceni jsou revokovany, pozbudou platnosti
bez  pfislusného  prodlouzeni,  klinické
hodnoceni je pozastaveno, zakdzano, nebo neni
zahajeno ve stanovené dobé od vzniku
opravnénti;

f) v ptipadé, Ze vhodné subjekty nejsou do
klinického hodnoceni zafazeny véas, takZe je
ohrozen dohodnuty ¢asovy rozvrh.

Zadavatel, prosttednictvim PPD ma dale pravo
ukoncit ¢i prerusit klinické hodnoceni a zaroven
ukon¢it tuto smlouvu kdykoliv s tficeti (30) denni
pisemnou vypovédi poskytovateli bez udani divodu
a bez nédhrady, nebo okamZité po pisemné vyovédi
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4)

1)

2)

3)

any ancillary Agreement with the Investigator or
any employee of the Medical Facility in connection
with the conduct of this Clinical Study..

PPD together with Investigator declare that
PPD/Sponsor and Investigator will not enter into
any legal relationship regardless of whether it is
related to this Clinical Study without expressed
consent of Medical Facility. Parties hereby declare
that there is no conflict of interest, financial or non-
financial nature, that would prevent proper
performance of this Clinical Study in accordance
with applicable law and regulation (especially
Good Clinical Practice ).

XV.
Term of the Agreement

This Agreement is concluded for the duration of the
Clinical Study.

In the following situations any of the Parties may
terminate this Agreement by giving thirty (30) days
written notice, which begins to run on the day after
the notice is delivered to the Parties:

a) if any Party fails to fulfil any of the provisions
of this Agreement;

b) if it is declared that any Party to this Agreement
is in bankruptcy proceedings according to the
insolvency Act no. 182/2006 Coll., as amended,;

c) if any Party loses its authorization to practice in
the given field;

d) if the risk for Clinical Study subjects increases
disproportionately;

e) if a necessary authorization, notification, permit
or consent necessary for conducting of the
Clinical Study is revoked, its validity expires
without appropriate extension, the Clinical
Study is suspended, prohibited or is not
commenced within the statutory time period
from the date that the authorization arose;

f) in the event of an inadequate rate of adding
suitable subjects to the Clinical Study which
endangers the agreed time schedule.

Sponsor through PPD shall have the right to
terminate this Agreement at any time upon thirty
(30) days prior written notice to Medical Facility
without cause and without liability, or immediately
upon written notification to Medical Facility
without liability, in case Sponsor, at its sole
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4)

5)

poskytovatele bez nahrady v piipadé, Ze zadavatel
podle vlastniho uvazeni dojde k ndzoru, Ze:

a) dostupné udaje ukazuji, Ze neni bezpecné

pokracovat v podavani hodnoceného 1éciva
subjektim klinického hodnocenti;
b) Poskytovatel nebo zkouSejici porusi tuto

smlouvu (véetné ale nejen zaruky nebo prevzeti
povinnosti);

¢) zatazovani vhodnych subjekti do klinického
hodnoceni trva pfili§ dlouho, aby bylo zajisténo
splnéni odsouhlaseného ¢asového planu;

d) dodrzovani protokolu neni Uplné nebo
zaznamenavani Udaji je vécné nedostatecné a
nedplné

e) celkovy nabor do klinického hodnoceni byl
splnén bez ohledu na to, zda byl splnén podle
této smlouvy;

f) ZkouSejici uz neni dale schopen vykonavat Glohu

zkouSejiciho a nebyla nalezena nahrada
schvélitelna  jak pro poskytovatele tak
zadavatele.

Po ukonceni této smlouvy bude poskytovatel
spolupracovat se zadavatelem na provadéni aktivit
vedoucich k fadnému ukonéeni tohoto klinického
hodnoceni. V ptipadé¢ pifed¢asného ukonéeni, pokud
probéhla platba od PPD poskytovateli (at’ uz jako
plat nebo jind) pfedem, za nevykonanou praci,
takové penize budou navraceny do Ctyficeti péti
(45) dni od data takového ukonceni.

Smluvni strany se mohou kdykoliv pisemné
dohodnout na ukonéeni této smlouvy.

6) Okamzité po obdrzeni Zadosti o ukonleni zastavi

8)

poskytovatel a zkousejici jak nabor dalsich subjektt
do klinického hodnoceni, tak v 1ékaisky piipustném
rozsahu doprovodné procedury podstupované
pacienty, ktefi jiz do klinického hodnoceni
vstoupili, a v mozné mife omezi vznik dodate¢nych
nakladd a vydaja.

Pokud spoleénost PPD ¢i zadavatel ziska v obdobi
plnéni této smlouvy informace, které zpochybnuji
bezpecnost ¢i UCinnost studijniho 1éCiva nebo
souvisejiciho produktu, anebo pokud bude studijni
l1é¢ivo schvaleno FDA, smluvni strany Vv dobré vife
vyjednaji modifikaci této smlouvy, jeZ se bude tykat

(a) snizeni poctu studovanych subjektt, (b)
ukonéeni klinického hodnoceni a/nebo (c) Upravy
jakychkoli  dalsich  pfislusnych  ustanoveni

vyplyvajicich z této smlouvy.
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4)

5)

6)

7)

discretion, concludes that:

a) available data indicate that it is not safe to
continue to administer the Study Drug to
patients;

b) Medical Facility or Investigator is in breach

of any term of this Agreement (including

but not limited to any warranty or
undertaking);

C) the entry of valid patients in the Clinical
Study is too slow to meet the agreed time
scheduled;

d) adherence to the Protocol is poor or data
recording is materially inaccurate or
incomplete;

e) the overall Clinical Study enrolment has

been met even if enrolment under this
Agreement has not been completed; or

f) Investigator is no longer able to act as
Investigator and no replacement mutually
acceptable to Medical Facility and Sponsor
can be found.

Upon the termination of this Agreement, Medical
Facility and Investigator shall cooperate with
Sponsor to provide for an orderly wind-down of the
Clinical Study conducted hereunder. In the event of
early termination, if payment (whether for salaries
or otherwise) has been made by Sponsor to Medical
Facility and/or Investigator in advance for work not
completed, such monies shall be refunded within
forty-five (45) days after the date of such
termination.

The Parties may terminate this Agreement by
written Agreement at any time.

Immediately upon receipt of a notice of termination,
the Medical Facility and the Investigator shall cease
entering subjects into the Clinical Study, cease
conducting procedures to the extent medically
permissible on subjects already entered into the
Clinical Study, and refrain from incurring additional
costs and expenses to the extent possible.

Notwithstanding anything herein to the contrary, if
during the term of this Agreement, information
becomes available to PPD or Sponsor which places
the safety or efficacy of the Study Drug or related
product in doubt or if the Study Drug is approved
by FDA, the Parties shall negotiate, in good faith, a
modification of this Agreement to (i) reduce the
number of subjects to be studied, (ii) terminate the
Clinical Study, and/or (iii) modify any other
relevant provision of this Agreement.
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8)

9)

Po dokonceni ¢i pred¢asném ukonceni klinického
hodnoceni jsou poskytovatel a/nebo zkousejici
povinni piedlozit spole¢nosti PPD zavére¢nou
zpravu zahrnujici vSechny piislusné informace
tykajici se klinického hodnoceni tak, jak je popsano
Vv Protokolu, véetné vSech dat a vysledkt klinického
hodnoceni a rovnéZ jsou povinni navratit vSechny
davémé informace zadavatele ¢i spolecnosti PPD
jejich prislusnému majiteli.

Po dokonéeni ¢i predéasném ukonceni klinického
hodnoceni bude veSkeré nepouzité studijni 1é¢ivo a
ptislusné  materidly  klinického  hodnoceni
poskytnuté poskytovateli a/nebo zkouSejicimu
spolecnosti PPD ¢i zadavatelem vraceny spolecnosti
PPD.

10) Po dokonceni klinického hodnoceni se veskeré

1)

vybaveni hodnoceni poskytnuté poskytovateli
a/nebo  zkouSejicimu  spole¢nosti PPD  ¢&i
zadavatelem stane vlastnictvim

poskytovatele/zkousejiciho.

Clanek XVI.
Etické chovani

Poskytovatel/zkousejici se zavazuji, Ze nebudou, at’
pfimo ¢i nepiimo, prostiednictvim jakékoli tieti
strany poskytovat, nabizet nebo slibovat Zadnou
platbu, dar nebo jinou cennou véc zadné osob¢, aby
tak tuto osobu nepatfi¢né ovlivnili, nebo aby tato
osoba byla poskytovateli/zkousejicimu, spole¢nosti
PPD nebo zadavateli ndpomocna pii ziskavani
necestn¢ho zvyhodnéni.

2) Poskytovatel/zkousejici se zavazuji, ze nebudou, at’

1)

pfimo ¢i nepfimo prostfednictvim jakékoli treti
strany pfijimat, schvalovat, ziskdvat ¢i pozadovat
zadnou platbu, dar nebo jinou cennou véc od zadné
osoby, ktera jim bude nabidnuta ¢i pfedana jako
odmeéna za nepatficné ovlivnéni nebo se zameérem
nepatiiéné ovlivnit  poskytovatele/zkousSejiciho,
spole¢nost PPD nebo zadavatele.

XVILI.
Spolecna a zavéretna ustanoveni

Kazda ze smluvnich stran stvrzuje, Ze jakékoli
poruseni prohlaseni ¢&i zaruk kdykoli béhem
platnosti této smlouvy predstavuje v kaZzdém
ptfipad¢ poruseni této smlouvy se vSemi dusledky
zakotvenymi v ceskych pravnich ptedpisech pro
ptipad neplnéni zavazkl plynoucich z této smlouvy
pfislusnou stranou. Porusenim prohlaseni ¢i zaruky
se mini, Ze toto prohlaSeni nebo zaruka neni
pravdiva, Uplna nebo spravna.
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8)

9)

10) Upon completion of the Clinical

1)

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

Upon completion of the Clinical Study or early
termination thereof, all unused Study Drug,
compounds and related Clinical Study materials
furnished to Medical Facility and/or Investigator by
or on behalf of Sponsor or PPD shall be returned to
PPD.

Study all
equipment furnished to Medical Facility and/or
Investigator by or on behalf of Sponsor or PPD

shall become property to the Medical
Facility/Investigator.
XVI.
Ethical Conduct
Medical Facility/Investigator undertakes that

Medical Facility/Investigator shall not, directly or
indirectly through any third party, give, offer or
promise any payment, gift or other thing of value to
any person in order to improperly influence them or
otherwise assist Medical Facility/Investigator, PPD
or the Sponsor in obtaining an improper advantage.

2) Medical Facility/Investigator undertakes that Medical

1)

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

XVII.
Closing provisions

Each of the Parties acknowledge that any breach of
representations or warranties at any time during the
validity of this Agreement represents in any case a
breach of this Agreement with all consequences
provided for in Czech law for the case of failure to
fulfil obligations under this Agreement. Breach of a
representation or a warranty means that the
representation or warranty is not true, complete or
correct.
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2)

3)

4)

5)

6)

7)

8)

9)

Vztahy neupravené touto smlouvou se fidi zdkonem
¢. 89/2012 Sh., Obcganského zakoniku, ve znéni
pozdéjsich predpist, zdkonem &. 378/2007 Sh., o
1é¢ivech, ve znéni pozdéjsich predpist a vyhlaskou
¢. 226/2008 Sh., kterou se stanovi spravna klinicka
praxe a blizsi podminky klinického hodnoceni 1éciv,
ve znéni pozdéjsich predpist.

Tato smlouva nabyva G¢innosti dnem zvefejnéni dle
zakona ¢. 340/2015 Sh., o registru smluv. Tato
smlouva je zavazna pro smluvni strany, jakoZ i pro

jejich pravni nastupce a odsouhlasené postupniky.

Smluvni strany nesmi tuto smlouvu postoupit bez
pfedchoziho  pisemného  souhlasu  ostatnich
smluvnich stran.

Jakékoli vzdani se prava ¢i zdrZeni se jednani
kterékoli smluvni strany v souvislosti s poruSenim
nékterého ustanoveni této smlouvy neznamena
vzdani se prava v souvislosti s jakymkoli dalSim
porusenim této smlouvy.

Smluvni strany se zavazuji, Ze dodrZi vSechna
ustanoveni této smlouvy, ktera trvaji déle nez
platnost smlouvy, i po skonceni tohoto klinického
hodnoceni.

S vyjimkou tohoto prohlaSeni, spolecnost PPD a
zadavatel neposkytuji zadné, at’ ptimé ¢i implicitni
zaruky tykajici se tohoto klinického hodnoceni,
studijniho 1éCiva a materidlu ¢i postupu, vcetné
jakychkoli garanci obchodovatelnosti ¢i
pouzitelnosti pro uréité ucely. S vyjimkou tohoto
prohlaSeni nebude spole¢nost PPD a zadavatel
odpovédny za jakékoli trestni, nepfimé a jiné skody
zpusobené V disledku tohoto klinického hodnoceni
zdravotnickym zafizenim, zkouSejicim nebo tfeti
osobou.

Tato smlouva je vyhotovena ve tfech stejnopisech, z
nichZ jeden obdrzi poskytovatel, jeden zkousejici a
jeden PPD.

Zmény a dopliiky této smlouvy jsou mozné toliko
dohodou, a to pisemnym dodatkem ke smlouvé.

10) V pfipadé jakychkoli rozpori mezi Ceskou a

anglickou verzi smlouvy ma prednost ¢eska verze.

11) Zdravotnické zafizeni se zavazuje, ze zvefejni

Smlouvu v registru smluv v souladu se zakonem
340/2015 Sb. o registru smluv v rozsahu
stanoveném timto zdkonem a odsouhlaseném
spole¢nosti CRO/zadavatelem do péti (5)
pracovnich dni ode dne posledniho podpisu.
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2)

3)

4)

5)

6)

8)

9)

10

~—

11)

Relationships not covered by this Agreement are
governed by Act. no. 89/2012 Coll., of the Civil
Code, as amended, Act. no.378/207 Coll., on
Pharmaceuticals, as amended and Decree
no. 226/2008 Coll., on good clinical practice and
conditions for clinical studies, as amended.

This Agreement is effective upon its publication in
Contract Register in accordance with Act no.
340/2015 Coll. This Agreement shall be binding
upon the Parties, their successors and permitted
assignees.

This Agreement may not be assigned or transferred
by any of the Parties without the prior written
consent of the other Parties to this Agreement.

Any waiver or forbearance by any Party with
respect to a breach of any provision of this
Agreement shall not be deemed to constitute a
waiver with respect to any subsequent breach of any
provision hereof.

The Parties agree that they will observe all the
provisions of this Agreement, which last longer than
the term of the Agreement, even after termination of
the Clinical Study.

Except as expressly stated herein, PPD and Sponsor
make no warranties, expressed or implied, with
respect to the Clinical Study, the Study Drug or any
materials or processes provided hereunder,
including without limitation any warranties of
merchantability or fitness for a particular purpose.
Except as expressly stated herein, PPD and Sponsor
shall not be liable for any consequential, punitive,
indirect, or other damages suffered by Medical
Facility or Investigator or any others as a result of
the Clinical Study.

This Agreement is made in three counterparts, of
which the Medical Facility, the Investigator and
PPD shall receive one.

Changes and supplements to this Agreement may be
made only by written amendment hereto.

In the case of any discrepancy between the Czech
and the English versions of the Agreement, the
Czech version shall prevail.

The Institution agrees to post the Agreement in
Contract registry in accordance with Act 340/2015
Coll. On Contract registry in the extend according
to this law and approved by CRO/Sponsor within
five (5) business days from the date of the last
signature. In case Institution doesn’t publish
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V ptipadé, Ze zdravotnické =zafizeni nezvefejni
Smlouvu do péti (5) pracovnich dni ode dne
posledniho podpisu, je CRO opravnéna podniknout

prislusné kroky k jejimu zvefejnéni.

Zadavatel / CRO maji pravo redigovat jakékoliv
divérné informace v souladu se zékonem 340/2015

Sh.
12) Sdéleni ur¢ena zdravotnickému zatizeni:

Fakultni nemocnice Ostrava
Centrum klinickych studii
17 listopadu 1790/5

708 52 Ostrava - Poruba

Ceska republika
Telefon:
Fax:

Toto misto bylo zamérné ponechano prdzdné; podpisy
smluvnich stran jsou uvedeny na nasledujici strané.
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Agreement within five (5) business days from the
date of the last signature, CRO is entitled to make
necessary steps to post the Agreement.

Sponsor /CRO shall have the right to to redact any
confidential information in accordance with Act
340/2015 Caoll.

12) Address for sending notices to Institution:

Fakultni nemocnice Ostrava
Clinical trial department
17.listopadu 1790/5

708 52 Ostrava - Poruba

Czech Republic
Tel:
Fascimile:

This space has been intentionally left blank; the

signatures of the Parties are on the following page.
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Na dikaz souhlasu se znénim smlouvy p¥Fipojuji In witness of their consent to this Agreement, the
smluvni strany své podpisy. Parties have signed below.

PPD Investigator Services, LLC.

Podpis/Signature:

Jméno/Name:

Pozice/Title:

Datum/Date:

Zdravotnické Zarizeni/Institution:

Podpis/Signature:
Jméno/Name: MUDr. Josef Srovnal

naméstek feditele pro 1é€ebnou péci / associate director for medical care
Datum/Date:

Zkousejici/ Investigator:

Podpis/Signature:

Jméno/Name: MUDr. Pavel Svoboda, Ph.D.

Datum/Date:

Seznam priloh k této Smlouvé: List of appendices to this Agreement:
Piiloha ¢. 1: Rozpis plateb Appendix no. 1: Payment Schedule

Ptiloha ¢. 2: Finanéni formulai (PAF) Appendix no. 2: Payment Authorization Form
Celltrion Inc., CT-P13 1.6 — 3-way CTA - Site Pl Svoboda 19/23
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