Smlouva o zabezpeceni klinického hodnoceni

PPD Investigator Services LLC,

929 North Front St, Wilmington, NC 28401, USA, ICO:
46-2919241,

Zastoupena spole¢nosti PPD Czech Republic, s.r.0., se
sidlem Bud¢jovicka alej, Antala Staska 2027/79, 140 00
Praha 4, Ceska republika, jednajici prostfednictvim
MUDr. Dariny Hrdlickové — jednatelky spolecnosti

dale jen “PPD”
a

Nemocnice Na Bulovce, se sidlem Budinova 67/2, 180
81, Praha 8, Ceska republika, IC.: 00064211, DIC:
CZ00064211

zastoupend MUDr. TomaSem PodleSakem, naméstkem
pro léCebné preventivni péci, na zakladé povéieni dale
jen ,,poskytovatel*

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

I
Predmét a icel smlouvy

1) Pfedmétem smlouvy je klinické hodnoceni *“A
XXXXKKXXXXXKK XXXXKXXXXXKKK XXXKXXXXXXKXX
(dale jen “klinické hodnoceni™), které provadi PPD
jako nezavisly subjekt ve prospéch farmaceutické
firmy Eisai Ltd., European Knowledge Centre
Mosquito Way Hatfield, Hertfordshire AL10 9SN,
Velkd Britanie (dale jednotlivé i souhrnné jen
“zadavatel”) podle protokolu €. XXXXXXXXXXXXX
XXXXXXXXXXXXX ~ (ddle jen ,protokol“), jenZ
podrobné popisuje Cinnosti provadéné v ramci
klinického hodnoceni a rozdéleni zodpovédnosti
mezi smluvni strany. Klinické hodnoceni bude
provedeno v cCele se zkouSejicim XXXXXXXXXXXXX
XXXXXXXXXXXXX, jako hlavnim zkouSejicim (dale jen

»Zkoudejici*).  Zdravotnické  zafizeni  zlstava
zodpovédné za dodrzovani podminek této smlouvy
zkousejicim.

2) Ucelem smlouvy je stanovit podminky k provedeni
klinického hodnoceni v zafizeni poskytovatele a
vymezit prdva a povinnosti smluvnich stran pro
prubéh a provedeni klinického hodnoceni nejvyse

Agreement on Clinical Study

PPD Investigator Services LLC,

929 North Front St, Wilmington, NC 28401, USA,
Company ID no.: 46-2919241

Represented by PPD Czech Republic, s.r.o., with its
registered address at Budejovicka alej, Antala Staska
2027/79, 140 00 Prague 4, Czech Republic, represented
by MUDr. Darina Hrdlickova, executive of the
company

further, “PPD”
and

Nemocnice Na Bulovce, with a place of business at
Budinova 67/2, 180 81, Praha 8, Czech Republic,
Company ID number.: 00064211, Tax ID number:
CZ00064211

Represented by MUDr. Tomas Podlesak, Deputy
Director for Medical Preventive Care, on the basis of
the authorization further, the “Medical Facility”

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 related to the protocol
XHXXXXXXXXXXK  XXXKXXXXXKKXK XXXXXXKXXXXXXXK
(further, the “Clinical Study”), which PPD is
conducting as an independent contractor for the
benefit of a pharmaceutical company, Eisai Ltd.,
European Knowledge Centre Mosquito Way
Hatfield, Hertfordshire AL10 9SN, \elka Britanie
(further, the *“Sponsor”) pursuant to Protocol

XXXXXKXXXXXKX  XXXXXXXXXXXXX  (“Protocol”),
which describes in detail the activities conducted in
the Clinical Study and the division of

responsibilities among Parties. The Clinical Study
shall be headed by the Investigator, XXXXXXXXXXXXX
XXXXXXXXXXXXX as the principal investigator
(further, the “Investigator”). Medical Facility
remains responsible for ensuring Investigator’s
compliance with the terms and conditions of this
Agreement.

2) The purpose of the Agreement is to set out
conditions for conducting the Clinical Study at the
Medical Facility and to provide the rights and
obligations of the Parties for conducting the Clinical
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3)

4)

5)

1)

2)

1)

2)

profesionalnim  zptisobem  (véetné  vCasného
poskytovani vSech dat a informaci tykajicich se
klinického hodnoceni, a CRF — Case Report Forms,
poptipadé elektronickych CRF, tzv. e-CRF).

Poskytovatel prohlaSuje, Ze jak on tak i zkouSejici
maji zkuSenosti, schopnosti, v pé¢i pfimefeny pocet
odpovidajicich subjektd a zdroje, vetné personalu a
vybaveni, aby mohli pfesn¢, ucelné a v€as provést
klinické hodnoceni profesionalnim a kvalifikovanym
zplisobem, a Ze tyto zdroje budou trvale pouzivat tak,
aby klinické hodnoceni takto provedli.

Poskytovatel a zkouSejici prohladuji, Ze nejsou
zaméstnanci nebo zastupci PPD.

V piipadé jakéhokoli rozporu ¢&i neshody mezi
nalezitostmi obsaZzenymi v protokolu a vtéto
smlouvé budou smluvni podminky urcujici pro
plnéni pravnich zavazkti smluvnich stran, zatimco
protokol bude urcujici pro zptisob vedeni tohoto
klinického hodnoceni.

1.
Zahajeni klinického hodnoceni

Klinické hodnoceni bude zahajeno na zaklade
povoleni Statniho ustavu pro kontrolu IéCiv,
souhlasného stanoviska pfislusné lokalni etické
komise a pfislusné multicentrické etické komise
(dale souhrnné jen ,,SUKL /etické komise*).

Kopie rozhodnuti a souhlasného stanoviska podle
odst. 1 budou ulozeny ve zdravotnickém zafizeni u
zkousejiciho v dokumentaci o provedeni klinického
hodnoceni a zarovei tvofi ptilohy D této smlouvy.

1.
Misto a doba provedeni klinického hodnoceni
a resitelské centrum

Klinické hodnoceni bude provedeno v Ustavu
radiaéni  onkologie poskytovatele (dale jen
oresitelské centrum®), v Cele se zkousejicim jako
hlavnim  zkouSejicim a dalsimi  povéfenymi
pracovniky (dale jen ,,Studijni tym*).

Ke zméné fesitelského centra a ve jmenovani ¢i
doplnéni povétrenych pracovniki miize dojit jen po
dohodé PPD, poskytovatele a zkouSejiciho. Pisemny
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3)

4)

5)

1)

2)

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).

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.

The Medical Facility and Investigator declare that
it/he/she is not an employee or agent of PPD.

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

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*).

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, and will be attached as Appendix D of this
Agreement.

Place and term of conducting the Clinical Study and

1)

2)

the Study Site

The Clinical Study shall be conducted at the
Institute of radiologic oncology of the Medical
Facility (further, the “Study Site”), headed by the
Investigator as the principal investigator and other
authorized employees (further, the “Study Team”).

Changes in the Study Site and appointment or

addition of authorized employees can be made only
after Agreement between PPD, the Medical Facility
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3)

4)

5)

doklad o takové dohodé musi byt uloZzen v
dokumentaci o provedeni klinického hodnoceni.

Klinické hodnoceni nebude v feSitelském centru
zahajeno dfive, nez vejde v platnost tato smlouva, a
budou splnény dal§i podminky vyzadované
prislusnymi pravnimi piedpisy. Zarazovani subjektil
hodnoceni do klinického hodnoceni bude zahajeno v
prabéhu XXXXXXXXXXXXX XXXXXXXXXXXXX
Predpokladany cas potiebny k provedeni klinického
hodnoceni je 0d XXXXXXXXXXXXX A0 XXXXXXXXXXXXX.
Doba provadéni klinického hodnoceni miize byt
vjeho pribéhu prodlouZzena nebo zkracena.
Spole¢nost PPD pisemné oznadmi poskytovateli a
zkousejicimu pfipadné zmény v predpokladaném
Case potiebném k fadnému provedeni klinického
hodnoceni. Zmény doby trvani klinického hodnoceni
neni nutno provadét prostiednictvim dodatku této
smlouvy.

Klinické hodnoceni subjektli nebude zahajeno diive,
nez bude obdrzen souhlas vSech pfislusnych etickych
komisi a jakékoliv dalSi povoleni, kterd jsou
nezbytna k provadéni tohoto klinického hodnoceni.

UkéaZe-li se v prubéhu Kklinického hodnoceni, ze
nebude mozné jej ukonéit véas v predpokladaném
terminu, zkouSejici je tuto skutecnost povinen
neprodlené oznamit PPD.

V.
Zakladni podminky pro provadéni klinického
hodnoceni

1) ZkouSejici provede klinické hodnoceni pii
dodrzeni veSkerych pfislusnych zakonti a
pravnich predpisi, vcetné téch, které souvisi s
plnénim protikorupcnich zéasad, jak je blize
uvedeno v ptiloze C a dile zejména zakona C.
378/2007 Sb., o 1éCivech, ve znéni pozdéjsich
predpist, zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, ve znéni pozdgjSich
predpist, vyhlasky ¢. 226/2008 Sb., kterou se
stanovi spravna Klinickd praxe a blizsi
podminky klinického hodnoceni 1é¢iv, ve znéni
pozdgjsich piedpist, v souladu s poskytnutymi
informacemi a ve shodé¢ se zakladnimi
podminkami a zésadami stanovenymi

a) v protokolu Klinického hodnoceni vydaném
zadavatelem a vsouladu s poZzadavky vSech
prislusnych etickych komisi. Pfipadné zmény
protokolu lze provést jen s pisemnym
souhlasem zadavatele a vSech smluvnich stran,
na zadkladé ohlaSeni Stitnimu ustavu pro
kontrolu 1é¢iv, popt. schvaleni Statnim ustavem
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1) While conducting

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 XXXXXXXXXXXXX
The entire Clinical Study is planned to be
conducted from XXXXXXXXXXXXX to
XXXXXXXXXXXXX. 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

the Study, the Principal
Investigator shall comply with all applicable laws,
rules and regulations, including those related to
anti-corruption compliance as more specifically set
forth in Exhibit C, and also 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, 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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pro kontrolu 1éCiv a souhlasného stanoviska
etické komise, ledaze je to nezbytné
k odvraceni akutniho nebezpeéi hroziciho
subjektam klinického hodnoceni. Zkousejici se
zavazuje na dikaz svého souhlasu postupovat
podle protokolu piedat 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 pfipojen k dokumentaci
o provedeni klinického hodnoceni; a

c) v povoleni vydaném k provedeni klinického
hodnoceni Statnim ustavem pro kontrolu 1é¢iv
v ptipadech, kdy klinické hodnoceni vyZaduje
takovéto povoleni, jakoz i v souhlasném
stanovisku etickych komisi ve smyslu ¢l II.
smlouvy.

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.

2) Klinické hodnoceni bude provedeno ve shodé¢ s 2) The Clinical Study shall be conducted in

etickymi normami Ceské Iékafské komory, accordance with the ethical standards of the Czech
spravnou klinickou praxi, podminkami Medical Association, good clinical practice,
vychazejicimi z Helsinské deklarace Svétové conditions under the World Medical Association’s
asociace 1ékari, jakoZ i smérnici o Spravné klinické Declaration of Helsinki and the Guideline for Good
praxi (Guideline for Good Clinical Practice) Clinical Practice set by the International
stanovenou mezinarodni konferenci pro Conference for Harmonization of Technical
harmonizaci technickych pozadavkd pro registraci Requirements  for  the Registration of
humannich  1éCivych ptipravki  (International Pharmaceuticals for Human Use (further the “ICH
Conference for Harmonization of Technical GCP Guidelines”), the US Foreign Corrupt
Requirements  for  the Registration of Practices Act, the UK Bribery Act and other
Pharmaceuticals for Human Use), (dale jen ICH generally accepted applicable documents.
GCP  Guidelines), americkym zdkonem o
zahrani¢nich  korupcnich praktikach, britskym
zdkonem o uplatkatrstvi a dalSimi pfislusnymi
obecné zavaznymi dokumenty.

3) Dokumenty uvedené v odst. 1 pism. a) a b) jsou 3) The documents specified in par. 1 (a) and (b) are
divérné a informace o jejich obsahu mohou byt confidential, and information about their contents
poskytnuty jen pracovnikim feSitelského centra may be provided only to employees of the Study
povéfenym ¢i jmenovanym podle ¢l. II1. odst. 1 této Site authorized or named pursuant to art. 1. par. 1
smlouvy a organim a institucim uvedenym v ¢l. V1. of this Agreement and to institutions specified in

art. VI.

4) Zkousejici se dale zavazuje pfedat PPD fadné¢ 4) The Investigator agrees further, to deliver to PPD a
vyplnény a podepsany formulat FDA 1572, je-li duly completed and signed form FDA 1572, if the
tento zadavatelem poZadovan. Sponsor requires so.

5) Ptislusné zaznamy tykajici se tohoto klinického 5) Adequate records with respect to the Clinical Study

hodnoceni, vcetné zaznamull o identifikaci subjekti
hodnoceni, klinickych pozorovanich, laboratornich
testech, prijeti 1ékd a jejich predani, budou nalezité
vedeny tak, aby zkouSejici a poskytovatel byli
schopni poskytnout zadavateli hodnoceni Uplné a

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
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presné informace o vSech aspektech a vysledcich
tohoto klinického hodnoceni. Spole¢nosti PPD
a/nebo zadavateli bude po piiméteném avizu
umoznéno tyto studijni zadznamy (vCetné vyse
uvedenych) provétovat a auditovat.

Sponsor with complete and accurate information
regarding all aspects and results of the Clinical
Study. PPD and/or Sponsor shall be allowed to
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.

6) Poskytovatel a zkousejici dale berou na védomi a 6) The Medical Facility and the Investigator further
zavazuji se, Ze kontrolni organy, zadavatel nebo acknowledge and agree that their compliance with
PPD mohou kontrolovat nebo provadét audity toho, applicable laws, regulations, guidelines and this
zda jsou z jejich strany dodrZzovany platné zakony, Agreement may be inspected or audited by
predpisy, pokyny a tato smlouva, a ze poskytnou regulatory authorities, the Sponsor or PPD, and they
veSkerou nezbytnou asistenci, dokumentaci, will provide all necessary assistance,
pracovniky a zdroje potiebné pro provedeni documentation, personnel and resources required to
takovych auditd nebo kontrol. conduct such audits or inspections.

7) Hodnocené 1é¢ivo bude dodavano do lékarny 7) The Study Drug will be delivered to the pharmacy
poskytovatele (dale jen ,lékarna“). Lékarna povéti of the Medical Facility (further the “Pharmacy”).
fadné kvalifikovaného zaméstnance na funkci The Pharmacy will authorize an employee
delegovaného farmaceuta, aby po dobu uchovani appropriately qualified to act as the delegated
lé¢iva v 1ékarné zajistil spravné zachazeni s pharmacist to secure proper handling of the Study
hodnocenym 1é¢ivem a jinym lé¢ivem pouZivanym Drug and any related medication used in the
vsouladu sprovadénim klinického hodnoceni Clinical Study (including placebo), in accordance
(vCetné placeba), vsouladu s protokolem, se with the Protocol, Good Pharmaceutical Practice
sprdvnou  lékadrenskou praxi a  vyhlaSkou and Decree no. 226/2008 Coll. during the period the
¢. 226/2008 Sb. Study Drug is maintained in the pharmacy.

V. V.

Vybér subjekti hodnoceni pro klinické hodnoceni a Selection of Clinical Study subjects for Clinical

informovany souhlas Study and informed consent

1) Nabor subjektd  klinického hodnoceni je 1) The enrolment of Clinical Study subjects in the
v klinickém hodnoceni kompetitivni. Clinical Study is competitive.

2) Zatazeni subjektd klinického hodnoceni do 2) The Clinical Study subjects may be included in the
klinického hodnoceni bude mozné: Clinical Study only:

a) jen s pisemnym informovanym souhlasem a) with informed written consent pursuant to
podle 8§51 par. 2 (h) of Actno. 378/2007 Coll., as
8 51 odst. 2 pism. h) zé&k. ¢. 378/2007 Sh.,  ve amended, and § 8 Decree no. 226/2008 Coll.,
znéni pozdéjsich predpist, a § 8 wvyhlaSky including annex, as amended, and after they
¢. 226/2008 Sb., v¢etné prilohy, ve znéni have been duly instructed; or
pozdéjsich predpist, a po fadném pouceni; a

b) vsouladu s poZadavky stanovenymi v b) in compliance with the legal requirements
8 52 z4k. ¢. 378/2007 Sb., ve znéni pozdé&jsich stipulated in § 52 of Act no. 378/2007 Coll., as
piedpist. amended.

3) Pti zpracovani, vyzadani a uchovani informovaného 3) When drafting, requesting and filing the informed

souhlasu jsou PPD, zkouSejici i poskytovatel
povinni dbat prislusnych pravnich predpisi a
doporuceni uvedenych zejména v ¢l IV. této
smlouvy.

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.
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4) Informovany souhlas zkouSejici uchovd dle 4) The Investigator will retain the informed consent
internich ptfedpisi svého poskytovatele a na form according to the policies of the Medical
vyZzadani poskytne jeho kopii zadavateli klinického Facility and will forward a copy to the Sponsor
hodnoceni. Zadny subjekt klinického hodnoceni pii upon request. No subject may be enrolled in the
tom nemuze byt zafazen do klinického hodnoceni Clinical Study until such informed consent has been
bez ziskani tohoto informovaného souhlasu. obtained.

5) Pokud zkousejici v pribéhu klinického hodnoceni 5) If the Investigator discovers during the course of the
zjisti, Ze subjekt hodnoceni zatazeny do klinického Clinical Study that a Clinical Study subject included
hodnoceni nevyhovuje jeho Kkritériim, v souladu in the Clinical Study does not meet its criteria, he
s protokolem subjekt hodnoceni z klinického shall in accordance with the Protocol remove the
hodnoceni vyfadi a okamzit¢ o tom v souladu Clinical Study subject from the Clinical Study and
s protokolem informuje PPD resp. po dohodé s immediately in accordance with the Protocol inform
PPD, v ptipadé vyjimky postupuje v souladu s touto PPD or, as an exception, after Agreement with PPD
smlouvou a vyjimkou. leave the Clinical Study subject in the Clinical

Study in accordance with this Agreement and
exception.

6) Zkousejici, poskytovatel i PPD jsou povinni v 6) The Investigator, the Medical Facility and PPD are
prubéhu klinického hodnoceni i po jeho ukonceni required, during the Clinical Study and after it is
dbat pfislusnych pravnich predpist o ochrané completed, pursuant to the applicable legal
osobnich tdaju a informaci o subjektech zatazenych regulations, to ensure protection of personal data
do klinického hodnoceni. and information about the subjects included in the

Clinical Study.

7) Veskeré osobni informace ziskané bud’ od subjektd  7) Any personal information received from either the
klinického hodnoceni, nebo od jakéhokoliv Clinical Study subjects or any individual involved
jednotlivce podilejiciho se na klinickém hodnoceni, in the Clinical Study including the Investigator or
véetné¢  zkouSejiciho, nebo  prostfednictvim through the Medical Facility (“Data Subjects”),
poskytovatele (,,subjekty adaji“), budou podléhat will be subject to any applicable data protection
veSkerym platnym zakonim a pfedpisim na laws and regulations and if the Study is within the
ochranu osobnich 1udaji, a pokud Kklinické European Union, the Sponsor will be the data
hodnoceni probiha v Evropské unii, bude zadavatel controller.
spravcem téchto tidaju.

Poskytovatel a zkouSejici ziskaji od kaZzdého Medical Facility and Investigator will obtain the
subjektu udaju souhlas s drZzenim, pouZivanim a consent of each Data Subject to hold, use and
predavanim jeho udaju do zemi jinych neZ jeho transfer their data to countries other than their own,
vlastni, na Gzemi, kde nemusi byt v platnosti stejna to territories that may not have the same level of
uroven ochrany udaja, jaka plati na jejich vlastnim data protection, as within their own territory.
Uzemi.
VI. VI.

Sledovani (monitorovani) a kontrola pribéhu Monitoring and inspection of the conduct of the

klinického hodnoceni Clinical Study

1) Pribéh a provadéni klinického hodnoceni budou 1) The conduct of the Clinical Study shall be inspected
kontrolovany a sledovany ve smyslu pravnich and monitored in accordance with the legal
pfedpisi a doporuCeni uvedenych zejména regulations and recommendations stated, in
vEeL IV.odst. 1 této  smlouvy  povéfenymi particular, in art. IV. par. 1 of this Agreement by

pracovniky PPD, kterym poskytovatel i zkouSejici
umozni pfistup ke vSem informacim ziskanym v
ramci  klinického hodnoceni 1 k vysledkiim
laboratornich testl, vySetfeni a jinych zaznami o
subjektech zarazenych do klinického hodnoceni.

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.
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2) Prubéh klinického hodnoceni a jeho vysledky 2) The conduct and results of the Clinical Study may
mohou byt kontrolovany také auditory PPD ¢i also be inspected by PPD’s or the Sponsor’s
zadavatele; tim neni dotéeno pravo kontroly auditors; this does not affect the right of inspection
piislusnych statnich organid CR a zahrani¢nich of the relevant authorities of the Czech Republic
kontrolnich ufadl. Poskytovatel a zkousejici se and foreign inspection offices. The Medical Facility
zavazuji poskytnout zminénym auditorim veskera and the Investigator agree to provide to the above-
klinicka data zapsand do CRF (case report form), mentioned auditors all clinical data recorded in the
jakoz i dalsi relevantni informace vcetné téch CRF (case report form) as well as other relevant
generovanych  jako  vysledky  provadéného information, including information generated as
klinického hodnoceni. results of the conducted Clinical Study.

3) Ohbdrzi-li poskytovatel nebo zkousejici ozndmeni o 3) In the event that the Medical Facility or Investigator
tom, Ze misto provadéni klinického hodnoceni bude receives notice that the Study Site shall be the
pfedmétem Setfeni ¢i auditu jakéhokoli statniho ¢i subject of an investigation or audit by any
kontrolniho orgéanu, takova smluvni strana o tom governmental or regulatory authority, the Party
neprodlené uvédomi PPD. Jestlize takova smluvni receiving such notice shall inform PPD
strana neobdrzi takové oznameni o Setfeni ¢i auditu immediately. In the event that the Party does not
predem, uvédomi PPD pii prvni vhodné piilezitosti. receive prior notice of such investigation or audit,

the Party shall notify PPD at the first available
opportunity.

4) Pokud se zadavatel nebo jeho zastupci ¢i pfidruzené 4) Should the Sponsor or its agents or affiliates,

spole¢nosti véetné PPD nékdy stanou predmétem
auditu nebo Setfeni ze strany né&jakého vladniho
organu, véetné auditi nebo Setfeni podle
jakychkoliv platnych protikorupénich zakonti a
predpisii, poskytovatel a zkousejici se zavazuji, ze
budou pln¢ spolupracovat a zajisti spolupraci
s takovym auditem a kontrolou, véetné poskytnuti
veskerych informaci a zaznamt, které budou v
rdmci takového auditu poZadovany.

Poskytovatel a zkousSejici berou na védomi a
souhlasi stim, ze existuji protikorupéni zakony,
kterym zadavatel podléhd a které zakazuji platbu
nebo nabizeni c¢ehokoliv cenného jakémukoliv
vladnimu zaméstnanci nebo ufednikovi za ucelem
vyvolani nebo ovlivnéni jakéhokoliv vladniho
jednani nebo rozhodnuti, jez by mélo vliv na
zadavatele, které by zadavateli pomohlo ziskat nebo
si udrzet jakoukoliv obchodni ¢innost, které by
slouZilo jako pobidka pro schvéleni, proplaceni,
predepisovani nebo nakup jakéhokoliv piipravku
zadavatele, které by ovliviiovalo vysledek néjakého
klinického hodnoceni (véetné tohoto klinického
hodnoceni) nebo jinak znamenalo nepfiméfeny
prospéch pro obchodni c¢innosti zadavatele.
Poskytovatel a zkoulejici se kazdy jednotlivé
zavazuji, Ze se zdrzi jakékoliv aktivity v souvislosti
stouto smlouvou nebo klinickym hodnocenim,
kterd by ptedstavovala poruseni takovych zakona
poskytovatelem nebo zkousejicim.

Poskytovatel a zkousejici kazdy jednotlivé berou na
védomi a zavazuji se, Ze odména poskytnuta podle
této smlouvy je spravedlivou trzni hodnotou za
provadéni klinického hodnoceni a Ze Zadna Cast

including PPD ever become the subject of an audit
or investigation by a governmental authority,
including under any applicable anti-corruption laws
and regulations, Medical Facility and Investigator
agree to cooperate fully and procure cooperation
with such audit and inspection including providing
any information and records that are required as
part of such audit.

Medical Facility and Investigator acknowledge and
agree that there are anti-corruption laws to which
Sponsor is subject that prohibit the payment or
offering of anything of value to a government
employee or official for the purpose of: inducing or
influencing any governmental act or decision
affecting the Sponsor, to help Sponsor obtain or
retain any business, to serve as an inducement for
approval, reimbursement, prescription, or purchase
of any Sponsor product, to influence the outcome of
any clinical trial (including, the Clinical Study); or
to otherwise improperly benefit the Sponsor’s
business  activities. Medical Facility and
Investigator each agree to refrain from any activity
in connection with this Agreement or the Clinical
Study that would constitute a violation by Medical
Facility or Investigator of such laws.

Medical Facility and Investigator each acknowledge
and agree that the compensation provided hereunder
constitutes fair market value for the performance of
the Clinical Study and that no part of the payments
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plateb podle této smlouvy nebude zaplacena ani
poskytnuta, ptfimo ¢i nepfimo, zadné ufedni osobé
vlady nebo politické strany (véetné, podle
vhodnosti, zkousSejiciho nebo spoluzkousejiciho) za
zadnym ucelem, jenz je uveden jako zakazany.

hereunder shall be paid to or shared with, directly or
indirectly, any government or political party official
(including as applicable the Investigator or sub-
investigator) for any purpose described as
prohibited.

5) Kazdy ze subjektd klinického hodnoceni musi byt 5) Each of the Clinical Study subjects must be
pouten podle ¢l V.odst.2 této smlouvy a instructed pursuant to art. V.par.2 of this
informovan také o tom, Ze udaje ziskané o ném v Agreement and also informed that the data acquired
prubéhu klinického hodnoceni mohou byt pro tcely about him/her in the course of the Clinical Study
kontroly pouzity a piedloZzeny také pftislusSnym may be used and submitted to the appropriate
kontrolnim organtim. inspection authorities for purposes of inspection.

VII. VII.
Jina ustanoveni Other provisions

1) Zadavatel  poskytne  prostfednictvim  PPD 1) Sponsor, through PPD, shall provide the Medical
poskytovateli a zkouSejicimu veSkery material Facility and the Investigator with all materials
(vCetné, nikoliv v8ak vyluéné, hodnoceného 1é¢iva, (including Study Drug, provided equipment, etc.)
poskytnutého  vybaveni  apod.)  vymezeny specified by the Clinical Study Protocol, which are
protokolem klinického hodnoceni, ktery je nezbytny necessary to conduct the Clinical Study, so that the
k provadéni klinického hodnoceni tak, aby mohly terms of the Clinical Study provided in art. Ill. of
byt dodrzeny podminky Kklinického hodnoceni this Agreement can be met.
uvedené v ¢l 111. této smlouvy.

2) Hodnocené Ié¢ivo i ostatni material poskytnuty 2) The Study Site and the Investigator shall use the
spolenosti PPD, jehoz specifikace je uvedena Study Drug and other materials provided by PPD,
v protokolu o klinickém hodnoceni (¢l. IV. odst. 1 the specifications of which are provided in the
pism. a) této smlouvy), pouZije feSitelské centrum a Clinical Study Protocol (art. IV par. 1 (a) of this
zkousejici pouze pro provadéni klinického Agreement), only for conducting the Clinical Study.
hodnoceni. VSechny hodnotici materialy, které The Study Site and the Investigator shall return to
nebudou pouzity v ramci klinického hodnoceni, PPD all evaluation materials, which are not used in
vrati feSitelské centrum a zkousejici spolecnosti the Clinical Study.

PPD.

3) Hodnocené 1é¢ivo miize byt subjektim hodnoceni 3) The Study Drug may be administered only by
podano pouze delegovanym personalem delegated employees of the Medical Facility under
poskytovatele pod dohledem zkouSejiciho, a to the supervision and control of the Investigator, and
pouze v ramci vedeni tohoto klinického hodnoceni. only for the purpose of conducting the Clinical
Hodnocené 1é¢ivo nesmi byt poskytnuto jiné treti Study. The Study Drug may not be transferred to
0sobé mimo osob pfesné stanovenych v protokolu any third party except as specifically provided in
amusi byt pouZito pouze v souladu s podminkami the Protocol, and may be used only in accordance
protokolu. with the Protocol.

4) ZkousSejici a poskytovatel se zavazuji uschovat 4) The Investigator and the Medical Facility agree to

veSkerou dokumentaci o provedeni klinického
hodnoceni i dokumentaci vztahujici se k subjektim
klinického hodnoceni po dobu 15 let od data
ukonceni klinického hodnoceni. Pro pfipad, ze
prvotni Udaje budou dostupné pouze v elektronické
podob€, zavazuje se zkousejici pro ucely jejich
ovéfeni pofidit vytisky téch dat, kterd se tykaji
subjektu klinického hodnoceni a jsou vyznamna pro
klinické hodnoceni. Tyto vytisky budou opatfeny
datem a podpisem zkousejiciho a fadné uchovany.

preserve all documentation about the conduct of the
Clinical Study and documentation related to the
Clinical Study subjects for 15 years from the date
the Clinical Study is completed. 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.
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5) Zadavatel bude opravnén uchovavat originaly vSech
CRF (Case Report Forms) (nebo e-CRF), které
budou zarovenl jeho vlastnictvim. Originaly vSech
dalsich zaznamii a materidld budou uchovany
zdravotnickym zatizenim a bude s nimi nakladano
dle platnych zédkonl 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 laboratoi byla zpisobild k provedeni takové
prace podle zasad spravné laboratorni a klinické
praxe. Zpusobilost externi laboratofe se prokazuje
prislusnym  certifikdstem udélenym laboratofi
k provadéni takovychto analyz. Dale poskytovatel a
zkousejici zajisti, aby byla externi laboratot vazana
toutéZ dohodou o divérnosti jako smluvni strany.

7) Zkousejici a poskytovatel se zavazuji, Zze nebudou
pouzivat nazvu ani vyrobkti PPD ¢i zadavatele
souvisejicich s provadénim tohoto klinického
hodnoceni za ucelem 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.

VIII.
Nezadouci prihody v pribéhu klinického hodnoceni

1) ZkouSejici je povinen do 24 hodin sdélit PPD
telefonicky, faxem ¢i elektronickou poStou
jakoukoliv zavaznou nezadouci piihodu, jakoz i
zavazny nezadouci aneocekavany nezadouci
ucinek, ke kterym dojde v pribéhu klinického
hodnoceni.

2) Nezadouci a zavazné nezadouci ptihody jakoz i
zdvazné nezadouci uCinky a neocekdvané zavazné
nezadouci G¢inky jsou definovany v § 3 odst. 4-6
zakona €. 378/2007 Sb., ve znéni pozdé&jsich
predpisi, a podléhaji zaznamenani a hlasSeni
zkousejicim dle tohoto zadkona jakoZ iv souladu s
ICH GCP Guidelines.

IX.
Pojisténi a odSkodnéni

1) V  souladu s  ust. §52z4k. ¢. 378/2007 Sb.
Eisai xxxx CZE Pl xxxxx CTA
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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
§ 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.

IX.
Insurance and indemnification

1) The Sponsor, in accordance with par.52 of
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V platném znéni zadavatel na celou dobu provadéni
klinického hodnoceni zajistil pojisténi odpovédnosti
za Skodu pro zkousejiciho a zadavatele, jehoZ
prostiednictvim je zajisténo i odSkodnéni v ptipadé
smrti subjektu klinického hodnoceni nebo piipadé
Skody vzniklé na zdravi subjektu Kklinického
hodnoceni v disledku  provadéni  klinického
hodnoceni. Kopie této pojistné smlouvy tvoii
ptilohu E této smlouvy.

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. A copy of such insurance
policy is attached as Appendix E of this Agreement.

2) Pojisténi v odst. 1 se nevztahuje na pfipady, kdy 2) The insurance in par.1 does not apply in cases
dodlo k zatazeni subjektu klinického hodnoceni do where a Clinical Study subject was included
klinického hodnoceni bez ziskani informovaného without obtaining informed consent or where a
souhlasu ¢i Ujmé na zdravi subjektu klinického Clinical Study subject was injured due to
hodnoceni na zakladé nedbalosti zkousejiciho ¢i negligence of the Investigator or another member of
jiného C¢lena feSitelského centra, porusenim the Study Site, or violation of the Protocol or
Protokolu ¢i instrukci predanych feSitelskému instructions given to the Study Site by PPD or
centru spole¢nosti PPD ¢i zadavatelem. Sponsor.

3) Poskytovatel prohlaSuje, ze ma dle §45 odst.2 3) The Medical Facility declares that it has insurance
pism.n) zakona ¢&.372/2011 Sh., o zdravotnich coverage in accordance with 8§45 par. 2 Itr. n) of
sluzbach uzavienu pojistnou smlouvu na pojisténi Act no. 372/2011 Coll., on Medical Services, with
odpovédnosti za Skodu zpiisobenou pii poskytovani respect to liability it may have while providing
zdravotni péce. Tato pojistna smlouva je uzaviena medical care. This insurance coverage is in
v zdkonem pozZadovaném rozsahu a neobsahuje correlation with the applicable laws and does not
pojisténi odpovédnosti za S$kodu zplsobenou pii include liability insurance with respect to
provadéni klinického hodnoceni. Dle § 45 odst. 2 conducting a Clinical Study. According to
pism. n) zakona ¢. 372/2011 Sb. musi byt pojisténi 8 45 par. 2 Itr. n) of Act no. 372/2011 Coll., this
uzavieno po celou dobu, po kterou poskytovatel insurance coverage must be valid for the entire
poskytuje zdravotni péci. length of the Medical Facility’s provision of

medical care.

4) Poskytovatel a/nebo zkouSejici budou zadavatele a 4) The Medical Facility and/or the Investigator shall

PPD bezodkladné pisemné informovat 0 jakémkoliv
naroku, nezadouci piihodé nebo jiné ujmé, kterd
vznikne, a to skute¢né ¢i udajné, v dasledku tohoto
klinického hodnoceni, a umozni zadavateli, aby
takovy narok (vetné jednani o urovnani) fesil, a
budou snim pIné spolupracovat pii feSeni
jakéhokoliv takového néroku. PPD ani zadavatel
nezodpovidaji ani nenesou pravni odpovédnost za
Zadnou ztrdtu, narok, vydaj (vCetné pifiméfenych
pravnich vydajii) nebo pozadavek vyplyvajici
Z jakékoliv Ujmy, nebo nahradu Skody vyplyvajici
z jednani nebo opomenuti ze strany poskytovatele
a/nebo zkousejiciho, vcetné nedodrzeni protokolu
nebo predpist, neziskani informovaného souhlasu,
poskytnuti neopravnénych zaruk, poruSeni této
smlouvy, Klinického profesniho pochybeni nebo
umyslného pfe¢inu a vsouladu stim tudiz
poskytovatel a zkousejici spoleéné a nerozdilné¢ a
V mife povolené zdkonem ptfevezmou zodpoveédnost
za takové jednani nebo opomenuti a budou pied nimi
zadavatele a PPD chranit. Zkousejici a poskytovatel
se zavazuji pisemné¢ informovat PPD a zadavatele
0 jakémkoli ptipadu reklamace vad hodnocenych
1é¢iv a dalSich vyrobkli pouzitych pfi klinickém

promptly notify the Sponsor and PPD in writing of
any claim, adverse event or other injury actually or
allegedly due to this Clinical Study and will allow the
Sponsor to deal with any such claim (including
settlement negotiations), and shall cooperate fully
with the Sponsor in its handling of any such claim.
Neither PPD nor the Sponsor shall be responsible or
liable for any loss, claim, cost (including reasonable
legal costs) or demand arising from any injuries or
damages resulting from the Medical Facility's and/or
the Investigator's acts or omissions including failure
to adhere to the Protocol or regulations, failure to
obtain informed consent, the giving of unauthorized
warranties, breach of this Agreement, clinical
malpractice or wilful misconduct and accordingly, the
Medical Facility and Investigator shall jointly and
severally, to the extent allowed by law, take
responsibility for such acts or omissions and hold the
Sponsor and PPD harmless from such acts or
omissions. The Investigator and the Medical Facility
agree to 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.
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hodnoceni, které poskytnul zadavatel ¢i PPD.

5) Smluvni strany se zavazuji plné spolupracovat pii
feSeni piipadt uvedenych v tomto ¢1. IX. smlouvy.  5) The Parties agree to cooperate fully in resolving the
situations described in this Article IX. hereof.
X. X.
Ochrana diivérnych informaci Protection of Confidential Information

1) Duvérnymi informacemi se pro ucely této smlouvy 1) Confidential information for purposes of this
rozumi veSkeré informace v jakékoliv formé Agreement means any information, in whatever
umyslné nebo opomenutim poskytnuté zadavatelem form, provided by or on behalf of the Sponsor
nebo v jeho zastoupeni vztahujici se ke klinickému relating to the Clinical Study or its documentation
hodnoceni nebo jeho dokumentaci (dale jen (“Confidential Information™); it includes, in
,duvérné  informace"); zahrnuji  zejména particular, information about the structure,
informace o struktufe, slozeni, ingrediencich, composition, ingredients, samples, know-how,
vzorcich, know-how, technickych postupech technical procedures and processes, as well as other
a procesech, jakoz i jiné informace, tiebaze nejsou information, even if it is not expressly identified as
spoleénosti  PPD ¢i  zadavatelem oznacené confidential by PPD or the Sponsor. Confidentiality
vyslovené jako davérné. Duvérnost vlastnickych of proprietary information, publication, publicity
informaci, publikaci, publikacnich prav, prav z rights, intellectual ~ property  rights  and
duSevniho vlastnictvi a odSkodnéni pfetrvava i po indemnification shall survive the completion of this
ukonceni klinického hodnoceni. Clinical Study.

2) Povinnost nezvefejiovani a nevyuzivani jak je 2) The obligations of non-disclosure and non-use
uvedeno niZe, se nevztahuje na diuvérné informace, below shall not apply to Confidential Information
které jsou v dobé piedani zvetfejnéné, povaZzovany which is, at the time it is disclosed, considered to
za dlouhodobé znamé mezi odbornou vefejnosti have been known for a long time among the expert
nebo byly publikovany. public or which was published.

3) Poskytovatel a zkousejici nesmi divérné informace 3) The Medical Facility and the Investigator may not
zptistupnit tfeti osob€, nebo je pouzivat pro ucel make the Confidential Information available to third
jiny, nez je uréen v instrukcich spolecnosti PPD. parties, or use it for a purpose other than as
Dutivérné informace budou ve vyluéném vlastnictvi specified in PPD’s instructions. Confidential
PPD a zadavatele a budou drZeny zdravotnickym Information shall belong exclusively to PPD and
zatizenim a zkouSejicim v tajnosti a na misté¢ pro the Sponsor, and shall be maintained in secrecy by
takové informace uréeném. the Medical Facility and the Investigator at a place

assigned for such information.

4) Pokud je ze zdkonem stanovenych divodd nutné 4) If it is necessary to make Confidential Information
davérné informace zpfistupnit (naptiklad na zakladé available for reasons provided by law (including but
zadosti prislusného soudu, pfislusného spravniho not limited to an order or requirement of a court of
utadu ¢i jiné vladni instituce), poskytovatel nebo competent jurisdiction, administrative agency or
zkousejici toto neodkladné pisemné oznami PPD. other governmental body), the Medical Facility or
Smluvni strany se zavazuji zvefejnit divérné the Investigator shall inform PPD of this without
informace v zakonem stanovenych pfipadech delay. The Parties agree to make Confidential
opravnénym subjektim popt. etické komisi a Information public in cases provided by law to
osobam povéfenym PPD pouze v nezbytné nutném authorised subjects or the Ethics Commission and
rozsahu. persons authorized by PPD only to the extent

necessary.

5) PPD, poskytovatel a zkouSejici se zavazuji 5) PPD, the Medical Facility and the Investigator

informovat vSechny osoby zucastnéné na tomto
klinickém hodnoceni a osoby, jimz je divérna
informace zpftistupnéna, o povinnosti ml¢enlivosti v

agree to inform all persons participating in the
Clinical Study and persons to whom Confidential
Information is made available about the duty of
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souladu s touto smlouvou; takové osoby jsou pak
vazany stejnou povinnosti ml¢enlivosti.

secrecy in accordance with this Agreement; such
persons are then bound by the same duty of secrecy.

6) Poskytovatel a zkouSejici se zavazuji predat PPD po 6) The Medical Facility and the Investigator agree to
ukoncéeni klinického hodnoceni v§echny jim svéfené deliver to PPD, after completion of the Clinical
materidly, dokumenty ainformace s vyjimkou Study, all materials, documents and information
piipada stanovenych zakonem. received from PPD, except for cases provided by

law.

7) Smluvni strany se zavazuji uschovéavat veSkeré 7) The Parties agree to keep all documents and
dokumenty a informace tykajici se finanénich information concerning the financial arrangements
vyrovnani mezi smluvnimi stranami ddvémné a between the Parties confidential and separate from
oddéleng od ostatnich dokument. other documents.

XI. XI.
Vlastnictvi vysledku klinického hodnoceni, jeho Ownership, protection, and publication of Clinical
ochrana a publikovani vysledkii Study results

1) VeSkeré dokumenty, protokoly, Udaje, know-how, 1) All documents, Protocols, data, know-how,
metody, operace, vzorce, davérné informace a methods, operations, formulas, Confidential
materidly  poskytnuté  poskytovateli  a/nebo Information and materials provided to the Medical
zkou$ejicimu na zakladé této smlouvy jsou a Facility and/or Investigator pursuant to this
zistanou majetkem zadavatele. Poskytovatel a Agreement are and shall remain Sponsor’s property.
zkousejici souhlasi s tim, ze CRF, zavéreéna zprava The Medical Facility and the Investigator agree that
a ostatni vysledky klinického hodnoceni, budou-li CRFs, the final report and other results of the
néjaké, spole¢né s veSkerymi patenty, patentovymi Clinical Study, if any, together with any patents,
ptihlaskami, vynalezy, objevy, modifikacemi a patent  applications, inventions,  discoveries,
jinymi podobnymi formami ochrany i dalsi prava modifications and other like forms of protection,
duSevniho vlastnictvi a jiné informace, které nejsou and other intellectual property rights and other
vefejné dostupné, jeZ mohou existovat v jakékoliv information not in the public domain which may
asti svéta (,,dudevni vlastnictvi®), jsou rovnéz ve subsist in any part of the world (“Intellectual
vlastnictvi zadavatele. Poskytovatel timto postupuje Property”) shall also be owned by Sponsor. The
a zajisti, aby zkousejici a vSechny dalsi jednotlivé Medcial Facility hereby assigns and will ensure that
osoby pracujici na klinickém hodnoceni postoupili the Investigator and all other individuals working
zadavateli nebo byli pravné vazany vaci zadavateli on the Clinical Study assign to Sponsor or have a
zpfistupnit a postoupit veSkerd sva prava duSevniho legal obligation to disclose and assign to Sponsor
vlastnictvi. all their rights in the Intellectual Property.

2) Vysledky klinického hodnoceni nebo jejich ¢ast 2) Neither the Medical Facility nor the Investigator
nebudou zdravotnickym zafizenim ¢i zkousSejicim shall publish the results of the Clinical Study or part
publikovany bez ptedchoziho pisemného souhlasu thereof without the Sponsor’s prior written consent.
zadavatele. Rozhodnuti 0 moZnostech publikace je Decisions about publication opportunities are fully
v plné zodpovédnosti zadavatele. Poskytovatel a within the Sponsor’s responsibility. The Medical
zkousejici se zavazuji, Ze projednaji se zadavatelem Facility and the Investigator agree that they will
publikaci praci ¢i ustnich prezentaci vcetné discuss publication of any publications or oral
odbornych  rukopisti, abstrakti, plakatdi a presentations, including without limitation expert
obrazovych praci o pribéhu ¢&i  vysledcich manuscripts, abstracts, posters, and visual works
klinického hodnoceni nejméné Sedesat (60) dnia about the course or results of the Clinical Study
pred ptedanim publikace do tisku. with the Sponsor at least sixty (60) days prior to the

proposed submission of such drafts.

3) Zaroven ma =zadavatel pravo vyzadovat, aby 3) In addition, the Sponsor shall have the right to
jakakoliv publikace nebo prezentace tykajici se require that any publication or presentation
prace popsané Vv této smlouvé uznala podporu concerning the work performed hereunder

zadavatele.

acknowledges the Sponsor’s support.
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4) Poskytovatel a zkouSejici berou na védomi, Ze
nesm&ji vydat Zzadnou odbornou publikaci k
objevim ¢i 1éCivu diive, nez zadavatel poda
patentovou pftihlasku, pokud vzhledem k povaze
vysledki klinického hodnoceni bude podani takové
ptihlasky pfichazet v Gvahu.

XI1.
Ochrana osobnich udaji

1) Definice:

»Zakony na ochranu osobnich udaji“ znamena
vSechny platné zakony, piedpisy a regulaéni pozadavky
a nafizeni souvisejici s ochranou osobnich udajii a
soukromi obecné véetné: (a) Smernice; (b) jakékoliv
legislativy zajistujici provedeni této smeérnice nebo
souvisejici legislativy jakéhokoliv ¢lenského statu
Evropského hospodatského  prostoru; nebo  (c)
jakéhokoliv jiného, aktualné platného zakona, nebo
zdkona, ktery by mohl byt platny v budoucnu,
postihujici  zpracovani osobnich udaji  kterékoliv
smluvni strany této smlouvy a vcetné téch tykajici se
naruSeni bezpecnosti, kradezi identity, a neautorizované
zvefejiiovani osobnich udaja.

»Smérnice” znamenad Smérnice EU o ochrané udaja
95/46 | ES Evropského parlamentu a Rady ze dne 24.
fijna 1995 o ochrané osob v souvislosti s nakladanim
S osobnimi daji a volnym pohybem takovych udaji a
jeji dodatky nebo nastupujici legislativa, ktera by mohla
byt aplikovatelna pro smluvni strany této smlouvy
v pribéhu jeji platnosti.

,,Osobni Udaje”, »Zpracovani*, »Spravce”,
»Zpracovatel” a ,,Subjekt udaja“ maji stejny vyznam
jako ve smérnici a zahrnuji také podminky nebo
odpovidajici podminky jak jsou definovany jinymi
zakony na ochranu osobnich udaji. Osobni udaje
zahrnuji kodované tidaje a snimky pacientd.

2) Soulad: Smluvni strany se jedna druhé zavazuji, Ze
budou nakladat s osobnimi Gdaji v souladu se viemi
zakony na ochranu osobnich udaji

3) Vyvoj ochrany dat: Poskytovatel a hlavni zkouSejici
budou informovani o vSech relevantnich vyvojich
v zakonech o ochrané osobnich udaja

4) Zpracovani dat: Smluvni strany berou na védomi,
Ze VSichni, poskytovatel, hlavni zkouSejici a
zadavatel jsou nezavislymi spravci a PPD je
zpracovatel jednajici podle instrukci zadavatele
s ohledem na nakladani s osobnimi Udaji spojeném
se sluzbami poskytovanymi podle této smlouvy.
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4) The Medical Facility and the Investigator take note
of the fact that they may not issue any expert
manuscript about the discoveries or the Study Drug
before the Sponsor applies for patent registration, if,
given the nature of the Clinical Study results, such
application is possible.

XI1.
Data Privacy

1) Definitions:

“Data Protection and Privacy Laws” means all
applicable  laws, regulations, and regulatory
requirements and guidance relating to data protection
and privacy globally, including: (a) the Directive; (b)
any legislation transposing the Directive or related
legislation of any member state of the European
Economic Area; or (c) any other law now in force or
that may in future come into force governing the
Processing of Personal Data applicable to any party to
this Agreement, and including those relating to security
breaches, identity theft, and unauthorized disclosures of
Personal Data.

“Directive” means the EU Data Protection Directive
95/46/EC of the European Parliament and of the
Council of 24 October 1995 on the protection of
individuals with regard to the processing of personal
data and on the free movement of such data, and any
amendments thereto or successor legislation which may
be or become applicable to the parties to this Agreement
during the term.

“Personal Data”, “Process/Processing”, “Controller”,
“Processor” and “Data Subject” shall have the same
meaning as in the Directive and shall also include these
terms, or corresponding terms, as defined under any
other Data Protection and Privacy Laws. Personal Data
shall include patient-level key-coded data and images.

2) Compliance: The Parties warrant to each other that
they will Process Personal Data in compliance with
all Data Protection and Privacy Laws.

3) Data Privacy Developments: The Institution and
Principal Investigator shall stay informed of any
relevant developments in Data Protection and
Privacy Laws.

4) Data Processing: The Parties acknowledge that each
of the Institution, Principal Investigator and
Sponsor are independent Controllers and that PPD
is a Processor acting under instructions from the
Sponsor with respect to the Processing of Personal
Data relating to the services provided under this
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Agreement.

5) Bezpefnost: Smluvni strany zavedou tadna 5) Security: The Parties shall implement appropriate
technicka a organizaéni opatfeni k ochrané technical and organisational measures to protect the
osobnich udaji a duvérnych informaci jak je Personal Data and Confidential Information as
pozadovano ICH-GCP a zdkony na ochranu required by ICH-GCP and Data Protection and
osobnich udaji Privacy Laws.

6) Pozadavek na  ochranu osobnich  1daji: 6) Data Privacy Requests: The Institution and/or
Poskytovatel a/nebo hlavni  zkouSejici ihned Principal Investigator shall promptly notify PPD in
pisemné uvédomi PPD pokud obdrzi jakoukoliv writing if they receive any communication with
komunikaci ohledn¢ ochrany osobnich udajt regards to data privacy relating to the services from
souvisejici se sluzbami od subjektu dat, organu a Data Subject, a privacy authority or other
ochrany osobnich daji nebo jiného regula¢niho regulatory authority and provide PPD with full
orgdnu a poskytnou spolecnosti PPD plnou cooperation and assistance in relation to any such
spolupraci a pomoc v souvislosti s takovou communication, at no additional cost to PPD or the
komunikaci bez dalSich naroki na PPD nebo Sponsor.
zadavatele.

7) Bezpecnosti incidenty: Poskytovatel a/nebo hlavni 7) Security Incidents: The Institution and/or Principal
zkousejici ihned informuji spole¢nost PPD, pokud Investigator shall immediately notify PPD if they
zjisti jakykoliv neautorizovany pfistup, pofizeni become aware of any unauthorized access,
nebo zvefejnéni osobnich udaji a davérnych acquisition, or disclosure of Personal Data and
informaci spojenych se sluzbami (,,bezpe¢nostni Confidential Information relating to the services
incident”). Takové upozornéni bude shrnovat (“Security  Incident”). Such notice shall
detailyv rozumné mife o bezpe¢nostnim incidentu a summarize in reasonable detail the Security
opravna opatieni podniknuta poskytovatelem Incident and the corrective action to be taken by
a/nebo hlavnim zkousejicim Institution and/or Principal Investigator.

8) Pievody tdaji: Poskytovatel a hlavni zkouSejici 8) Data Transfers: The Institution and Principal
budou nakladat nebo jinak prevadét osobni idaje Investigator shall only Process or otherwise transfer
mimo Evropsky hospodafsky prostor (staty Personal Data outside the European Economic Area
Evropské  Unie plus Norsko, Island a (member states of the European Union plus,
Lichten3tejnsko) jen jak je uvedeno v této smlouveé Norway, Iceland & Liechtenstein) as set out in this

Agreement or the Protocol.

9) Dasledky vyprSeni nebo ukonéeni: Povinnosti 9) Consequences of Expiry or Termination: The

obsazené vtomto ¢lanku XII pfetrvaji ukonéeni nebo obligations contained in this Section XII. shall

vyprseni této smlouvy. survive the termination or expiry of this Agreement.
XIII. XIII.
Trestni bezahonnost Clean criminal records

1) ZkousSejici prohlasuje a zaruCuje, ze jemu a podle 1) The Investigator represents and warrants that
jeho nejlepsich v€domosti ani zadnému jinému neither he nor, to the best of his knowledge, any
¢lenu fesitelského tymu nebyl nikdy vysloven zakaz other member of the study team, was ever
¢innosti ani nebyl trestdn za spachani trestného prohibited from practicing or was sentenced for a
¢inu, za ktery muze byt 1ékafi zdkaz <innosti crime for which a doctor may be prohibited from
ve zdravotnictvi ulozZen. practicing in the medical field.

2) Zkousejici prohlasuje, Ze ani on ani Zadny z ¢lent 2) The Investigator declares that neither he/she nor any

fesitelského tymu nebyl nikdy v souvislosti s
provadénim  klinického  hodnoceni  obvinén,
vySetfovan ani odsouzen.
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member of the study team has ever, in connection
with the conduct of a Clinical Study, been accused,
investigated or convicted.
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XIV.
ReSeni spori a smir¢i Fizeni

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

2) Smluvni strany se zavazuji, ze si pfi provadéni
klinického hodnoceni budou vzijemné pomahat a
pfipadné spory arozdilnost nazord na postup a
zptisob praci budou fesit smirnym jednanim
obvyklym u smluvnich stran.

3) Smluvni strany berou na védomi a zaroveti souhlasi,
ze k projedndni a rozhodovani pfipadnych sport,
které nebudou vyieSeny smirem podle odst. 2,
budou nalezet do soudni pravomoci pfislusnych
organt Ceské republiky.

XV.
Finanéni vyrovnani

1) PPD bude poskytovat finan¢ni podporu uvedenou
v ptiloze A této smlouvy za ucelem provadéni
klinického hodnoceni v souladu s podminkami
Protokolu. Ptiblizna ¢astka vyplacena poskytovateli
za toto klinické hodnoceni je 1,135,840,- K¢

2) Spole¢nost PPD prohlasuje, ze byla se zkouSejicim
uzaviena  smlouva o provedeni  klinického
hodnoceni 1éCiv, na jejimz zaklad¢é bude zkousejici
a studijni tym odménén za provedeni tohoto
klinického hodnoceni.

XVI.
Doba platnosti smlouvy

1) Tato smlouva se uzavira na dobu provadéni
klinického hodnoceni.

2) V nésledujicich pfipadech je kterakoliv  ze
smluvnich stran opravnéna ukoncit tuto smlouvu
pisemnou vypovedi, kterd je U€innd po uplynuti
tiiceti (30) dnd ode dne nasledujiciho po doruceni
smluvnim stranam:

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

b) pokud bude rozhodnuto, ze je néktera smluvni
strana v Upadku podle insolven¢niho zakona
¢. 182/2006 Sb., ve znéni pozdéjsich predpisi;

c) pokud néktera smluvni strana pozbude
opravnéni k piisobeni v dané oblasti;
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1)

2)

3)

1)

XIV.
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.

XV.
Financial provisions

PPD will provide the financial support set out in
Exhibit A attached to this Agreement for the
conduct of the Clinical Study in accordance with
the terms of the Protocol. The approximate amount
payable for this Clinical Study to the Medical
Facility is: CZK 1,135,840,-

2) PPD declares to have executed an Agreement with the

1)

2)

Investigator regarding this Clinical Study, on the
basis of which the Investigator and Study Team are
remunerated for conducting this Clinical Study.

XVI.
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;
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d) bude-li riziko pro subjekty Kklinického

hodnoceni neimérné 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, zakazano, nebo neni
zahajeno ve stanovené dob& od vzniku
opravnéni;

f) v pfipadé, Zze vhodné subjekty nejsou do
klinického hodnoceni zatrazeny vcas, takze je
ohrozen dohodnuty ¢asovy rozvrh.

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.

3) PPD ma dale pravo ukoncit ¢i prerusit klinické 3) PPD may further terminate or interrupt the Clinical
hodnoceni a zaroven ukonéit tuto smlouvu Study and at the same time terminate this
pisemnou vypovedi uc¢innou po uplynuti tiiceti (30) Agreement by giving thirty (30) days written notice,
dnt ode dne nasledujiciho po  doruceni which begins to run on the day after the notice is
zkouSejicimu a poskytovateli: delivered to the Investigator and the Medical

Facility for the following reasons:

a) v pripadé ukonéeni smluvniho vztahu mezi a) if the contractual relationship between PPD
firmou PPD Development LLC nebo PPD Development LLC or PPD Global Limited or
Global Limited nebo jakoukoli jinou any other company within the PPD Group,
spolecnosti ve skupiné PPD a zadavatelem depending on which of these companies has
podle toho, kterd z téchto spole¢nosti uzaviela concluded the contract with the Sponsor, and
smlouvu se zadavatelem; the Sponsor terminates;

b) jestlize nabor subjekti hodnoceni v fesitelském b) if the overall Clinical Study enrolment has been
centru nebyl ukoncen, avSak celkovy pocet met but the enrolment in the Study Site has not
subjekti hodnoceni povolenych pro klinické been completed yet; or
hodnoceni byl jiz naplnén; nebo

c) jestlize se zkouSejici stane nedivéryhodnym ¢i c) if the Investigator is debarred or disqualified
bude diskvalifikovan z provedeni klinického under the Generic Drug Enforcement Act of
hodnoceni (debarment and disqualification) a 1992 and is added to the “Black list”
bude zafazen na tzv. ,,Cernou listinu® vedenou maintained by FDA.

FDA vsouladu s Generic Drug Enforcement
Act z roku 1992.

4) Smluvni strany se mohou kdykoliv pisemné 4) The Parties may terminate this Agreement by
dohodnout na ukonc¢eni této smlouvy. written Agreement at any time.

5) Okamzité po obdrzeni zadosti o ukonéeni zastavi 5) Immediately upon receipt of a notice of termination,

poskytovatel a zkousejici jak nabor dalsich subjektil
do klinického hodnoceni, tak v Iékatsky pfipustném
rozsahu doprovodné procedury podstupované
pacienty, ktetfi jiz do klinického hodnoceni
vstoupili, a v mozné mife omezi vznik dodateénych
nakladi a vydaju.

Pokud spole¢nost PPD ¢i zadavatel ziska v obdobi
plnéni této smlouvy informace, které zpochybiuji
bezpe¢nost ¢i ucinnost studijniho 1éc¢iva nebo
souvisejiciho produktu, anebo pokud bude studijni

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
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1é¢ivo schvaleno FDA, smluvni strany v dobré vife
vyjednaji modifikaci této smlouvy, jeZz se bude
tykat (a) snizeni poctu studovanych subjektd, (b)
ukonceni klinického hodnoceni a/nebo (c) tpravy
jakychkoli  dalsich  pfislusnych  ustanoveni
vyplyvajicich z této smlouvy.

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.

6) Po dokonéeni ¢i predCasném ukonéeni klinického 6) Upon completion of the Clinical Study or earlier
hodnoceni jsou poskytovatel a/nebo zkousejici termination thereof, Medical Facility and/or
povinni piedlozit spole¢nosti PPD zavéreénou Investigator shall prepare and forward a final report
zpravu zahrnujici vSechny pfislusné informace containing all relevant information for the Clinical
tykajici se klinického hodnoceni tak, jak je popsano Study as described in the Protocol, including all
v Protokolu, v¢etné vSech dat a vysledka klinického data and Clinical Study results to PPD, and shall
hodnoceni a rovnéZ jsou povinni navratit v§echny return all PPD and Sponsor Confidential
davérné informace zadavatele ¢i spole¢nosti PPD Information, as defined herein, to its respective
jejich prislusnému majiteli. owner.

7) Po dokonéeni ¢i predCasném ukonéeni klinického 7) Upon completion of the Clinical Study or early
hodnoceni bude veskeré nepouzité studijni 1é¢ivo, termination thereof, all unused Study Drug,
vybaveni a piislusné materialy  klinického compounds, devices and related Clinical Study
hodnoceni  poskytnuté  poskytovateli  a/nebo materials furnished to Medical Facility and/or
zkousSejicimu spoleénosti PPD ¢i  zadavatelem Investigator by or on behalf of Sponsor or PPD
vraceny spole¢nosti PPD. shall be returned to PPD.

Clanek XVII. XVII.
Etické chovani Ethical Conduct

1) Poskytovatel/zkousejici se zavazuji, ze nebudou, att 1) Medical Facility/Investigator undertakes that
pfimo ¢i nepiimo, prostiednictvim jakékoli treti Medical Facility/Investigator shall not, directly or
strany poskytovat, nabizet nebo slibovat Zadnou indirectly through any third party, give, offer or
platbu, dar nebo jinou cennou véc zadné osobé, aby promise any payment, gift or other thing of value to
tak tuto osobu nepatfi¢né ovlivnili, nebo aby tato any person in order to improperly influence them or
osoba byla poskytovateli/zkousejicimu, spole¢nosti otherwise assist Medical Facility/Investigator, PPD
PPD nebo zadavateli napomocna pii ziskavani or the Sponsor in obtaining an improper advantage.
necestného zvyhodnéni.

2) Poskytovatel/zkousejici se zavazuji, Zze nebudou, at’ 2) Medical Facility/Investigator undertakes that
pfimo ¢i nepfimo prostiednictvim jakékoli tieti Medical Facility/Investigator shall not, directly or
strany pfijimat, schvalovat, ziskavat ¢i pozadovat indirectly through any third party, accept, agree or
zadnou platbu, dar nebo jinou cennou véc od zadné receive or request any payment, gift or other thing
osoby, ktera jim bude nabidnuta ¢&i predana jako of value from any person offered or given as a
odména za nepatficné ovlivnéni nebo se zamérem reward for or with the intention of improperly
nepatiiné ovlivnit  poskytovatele/zkousSejiciho, influencing Medical Facility/Investigator, PPD or
spole¢nost PPD nebo zadavatele. the Sponsor.

XVIII. XVIII.
Spole¢na a zavéreéna ustanoveni Closing provisions

1) Kazda ze smluvnich stran stvrzuje, Ze jakékoli 1) Each of the Parties acknowledge that any breach of
poruseni prohlaseni ¢&i zaruk kdykoli béhem representations or warranties at any time during the
platnosti této smlouvy pfedstavuje v kaZzdém validity of this Agreement represents in any case a

pfipadé poruseni této smlouvy se vSemi dusledky
zakotvenymi v Ceskych pravnich ptedpisech pro
ptipad neplnéni zadvazkl plynoucich z této smlouvy
pfislusnou stranou. Porusenim prohlaseni ¢i zaruky
se mini, Ze toto prohlaSeni nebo zéaruka neni
pravdiva, uplna nebo spravna.

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 tidi zdkonem
¢. 89/2012 Sh., Obcanskym zakonikem, ve znéni
pozdéjsich predpist, zakonem ¢&. 378/2007 Sh., o
1é¢ivech, ve znéni pozdéjSich predpisti a vyhlaskou
¢. 226/2008 Sh., kterou se stanovi spravna klinicka
praxe a blizsi podminky klinického hodnoceni 1¢Civ,
ve znéni pozdé&jSich predpisa.

Tato smlouva nabyva platnosti dnem podpisu vSemi
smluvnimi  stranami, a ucinnosti dnem jejiho
zvetejnéni v registru smluv. Tato smlouva je
zavaznd 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
nekterého ustanoveni této smlouvy neznamena
vzdani se prava v souvislosti s jakymkoli dalSim
porusenim této smlouvy.

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

S vyjimkou tohoto prohl&3eni, spole¢nost PPD a
zadavatel neposkytuji zadné, at’ pfimé ¢i implicitni
zaruky tykajici se tohoto Klinického hodnoceni,
studijniho 1é¢iva a materidlu ¢i postupu, vcetné
jakychkoli garanci obchodovatelnosti ¢i
pouzitelnosti pro uréité ucely. S vyjimkou tohoto
prohlaSeni nebude spolecnost PPD a zadavatel
odpovédny za jakékoli trestni, nepfimé a jiné Skody
zpusobené v dusledku tohoto klinického hodnoceni
zdravotnickym zafizenim nebo zkousSejicim.

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

Zmény a dopliky této smlouvy jsou mozné toliko
dohodou, a to pisemnym dodatkem ke smlouve.

10) V ptipadé jakychkoli rozpori mezi ¢eskou a

11)

anglickou verzi smlouvy ma piednost ceska verze.

Poskytovatel se zavazuje, ze zvefejni smlouvu
Vv registru smluv v souladu se zakonem ¢&. 340/2015
Sb., o registru smluv, v platném znéni, v rozsahu
stanoveném timto zdkonem a odsouhlaseném
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2)

3)

4)

5)

6)

7)

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 valid upon its signature by all
Parties and effective the day of the publication in
the Contract Register. 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 Medical Facility agrees to post the Agreement
in Contract registry in accordance with Act
340/2015 Coll. On Contract registry to the extent
according to this law and approved by PPD/Sponsor
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spole¢nosti PPD/zadavatelem do deseti (10)
pracovnich dni ode dne posledniho podpisu.
V ptipadé, Ze smlouva nebude zvefejnéna do deseti
(10) pracovnich dni ode dne posledniho podpisu, je
PPD opravnéna podniknout pfislusné kroky
K jejimu zvefejnéni. Smluvni strany se dohodly, ze
pfedmétem obchodniho tajemstvi je protokol studie,
schvéaleni SUKL, etickych komisi, pojistna
smlouva, nazev hodnoceného 1éCiva, ¢islo
protokolu, ¢asové udaje o studii a jeji rozpocet a
nebudou zvetejnény.
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within ten (10) business days from the date of the
last signature. . In case the Agreement is not
published within ten (10) business days from the
date of the last signature, PPD is entitled to make
necessary steps to publish the Agreement. The
Parties agree that the Protocol, RA, ECs approvals,
insurance policy, name of the Study Drug, Protocol
number, times of the Study and its budget are trade
secrets and will not be published.
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Na diikaz souhlasu se znénim Smlouvy pFipojuji
smluvni strany své podpisy.

PPD:

Podpis/Signature: XXXXXXXXXXXXX XXXXXXXXXXXXX

Jméno/Name:

Pozice/Title:

Datum/Date:

Poskytovatel/Medical Facility:

Podpis/Signature: XXXXXXXXXXXXX XXXXXXXXXXXXX

Jméno/Name: MUDr. Tomas Podlesak, dle povéteni
Pozice/Title: nameéstek pro lécebné-preventivni péci
Datum/Date:

NiZe podepsany XXXXXXXXXXXXX XXXXXXXXXXXXX jako
zkousejici potvrzuje, Ze se fadné seznamil/a se smlouvou
a piislusnou dokumentaci ke klinickému hodnoceni a
zavazuje se zajistit dodrZovani povinnosti z nich
vyplyvajicich. Déle se zavazuje nezvetejiiovat informace
tykajici se predmétného klinického hodnoceni bez
predchoziho pisemného souhlasu zadavatele, zachovavat
mlcenlivost o vSech poskytnutych informacich,
povazovat tyto za daveémé a zdrzet se jakéhokoliv jiného
uziti téchto informaci a vysledkil nez pro ucely tohoto
klinického hodnoceni. Jako zkouSejici souhlasim s tim,
ze zadavatel (a popt. i PPD) bude/budou shromazd’ovat,
pouzivat, zpracovavat a zvefejiiovat mé¢ osobni udaje,
véetné¢ jména, kvalifikace a zkuSenosti v klinickém
hodnoceni, mé finan¢ni udaje vztahujici se mimo jiné
k obdrzené odméné a finan¢éni nadhradé a dal$i osobni
Udaje  k administrativnim  acelim v souvislosti
s klinickym hodnocenim a zavazuji se zajistit tento
souhlas i od spoluzkousejici(ho/ch) a ostatnich ¢lend
studijniho tymu.

Podpis/Signature: XXXXXXXXXXXXX XXXXXXXXXXXXX

Datum/Date:
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In witness of their consent to this Agreement, the
Parties have signed below.

By signing below, XXXXXXXXXXXXX  XXXXXXXXXXXXX
MBA, as an Investigator confirms that he/she is duly
familiarized with the Agreement and related
documentation for the Clinical Study and agrees to
secure compliance with the obligations arising
therefrom. Further, he/she warrants to not disclose any
information relating to the Clinical Study without prior
written  approval from  Sponsor, adhering to
confidentiality requirements regarding all provided
information, consider these confidential and keep from
using such information and results other than for the
purpose of the Clinical Study. As an Investigator, | agree
that Sponsor (or potentially PPD) will keep, use and
otherwise handle and disclose my personal information,
including names, qualification, experience in conducting
clinical studies, my financial information relating to,
among others, remuneration and reimbursements
received and other personal information for
administrative purposes connected to the Clinical Study
and | agree to arrange for the same approval from any
sub-investigators and other members of the study team.
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Seznam pfiloh k této smlouvé:

Ptiloha A: Rozpis plateb

Ptiloha B: Finan¢ni formulai (PAF)

Ptiloha C: Protikorupéni zésady

Ptiloha D: Souhlas SUKLu, multicentrické etické
komise a Etické komise poskytovatele

Piiloha E: Kopie pojistné smlouvy

Ptiloha F: Dopis o odskodnéni
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List of exhibits to this Agreement:

Exhibit A: Payment Schedule

Exhibit B: Payment Authorization Form

Exhibit C: Anti-corruption compliance

Exhibit D: SUKL, MEC and LEC approval of Medical
Facility

Exhibit E: Copy of insurance agreement

Exhibit F: Letter of indemnification
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Piiloha A Exhibit A
Rozpis Plateb Payment Schedule

$,.0.9,0,0,0.9,0,0.0.0,0,0.9.0.0.0,0.0.0,0,0.9,0,0.0.0.9.0,0,0.0,0,0,.0.9,.0,0.0.90,0,0,0,0,0,.0.0,0,0,.0.0.§ 0,0,0.0,0,0.00.0,000.0.0,090,0,0,0,0,00,0¢
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All fields are mandatory unless indicated otherwise

NB if you have completed this form before, you need only complete it again if any of your details have
changed
Payee or Investigator Details

Max Chars

Description Payee or Investigator Information for

(CTMS Field) (Finance Field) Finance
Field
Incl.
Spaces

Payee Name 80

(in terms of the provisions of the Nemocnice Na Bulovce

Statement of Agreement):

(To whom should the cheque or transfer be made payable to? )

N.B.  This must be the exact payee as it appears on the bank account

Street Address of Payee 30

(Address Line 1) (Address 1) Budinova 2

Department Name (if applicable): 30

(Address Line 2) (Address 2)

Room / Floor (if applicable) 30

(Address Line 3) (Address 3)

Other Address Details (if applic.) 30

(Address Line 4) (Address 4)

Country 2

(Country) (Country) Czech Republic ISO Code

State / Province (if Applicable) 2

(State / Province) (State or

Province)

Town/City 18

(City) (City or Address 5) Praha 8

Postal Code 10

(Zip/Postal Code) (Postal 180 81

Code)

Contact name for payee 30

if different from above

Telephone 27

Fax 27

E-mail 60

Web page 60
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VAT / Tax Withholding Details

(Please note that payments cannot be made without these fields being completed):

VAT / Sales Tax

Are you VAT / Sales Tax registered? YES

If YES, please provide the following information

VAT number, if known CZ00064211

At what % rate will VAT / Sales Tax be charged?

Tax Withholding

Is PPD required to withhold Tax from Payments? NO

If YES, please provide the following information

Tax ID number, if known

Payment Method required

What is your preferred payment method? Bank Transfer

If Bank Transfer, please complete the following details:

Preferred
IBAN Number XXXXXXXXKXXXX
BIC Number XXXXXXXXXXXXX
Or
Bank Account Number XXXXXXXXXXXXX
Sorting Code (For UK Branch number
only)
Bank Details
Bank name: Ceska narodni banka
Address:
City Postal Code
Country: Czech Republic Private or Public Bank Account:
(Belgium and France only)
Declaration

I have provided the above details and confirm they are correct:

Investigator/Institutional Signatory

Name in print

MUDr. Tomas PodleSak

Date (dd/mmm/yyyy)
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Piiloha C
Protikorup¢ni zasady

Exhibit C
Anti-Corruption Compliance

Poskytovatel a hlavni zkousejici se zavazuji, ze neucini,
nezapfi¢ini ani nepovoli uéinit, pfimo ani nepifimo
prostiednictvim treti strany, jakykoli krok, ktery (i) je
podle jakychkoli zédkond ¢i pravidel nezdkonny nebo
(ii) by vedl ktomu, Ze by spole¢nost PPD porusila
zakon USA o zahrani¢nich korupénich praktikach
(Foreign Corrupt Practices Act), britsky zakon o
uplatkaistvi (UK. Bribery Act) nebo jiné platné
protikorupéni  zdkony (spoleéné¢ oznacované jako
»protikorupéni zakony*).

Poskytovatel a hlavni zkouSejici pfimo ani nepiimo
prostiednictvim tieti strany neposkytnou, nenabidnou
ani nepiislibi zadnému ,,zastupci vefejné moci“ (podle
definice v této ptiloze) zadnou platbu, dar ani jinou
cennost s cilem nepatfi¢né (i) ovlivnit jakékoli oficidlni
jednani ¢i rozhodnuti tohoto zastupce vefejné moci
nebo (ii) jinak napomoci spole¢nosti PPD ¢i jeji mistni
poboc¢ce nebo dcefiné spolecnosti ziskat ¢i si udrzet
obchodni ¢innost, smeérovat obchodni c¢innost na
kteroukoliv osobu nebo ziskat neopravnénou vyhodu.

Poskytovatel a hlavni zkouSejici nenajmou ani jinak
nevyuziji zastupce zadné tfeti strany v souvislosti
Splnénim podle této smlouvy bez piredchoziho
pisemného souhlasu spole¢nosti PPD (ktery muze
spole¢nost PPD podle svého vyhradniho uvazeni
odepiit). Poskytovatel a hlavni zkousejici se dale
zavazuji, ze bez predchoziho pisemného souhlasu
spole¢nosti PPD (ktery mize spolecnost PPD podle
svého vyhradniho uvazeni odepfit) neposkytnou
jménem nebo ve prospéch spolecnosti PPD ¢&i jeji
mistni pobocky nebo dcefiné spolecnosti zadné tieti
stran€ zadné penize, dary ani jiné cennosti.

Poskytovatel a hlavni zkouSejici prohlasuji, zarucuji se
a zavazuji se, ze zadny fidici pracovnik, feditel, majitel
ani zameéstnanec poskytovatele ¢i hlavniho zkousejiciho
neni ,,zastupcem vefejné moci“ ve smyslu této ptilohy.
Poskytovatel a hlavni zkouSejici se dale zavazuji, Ze
bez ptedchoziho pisemného souhlasu spole¢nosti PPD
(ktery mize spolecnost PPD podle svého vyhradniho
uvazeni odepfit) nezaméstnaji ani nevyuziji sluzeb
»Zzastupce vefejné moci®, aby jednal za spole¢nost PPD
nebo jejim jménem. Poskytovatel a hlavni zkouSejici
se dale zavazuji, Ze Zadny ,zéstupce vefejné moci®
nema ani nebude mit pfimo ani nepiimo osobni
prospéch z odmény, kterou spole¢nost PPD podle této
smlouvy poskytovateli a hlavnimu zkouSejicimu
zaplati.

Pokud poskytovatel a hlavni zkouSejici kterékoli
prohlaseni, zaruku ¢i zavazek uvedeny V této piiloze C

Institution and Principal Investigator agree that they shall
neither undertake, nor cause, nor permit to be undertaken,
directly or indirectly through any third party, any activity
which (i) is illegal under any laws, rules, or (ii) would
have the effect of causing PPD to be in violation of the
U.S. Foreign Corrupt Practices Act, the U.K. Bribery Act
or other applicable anti-corruption laws (collectively,
“the Anti-Corruption Laws”).

Institution and Principal Investigator shall not, directly or
indirectly through any third party, give, offer, or promise
any payment, gift, or other thing of value to any
individual “government official” (as defined herein), in
order to improperly (i) influence any official act or
decision of such government official, or (ii) otherwise
assist PPD, or PPD local affiliate, in obtaining or
retaining business, in directing business to any person, or
in securing an improper advantage.

Institution and Principal Investigator shall not engage or
otherwise use any third party agents in connection with
its performance hereunder without the PPD’s advance
written approval (which may be withheld by PPD in its
sole discretion). Institution and Principal Investigator
further agree that no payments of money, gifts or other
things of value shall be made to any such third parties on
behalf of or for the benefit of PPD, or PPD local affiliate,
without PPD’s advance written approval (which may be
withheld by PPD in its sole discretion).

Institution and Principal Investigator represent, warrant
and covenant that no officer, director, owner, or
employee of the Institution or Principal Investigator is a
“government official” as defined herein. The Institution
and Principal Investigator also covenant that they shall
not employ or engage any “government official” to act
for or on behalf of PPD without PPD’s advance written
approval (which may be withheld by PPD in its sole
discretion). Institution and Principal Investigator further
covenant that no “government official” is deriving or will
derive any personal benefit, directly or indirectly, from
compensation paid by PPD to Institution and Principal
Investigator hereunder.

If Institution and Principal Investigator breaches any of
the representations, warranties or covenants set forth in
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porusi, potom: (i) spole¢nost PPD bude mit okamzité
pravo tuto smlouvu divodné vypoveédét a uplatnit
veskera dal§i napravna opatfeni, jez ma podle zakona
k dispozici, a (ii) zrusi se veskeré zavazky spole¢nosti
PPD uhradit poskytovateli a hlavnimu zkouSejicimu
odménu za sluzby poskytnuté podle této smlouvy.

Poskytovatel a hlavni zkousejici budou spole¢nost PPD
(a jeji vedouci pracovniky, feditele, zaméstnance,
zastupce, pobocky a dcefiné spolecnosti) chranit,
odSkodni ji a zajisti, aby neutrpéla zadny postih, ztratu
a nevznikly ji Zadné zdvazky ani vydaje v disledku
poruseni kterychkoli povinnosti ze strany poskytovatele
a hlavniho zkousejiciho podle této prilohy C. Na
povinnost odskodnit spole¢nost PPD podle této
ptilohy C za porudeni protikorupéniho zakona se
nevztahuje omezeni odpovédnosti stanovené v ¢lanku
IX této smlouvy

Pro ucely této ptilohy C se terminem ,,zastupce vetejné
moci“ rozumi (i) jakykoli wvedouci pracovnik,
zamestnanec nebo jind osoba jednajici z moci svého
postaveni za vladu nebo kterékoli ministerstvo nebo
statni Ufad nebo jejich jménem ¢&i jako jejich
prostfednik,  (ii)) jakykoli vedouci pracovnik,
zaméstnanec nebo jind osoba jednajici oficidlné za
neékterou vefejnou mezinarodni organizaci (jako je
Organizace spojenych narodi, Svétova banka nebo
Svétova zdravotnicka organizace) ¢i jejim jménem, (iii)
jakakoli politicka strana ¢i jeji funkcionaf nebo jakykoli
kandidat na politicky ufad a (iv) kterykoli rodinny
ptislusnik nebo zastupce jakychkoli osob uvedenych
vyse.

this Exhibit C, then: (i) PPD shall have the immediate
right to terminate this Agreement for cause and the right
to exercise any other remedies available at law; and (ii)
all obligations of PPD to compensate Institution and
Principal Investigator for services provided under this
Agreement shall cease.

Institution and Principal Investigator shall defend,
indemnify and hold PPD (and its officers, directors,
employees, agents and affiliates) harmless from any
penalties, losses, liabilities and expenses incurred by PPD
as a result of Institution and Principal Investigator’s
breach of any of its obligations under this Exhibit C. The
obligation to indemnify PPD under this Exhibit C for
violations of an Anti-Corruption Law shall not be subject
to the limitation of liability set out in Article IX. of the
Agreement.

For the purpose of this Exhibit C, the term “government
official” means (i) any officer, employee or other person
acting in an official capacity for or on behalf of a
government or any department, agency or instrumentality
thereof, (ii) any officer, employee or other person acting
in an official capacity for or on behalf of a public
international organization (such as the United Nations,
World Bank, or World Health Organization), (iii) any
political party or official thereof or any candidate for
political office, and (iv) any family members or
representatives of any of the individuals listed above.
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