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Smlouva s FeSitelskym centrem klinického
hodnoceni

Clinical Study Site Agreement

Tato smlouva s feSitelskym centrem klinického
hodnoceni (,,smlouva®) uzaviena s platnosti od
podpisu posledni smluvni strany (,,den posledniho
podpisu®) a G¢innosti podle ¢lanku 27 nize, byla
uzaviena mezi témito smluvnimi stranami:

This Clinical Study Site Agreement (“Agreement”),
entered into as of the last date of signature (“Date of Final
Signature”) and effective as set out in Section 27 below
(“Effective Date”), is entered into by and among:

Vseobecna fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, Ceska republika,
zastoupena Mgr. Danou Juraskovou, Ph.D., MBA
— teditelkou

IC: 00064165
DIC: CZ 00064165
(,,zdravotnické zafizeni®)

Vseobecna fakultni nemocnice v Praze, U Nemocnice
499/2, 128 08 Praha 2, Czech Republic, represented by
Mgr. Dana Juraskova, Ph. D., MBA director

Company ID no.: 00064165
Tax ID no.: CZ00064165
(“Institution”),

datum narozeni
bytem na

adrese
(,,zkousejici*)

residing at
("Investigator"),

A

And

PPD Investigator Services LLC, se sidlem na
adrese 929 North Front St, Wilmington, NC 28401,
USA (,,CRO%),

PPD Investigator Services LLC, located at 929 North
Front St, Wilmington, NC 28401, USA (“CRO”),

za ucelem provadéni klinického vyzkumu
(,,klinického  hodnoceni®)  astudia  ucinki
hodnoceného 1éCiva zadavatele -

(-hodnoceny  pripravek
spole¢nosti  Takeda*) popsaného v protokolu

S nazvem

(,,protokol), jménem spolecnosti Millennium
Pharmaceuticals, Inc (,,zadavatel®). Pokud jde o
prava a povinnosti zadavatele podle této smlouvy,
jedna CRO na zaklad€ povéteni.

for the purpose of conducting the clinical research (the
“Study”) described in the rotocol  entitled

(the
“Protocol”), on behalf of Millennium Pharmaceuticals,

Inc. (“Sponsor”) to study the effects of Sponsor’s drug
* (the “Takeda Study Drug”). With
respect to the rights and obligations of the Sponsor
hereunder, CRO is acting by virtue of the Delegation

Letter.

Za tadné a primétené protiplnéni, jehoz pfijem se
timto uznava, se zdravotnické zafizeni, zkousejici a
CRO dohodly takto:

For good and valuable consideration, receipt of which is
hereby acknowledged, Institution, Investigator and CRO
hereby agree as follows:

1. Klinické hodnoceni.

1. The Study.
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(a) Timto je do smlouvy zahrnut protokol, ktery fidi
provadéni klinického hodnoceni. CRO ma na
zéklad¢ pokyni zadavatele pravo protokol ¢as od
casu doplnit formou dodatku a/nebo doplitku
v souladu s jakymikoliv / veskerymi pravnimi
predpisy, prostiednictvim pisemného oznameni
zkousejicimu a/nebo zdravotnickému zatizeni.

(e) The Protocol is hereby incorporated by reference
and shall govern the conduct of the Study. CRO, at the
direction of Sponsor, shall have the right to amend and/or
supplement the Protocol from time to time in accordance
with any/all legal regulations on written notice to
Investigator and/or Institution.

(b) Zdravotnické zatizeni a zkousejici zodpovidaji
za provadéni klinického hodnoceni na misté
uvedeném nize na podpisové strané (,,centrum®),
prostiednictvim  provadéni nebo  zajiSténim
provadéni aktivit klinického vyzkumu a testd, jez
jsou popsany v protokolu.

® Institution and Investigator shall be responsible
for the conduct of the Study at the location identified on
the signature page below (“Site”) by performing or causing
to be performed those clinical research activities and tests
described in the Protocol.

(c) Vrozpoctu, ktery je k této smlouvé pripojen
jako pfiloha A (,rozpocet”), jsou stanoveny
veskeré platby, které CRO jménem zadavatele
uhradi zdravotnickému zafizeni za provadéni
klinického hodnoceni. Bude-li protokol doplnén
nebo vyda-li CRO pisemné dodatky a/nebo
pisemné pokyny, které povedou ke zvySeni nebo
snizeni nékladd ¢i k prodlouzeni nebo zkraceni
doby provadéni klinického hodnoceni, dohodnou se
CRO a zdravotnické zafizeni na patficném doplnéni
rozpoctu.

(g) The budget attached hereto as Exhibit A
(“Budget”) sets forth all of the payments that CRO, on
behalf of Sponsor, shall pay Institution for the conduct of
the Study. If the Protocol is amended or CRO issues
written amendments and/or written instructions that
increase or decrease the cost or time of performance of the
Study, CRO and Institution shall agree to amend the
budget accordingly.

(d) Zdravotnické zafizeni a zkousejici budou
dodrzovat a zdravotnické zafizeni zajisti, aby jeho
pfislusni zaméstnanci, zastupci a dodavatelé
dodrzovali veskeré podminky a pozadavky této
smlouvy a protokolu. Zdravotnické zafizeni ani
zkousejici nebudou provadét zadné zmeény
protokolu ani se od né&j neodchyli, aniz by predem
ziskali pisemny souhlas CRO. Bude-li néktera
z podminek této smlouvy tykajici se lékatrského
nebo védeckého provadéni klinického hodnoceni
v rozporu s n€kterou z podminek protokolu, ma
prednost znéni protokolu. Pro veskeré ostatni
zalezitosti ma prednost znéni smlouvy.

(e) Jestlize zdravotnické =zafizeni vyuzije pro
provadéni klinického hodnoceni, celkové nebo
Castecné, nebo pro poskytovani sluzeb nebo
stanovenych procedur dle pozadavku protokolu
jakékoliv prostory nebo zafizeni odlisné od centra
,zatizeni®), pro kazdé takové zafizeni plati, ze
zdravotnické zafizeni:

(h) Institution and Investigator shall comply with, and
Institution shall cause its respective employees, agents and
contractors to comply with, all of the terms and
requirements of this Agreement and the Protocol. Neither
Institution nor Investigator shall make any changes to the
Protocol or deviate therefrom without the prior written
consent of the CRO. If any term of this Agreement
regarding the medical or scientific conduct of the Study is
in conflict with any term of the Protocol, the Protocol shall
control. For all other matters, this Agreement shall control.

(1) If Institution uses any premises or facility other
than the Site to perform all or any portion of the Study or
to provide services or specified procedures as required by
the Protocol (each a “Facility”), then with respect to each
Facility, Institution:

i.  predem ziska pisemny souhlas od zadavatele
s pouzivanim daného zatizeni,

ii.  pfedem ziska pisemny souhlas od zafizeni
s ucasti na klinickém hodnoceni,

i. Shall obtain prior written approval from the
Sponsor to use the Facility;

ii.  Shall obtain prior written consent from the Facility
to participate in the Study;
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1. ziistava pln€ zodpovédné za veskeré prace
provedené zafizenim nebo za jim
poskytnuté sluzby a

(f) prohlasuje a dosvédcuje zadavateli a CRO, ze
vuci zafizeni bude uplatnovat podminky minimalné
stejné piisné, jakymi je zdravotnické zafizeni
vazano podle této smlouvy, obzvlasté s ohledem na
provadeéni klinického hodnoceni, mimo jiné vcetné
pouzivani hodnoceného pfipravku spolecnosti
Takeda, uchovavani zaznamu, duveérnosti, zavazku
tykajicich se dat a publikaci, vynalezli, osobnich
udaji a publicity.

iii.  Shall remain fully responsible for all work
performed or services provided by or at the Facility;
and

() Represents and certifies to Sponsor and CRO that
Institution will hold Facility to terms at least as stringent
as those to which Institution is bound hereunder,
specifically with regard to the conduct of the Study,
including but not limited to, Takeda Study Drug use,
record retention, confidentiality, data and publications
obligations, inventions, personal data, and publicity.

(g) Zadavatel sva klinickd hodnoceni registruje na
strankach www.clinicaltrials.gov v souladu
s americkym  zdkonem Food and Drug
Administration Amendments Act zroku 2007
(Public Law 110-85).

(2) Sponsor registers its studies on
www.clinicaltrials.gov in accordance with the U.S. Food
and Drug Administration Amendments Act of 2007
(Public Law 110-85).

2. VSeobecné povinnosti zkousejiciho.

2. General Obligations of Investigator.

(a) Zkousejici zodpovida za nasledujici:

(a) The Investigator shall be responsible for:

(i) pusobeni ve funkci hlavniho zkousejiciho pro
klinické hodnoceni tak, jak je zamysleno zakonem
¢. 378/2007 Sb., o 1éCivech a o zménach nékterych
souvisejicich zakont, ve znéni pozd¢jsich predpist
(,,zakon o 1é¢ivech®), vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkach
klinického hodnoceni 1é¢ivych piipravkil, ve znéni
pozdéjsich predpist (,,vyhlaska®) a zakonem ¢.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani (,,zdkon o
zdravotnich sluzbach®), a dale jak je definovano
v pokynech ICH, jak je definovano nize,

(i) serving as the Principal Investigator as contemplated in
Act No 378/2007 Coll., on pharmaceuticals and on
amendments to some related acts, as amended (“Act on
Pharmaceuticals™), Decree No 226/2008 Coll., on good
clinical practice and detailed conditions of clinical trials on
medicinal products, as amended (the “Decree”) and Act
No 372/2011 Coll., on health services and the terms and
conditions of the provision thereof (“Health Services
Act”), and as defined in the ICH Guidelines, as defined
below, for the Study

(i1) bezodkladné predlozeni Zivotopisu zkousejiciho
a pripadného spoluzkousejiciho CRO,

(iii) pro ucely regulacnich pozadavkii USA:
bezodkladné podepsani potvrzeni o finan¢nich
udajich (Certificate of Financial Disclosure), jehoz
formulat poskytne CRO, a jeho pfedani CRO, spolu
s obdobnymi  podepsanymi  potvrzenimi  od
kazdého spoluzkousejiciho, dale bezodkladné
pisemné oznameni CRO v pifipadé, Ze dojde
k jakymkoliv relevantnim zménam informaci
uvedenych v daném potvrzeni (potvrzenich), a to
v pribéhu klinického hodnoceni nebo béhem
dvanacti (12) meésici nasledujicich ihned po
dokongeni klinického hodnoceni v centru,

(i1) promptly submitting to CRO, a curriculum vitae for
Investigator and any sub-investigator;

(iii) for the purposes of the U.S. regulatory requirements,
promptly signing and submitting to CRO a Certificate of
Financial Disclosure, the form of which will be provided
by CRO, together with a similar signed Certificate for any
sub-investigator, and promptly notifying CRO in writing if
any relevant changes occur in the information included in
such Certificate(s) during the Study or during the twelve
(12) month period immediately following the completion
of the Study at the Site;
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(iv) vsouladu sregulacnimi pozadavky USA:
bezodkladné podepsani prohlaseni zkousejiciho,
jehoz formulaf poskytne CRO, a jeho predani CRO
(,,prohlaseni zkousejiciho®),

(v) bude plné spolupracovat a asistovat CRO pii
ziskani kladného stanoviska pfislusné etické
komise (,,EK*) a souhlasu zadavatele k protokolu a
pripadnym jeho dodatkim pted zahajenim
klinického hodnoceni a dale k témto dokumentiim:

(iv) pursuant to U.S. regulatory requirements promptly
signing and submitting to CRO, a statement of
investigator, the form of which will be provided by CRO
(“Statement of Investigator”);

(v) shall fully cooperate and assist CRO in order to obtain
prior to commencing the Study, the favorable opinion of
the respective Ethics Committee “EC”) and Sponsor of the
Protocol and any amendments thereto and to following
documentation;

(1) informovany souhlas (,,informovany
souhlas®), ktery budou podepisovat subjekty
zatazované do klinického hodnoceni,

(2) opravnéni (samostatné nebo v ramci
informovaného  souhlasu), které bude
podepisovat subjekt, nebo které bude
podepisovano jménem subjektu, umoziujici
pfedavani zdravotnich a jinych osobnich
informaci v souladu s platnymi zakony,
predpisy a pokyny (,,opravnéni subjektu‘),

(3) obsah jakéhokoliv sdéleni pro ziskavani
subjektd do klinického hodnoceni pired jeho
umisténim, mimo jiné vcetné¢ reklam
vnovinach a na radiich, reklamni posty,
reklam nebo sdéleni na internetu a zpravodaju,

pficemz tato sdéleni museji vyhovovat
pozadavkiim platnych zakoni, pfedpisu a
pokyni, a

(1) the form of informed consent (“Informed
Consent”) signed by subjects enrolling in the
Study;

(2) the authorization (either separately or included
in the Informed Consent), signed by or on behalf of
such subject permitting the transfer of health and
other personal information pursuant to the
applicable laws, regulations and guidelines
(“Subject Authorization”);

(3) the content of any communication soliciting
subjects for the Study before placement, including,

but not limited to, newspaper and radio
advertisements, direct mail pieces, Internet
advertisements or communications, and

newsletters, which communications must comply
with applicable laws, regulations and guidelines;
and

(4) jakékoliv dalsi dokumenty tykajici se
klinického hodnoceni a pozadované podle
platnych zakoni a/nebo ze strany EK.

(4) any further documents related to the Study and
requested by applicable laws and/or EC.

(vii) osobni provadéni nebo dohled nad klinickym
hodnocenim v centru,

(viii) plnou spolupraci se zadavatelem a CRO pfi
provadéni klinického hodnoceni, mimo jiné véetné
povoleni navstév v centru, zpracovavani a
predavani zaznamt  subjektd hodnoceni a
veskerych jinych zprav pozadovanych podle
protokolu a platnych zakonti, a to vcas, jak je
uvedeno v protokolu a v pfislusnych zakonech, a
dale zajistovani pristupu k zdznamtm klinického
hodnoceni (jez jsou definovany nize), a

(vii) personally conducting or supervising the Study at the
Site;

(viii) fully cooperating with Sponsor and CRO in the
conduct of the Study, including, without limitation,
permitting Site visits, preparing and submitting case report
forms and all other reports required by the Protocol and
applicable laws on a timely basis given by the Protocol and
applicable laws on a timely basis and providing access to
Study Records (defined below); and
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(ix) soulad s procedurami stanovenymi protokolem
a prislusSnymi zakony pro zaznam a hlaseni
veSkerych  zprav  tykajicich se  klinického
hodnoceni, mimo jiné véetné zajistovani presnosti,
uplnosti, Citelnosti a v€asnosti hlasenych dat.

(ix) compliance with the procedures stipulated by the
Protocol and applicable laws on recording and reporting of
all Study-related reports, including, without limitation,
ensuring the accuracy, completeness, legibility and
timeliness of the reported data.

Nebudou provadény zadné zmény vyse uvedenych
dokumentii bez predchoziho pisemného souhlasu
zadavatele nebo CRO.

No changes to the documents above shall be made without
prior Sponsor or CRO approval in writing.

(b) Zdravotnické zafizeni a zkouSejici budou
dodrzovat a zdravotnické zatizeni zajisti, aby jeho
ptislusni zaméstnanci, zastupci a dodavatel(¢) nebo
jini pracovnici podilejici se na provadéni
klinického hodnoceni dodrzovali:

(b) Institution and Investigator shall comply with, and each
of Institution shall cause its respective employees, agents,
sub-contractor(s) or other personnel participating in the
conduct of the Study, to comply with:

(i) veskeré pozadavky protokolu a ptipadnych jeho
dodatkii nebo dopliki, které budou sdéleny
pisemné, jak je zamysleno vyse,

(i1) veskeré podminky stanovené v prohlaseni
zkousejiciho a/nebo ve stanovisku EK,

(iii) veskeré platné zakony a predpisy, mimo jiné
vcetné zékona o léCivech a vyhlasky,

(iv) pokyny spravné klinické praxe,

(v) pokyny pro spravnou klinickou praxi vydané
Mezinarodni konferenci o harmonizaci (,,pokyny
ICH") a

(vi) veskeré dalsi relevantni pokyny tykajici se
1é¢ivych pripravki a klinickych hodnoceni tak, jak
vstoupi Cas od Casu v platnost.

(i) all requirements of the Protocol and any amendments or
supplements thereto which are communicated in writing as
contemplated above;

(ii) all conditions specified in the Statement of Investigator
and/or EC opinion;

(iii) all applicable laws and regulations, including without
limitation, the Act on Pharmaceuticals and the Decree;

(iv) Good Clinical Practice Guidelines;

(v) the ICH Harmonized Tripartite Guideline for Good
Clinical Practice (“ICH Guidelines”); and

(vi) all other relevant guidances relating to medicines and
clinical trials from time to time in force.
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(c) Zkousejici stvrzuje nasledujici:

(1) ptecetl si veskeré informace uvedené v Souboru
informaci pro zkousSejicitho, které mu poskytl
zadavatel nebo CRO, a rozumi jim, vcetné
potencialnich rizik a vedlejsich u¢inkt 1é¢ivého
pripravku  (pfipravkil)  spolecnosti  Takeda/
medikace, ktery je predmétem klinického
hodnoceni, a

(i1) souhlasi se zpfistupnénim urcitych financnich
udaju tykajicich se zkousejiciho a/nebo jakéhokoliv
spoluzkousejiciho americkému Utadu pro kontrolu
potravin a léciv (,,FDA®) a, bude-li to pozadovano,
1 jinym regula¢nim organtim, ze strany CRO nebo
zadavatele.

(c) Investigator acknowledges that he/she:

(1) has read and understands all information in the
Investigator’s Brochure provided to Investigator by
Sponsor or CRO, including the potential risks and side
effects of the Takeda Study Drug/Medication which are the
subject of the Study; and

(i) consents to the disclosure by CRO or Sponsor of
certain financial information concerning Investigator
and/or any sub-investigator to the U.S. Food and Drug
Administration (“FDA”) and, if required, other regulatory
authorities.

3. Zahajeni klinického hodnoceni a nabor subjekta.

3. Study Initiation and Subject Enrollment.

(a) Pokud si to zadavatel nebo CRO vyzada, dostavi
se zkousejici a zucastni se setkdni zkousejicich
nebo jiného tvodniho setkani, za predpokladu, ze
zadavatel nebo jim poveéfend osoba uhradi
zkousSejicimu pfimétené a nezbytné cestovni vydaje
a vydaje na ubytovani, které mu ucasti na daném
setkani (setkanich) vzniknou. Ugtenky za takové
(takova) setkani je nutno piedlozit zadavateli nebo
jim povéerené osobé do Sedesati (60) dnii ode dne
setkani. Zadavatel nebo jim povéfena osoba
provede prislusné thrady do tficeti (30) dnl od
obdrzeni piiméfenych dokladl danych vydaja.

(a) If Sponsor or CRO requests, Investigator shall attend
and participate in an investigator’s meeting or other
initiation meeting, provided Sponsor or Sponsor’s
designee will reimburse Investigator for reasonable and
necessary travel and lodging expenses incurred to attend
such meeting(s). The receipts for such meeting(s) must be
submitted to Sponsor or Sponsor’s designee within sixty
(60) days of the date of the meeting. Sponsor or Sponsor’s
designee shall make such reimbursements within thirty
(30) days of receiving reasonable documentation of such
expenses.

(b) Zdravotnické zafizeni a zkouSejici berou na
védomi, ze zadavatel a CRO si vyhrazuji pravo
kdykoliv omezit vstup nebo nabor subjekta.

(c) Zdravotnické zatfizeni ani zkousSejici nesvoli
k platbé jakychkoliv odmén jinému Iékafi za
doporucovani subjektu.

(b) Institution and Investigator acknowledge that
Sponsor and CRO reserve the right to limit entry or
enrollment of subjects at any time.

(©) Neither Institution nor Investigator shall permit
the payment of any fees to another physician for the
referral of subjects.

(d) Subjekt nesmi byt do klinického hodnoceni
zafazen, aniz by zkousejici nejprve ziskal:

(i) schvaleny informovany souhlas podepsany
kazdym subjektem nebo jeho jménem, a

(i1) schvalené opravnéni subjektu.

(d) No subject may be enrolled in the Study without the
Investigator first obtaining:

(1) an approved Informed Consent signed by or on behalf
of each subject; and

(ii) an approved Subject Authorization.
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(e) Zkousejici zklinického hodnoceni vylouci
jakykoliv subjekt, ktery je souCasné zafazen do
jiného klinického hodnoceni, pokud s jeho
zafazenim nebude zadavatel specialné pisemné
souhlasit.

(e) Investigator shall exclude from the Study any subject
who is simultaneously enrolled in any other clinical trial or
study unless Sponsor specially consents in writing to such
enrollment.

() CRO je odpovédna za plnéni veskerych
zakonnych povinnosti tykajicich se klinického
hodnoceni podle ceskych pravnich predpist, véetné
povinnosti informacnich, ve vztahu ke Statnimu
Gstavu pro kontrolu 1é¢iv (SUKL) a etickym
komisim v souvislosti s klinickym hodnocenim,
pfipadné¢ k jinym kontrolnim ufadim, a také za
jednani vigi SUKL a etickym komisim v
souvislosti s klinickym hodnocenim

(f) CRO is responsible for the fulfilment of all of its legal
responsibilities for the Study under Czech law, including
the provision of information responsibilities in its relation
to the Regulatory Authority (SUKL) and the Ethics
Committees in relation to the Clinical Study, or any other
authority, and any dealings with the Regulatory Authority
or Ethics Committees in relation to the Clinical Study.

4. Hodnoceny pfipravek spole¢nosti Takeda /
materidly / biologické vzorky

4. Takeda Study Drug/Supplies/Biological Samples.

(a) CRO nebo jiny, fadné zplnomocnény zastupce
zadavatele bude zdravotnickému zafizeni nebo
zkouSejicimu na ndklady zadavatele dodavat
hodnoceny ptipravek spolecnosti Takeda, jak je
popsano v protokolu.  VeSkery  hodnoceny
pripravek spolecnosti Takeda bude pouzivan
vyhradné v souladu s protokolem a nesmi se pouzit
pro zadné jiné tucely. Zdravotnické zafizeni a
zkouSejici budou dodrzovat veskeré zakony a
predpisy upravujici skladovani a nakladani s
hodnocenym ptipravkem (pfipravky) spolecnosti
Takeda a veskeré pokyny ze strany CRO, které
nejsou v nesouladu s danymi zédkony a predpisy.

(a) Investigator, at Sponsor’s expense, with the Takeda
Study Drug described in the Protocol. All Takeda Study
Drug/Medication will be used solely in accordance with
the Protocol and may not be used for any other purposes.
Institution and Investigator shall comply with all laws and
regulations governing the storage, disposition or
destruction of Takeda Study Drug(s) and any instructions
from CRO that are not inconsistent with such laws and
regulations.
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(b) Zadavatel bude rovnéz na své naklady dodavat
,materialy klinického hodnoceni“ pro odbér krve,
poskytovani vzorki moci a jiné biologické latky
(napt. vialky, jehly, injek¢ni stiikacky apod.) a
poskytne metodu pro zaznam dat klinického
hodnoceni.

(b) CRO or another duly authorized agent of Sponsor,
shall supply Institution or Sponsor also shall provide, at
Sponsor’s expense, “study supplies” for the collection of
blood, urine, and other biologics (e.g., vials, needles,
syringes, etc.) and the method for the recording of Study
data.

(c) ,,Biologické vzorky* jsou vzorky krve, tekutin a
tkdni odebirané od subjektd zarazenych do
klinického hodnoceni vcetné veskerych hmotnych
materiall z téchto vzorkl ziskanych. Zdravotnické
zafizeni a zkousSejici budou biologické vzorky
odebirat, uchovavat, pouzivat a ptredavat pouze
v souladu s protokolem a prislusnym
informovanym souhlasem. Zdravotnické zafizeni a
zkousejici nebudou odebirat ani si ponechavat
zadné dalsi mnozstvi biologickych vzorkii pro

pouziti ve vyzkumu, ktery neni popsan
v pfislusném protokolu. Po dokonceni nebo
predcasném ukonceni klinického hodnoceni

zdravotnické zafizeni a zkousSejici dodaji nebo
zlikviduji biologické vzorky dle pokynti zadavatele
a/nebo dle ptipadnych relevantnich ustanoveni
protokolu

() “Biological Samples” means blood, fluid and
tissue samples collected from subjects enrolled in the
Study, including any tangible materials derived from such
samples. The Institution and Investigator will collect,
retain, use and transfer Biological Samples only in
accordance with the Protocol and the applicable Informed
Consent. Institution and Investigator will not collect or
reserve additional quantities of Biological Samples for use
in research not described in the applicable Protocol. Upon
completion or termination of the Study, Institution and
Investigator will deliver or dispose of the Biological
Samples according to Sponsor's instructions and/or any
relevant provisions in the Protocol.

(d) Zdravotnické  zafizeni poveri  tadné
kvalifikovaného pracovnika k tomu, aby b&hem
doby, kdy se bude hodnoceny ptipravek spolecnosti
Takeda nachéazet v lékarné, vystupoval jako
poveéteny farmaceut (,,povéfeny farmaceut™) za

ucelem zabezpeceni fadného zachazeni
s hodnocenym pripravkem spolecnosti Takeda a
veskerou  souvisejici medikaci  pouZivanou

v klinickém hodnoceni, v souladu s protokolem,
spravnou farmaceutickou praxi a vyhlaskou.
Postupy pro zachazeni s hodnocenym piipravkem
spole¢nosti Takeda sdéli povérenému farmaceutovi
monitor CRO. CRO zajisti distribuci zasilky
hodnoceného piipravku spolecnosti Takeda do
Iékarny zdravotnického zafizeni, kde je farmaceut
pfevezme a zkontroluje (jako jiné zasilky - tzn.
neni-li poskozena, v ptipad€ zvlastnich pozadavkia
na transport, byly-li tyto pozadavky dodrzeny,
prijem zasilky potvrdi), nésledné si na zadanku
zkouSejici hodnocené pripravky  spolecnosti
Takeda vyzvedne na centrum, kde je za né¢ plné
zodpovédny. CRO je povinna oznamit v pfiméfené

dobé¢ pred dodanim, kdy bude zasilka do 1ékarny -
predana bud’to emailem na
nebo telefonicki na tel.

(d) The Institution will authorize an employee
appropriately qualified to act as the delegated pharmacist
(the “Delegated Pharmacist”) to secure proper handling of
the Takeda Study Drug and any related medication used in
the Study (including placebo), in accordance with
Protocol, Good Pharmaceutical Practice and the Decree
during the period the Takeda Study Drug is maintained in
the pharmacy. Procedures for handling the Takeda Study
Drug will be communicated by a CRO monitor to the
Delegated Pharmacist. CRO will arrange for the
distribution of the Takeda Study Drug, shipment to the
pharmacy of the Medical Facility, where they will be
received and inspected by a delegated pharmacist (as with
all other shipments — for damage and in case of special
transportation conditions, for the adherence to these
conditions, receipt confirmation). The Investigator will,
using a requisition slip, transfer the Takeda Study Drug to
the Study Site, where he will be fully responsible for it.
The CRO will exert reasonable effort to announce within
3 days prior to the delivery date when the shipment will be
delivered — either by email to orb
phone to , .
The disposal of unused Takeda Study Drug will be handled
by the Sponsor through CRO at its own expense.

Likvidaci  nevyuzitych
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hodnocenych ptipravkil spolecnosti Takeda si CRO
zajisti na vlastni naklady.

CRO zajisti dodavku hodnoceného piipravku
spolecnosti Takeda na adresu: Odd. HVLP, Ke

Karlovu 2, Praha 2, odiovédni' farmaceut

Zadavatel prostiednictvim CRO prohlasuje, ze pro
vyrobu (dovoz) hodnoceného ptipravku spole¢nosti
Takeda, jeho oznacovani, baleni a distribuci
zdravotnickému zafizeni jsou splnény veskeré
podminky stanovené pfisluSnymi pravnimi
predpisy a spravnou distribuéni praxi. CRO jako
osoba zodpovédna za likvidaci hodnoceného
pripravku spolecnosti Takeda se zavazuje, Ze
vrozsahu pozadovaném platnymi  pravnimi
predpisy zajisti na vlastni ndklady, jak v prubéhu,
tak 1 po skonceni klinického hodnoceni, predani
nepouzitelného hodnoceného ptipravku spolecnosti
Takeda opravnéné osob¢ v souladu s ustanovenimi,
a tak jak je specifikovano v zak. ¢. 185/2001 Sb., o
odpadech a jeho provadécimi piedpisy v platném
znéni.

The CRO will arrange for Takeda Study Drug shipment to
the following address: HVLP department, Ke Karlovu 2,

Praiie 2, deleiated rharmacists

Sponsor through CRO declares that all conditions set up
by applicable law regarding the manufacturing
(distribution) of Takeda Study Drug, labelling, packaging
and distribution to Medical Facility is fulfilled. Sponsor,
as the entity responsible to the extent required under
applicable law for disposal of Takeda Study Drug,
undertakes to provide, at its own expense, handover of the
unused Takeda Study Drug to responsible person in
accordance with and as specified in Act no. 185/2001
Coll,, on waste and its implementing regulation, as
amended, both during and after the end of the Clinical
Study
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5. Zaznamy klinického hodnoceni.

5. Study Records.

(a) Vyraz ,zaznamy klinického hodnoceni
znamena spoleéné veSkerou dokumentaci a jiné
zaznamy (v pisemné ¢i elektronické forme)
souvisejici s provadénim klinického hodnoceni,
mimo jiné vcetné¢ dokumentace a zaznamu
tykajicich se:

(i) centra,

(i) ziskavani, screeningu, posuzovani, naboru a
testovani subjektd (vCetné relevantnich ¢asti jinych
souvisejicich zaznamid tykajicich se téchto
subjektit),

(iii) procedur, testli a jinych aktivit provadénych
béhem klinického hodnoceni a

(iv) veskerych finan¢nich zdznamii souvisejicich
s provadénim klinického hodnoceni.

(a) The term “Study Records” shall mean, collectively, all
documentation and other records (whether in written or
electronic format) related to the conduct of the Study,
including, without limitation, documentation and records
concerning:

1) the Site;

(i1) the solicitation, screening, evaluation,
enrollment and testing of subjects (including the relevant
portions of other pertinent records concerning such
subjects);

(iii) the procedures, tests and other activities
performed during the Study; and

@iv) all financial records related to the
conduct of the Study.

(b) Veskeré zaznamy klinick¢ého hodnoceni je
nutno uchovavat po dobu podle jednoho
z nasledujicich bodi, podle toho, ktera znich je
delsi:

1) patnacti  (15) let po skonceni
klinického hodnoceni na centru
klinického hodnoceni nebo

i) jakoukoli delsi dobu stanovenou
prislusnymi pravnimi piedpisy nebo

ICH GCP.

Zadavatel se zavazuje nejpozdéji ve Thiteé 2 mésich
pred uplynutim sjednané doby archivace oznamit
poskytovateli, jak ma byt se zdznamy naloZeno,
V ptipad¢, Ze poskytovateli nebude oznameni
doruceno, bude dokumentace skartovana v souladu
s pfislusnymi pravnimi predpisy.

(b) All Study Records must be retained for the longer

of:

(1) fifteen (15) years after conclusion of the Study
at the study site;

(i1) any longer period determined by applicable law

or ICH GCP guidelines

Sponsor shall notify the Institution 2 months before the
archiving period terminates about the way it should be
dealt with Study Records. In case such notice is not
received, the Study Records will be destroyed in
accordance with applicable law.

Zdravotnické zafizeni ani zkouSejici v zddném
ptipadé, pred uplynutim vySe uvedenych obdobi
uchovavani, neodstrani z centra ani nezlikviduje
zadné¢ zaznamy klinického hodnoceni bez
ptedchoziho pisemného souhlasu zadavatele

In no event, before expiration of above mentioned period,
shall either Institution or Investigator remove from the Site
or destroy any Study Records without the prior written
consent of Sponsor.

6._Odména. Zadavatel bude prostrednictvim CRO
poskytovat finan¢ni podporu pro  klinické
hodnoceni  vsouladu stimto Clankem a
ustanovenimi stanovenymi v rozpoctu.

6. Compensation. Sponsor, through CRO, shall
provide financial support for the Study in accordance with
this Section and the provisions set forth in the Budget.
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(a) V rozpoctu je uvedena maximalni Castka, ktera
bude uhrazena za provadéni klinického hodnoceni.
Odhadovana castka splatna na zakladé této
smlouvy je ptiblizn¢ 891,575,- K¢. Pokud se
smluvni strany nedohodnou pisemné¢ jinak, budou

(a) The Budget indicates the maximum amount that
will be paid for the conduct of the Study. The estimated
value of financial payment under this Agreement shall be
approximately CZK 891,575, -. Unless the parties
otherwise consent in writing, all compensation and

monitorovacich navstév CRO bude mit zkousejici
veskera priméfen¢ dostupnd data, ziskanid az do
ptredchoziho  dne, uplnd a  pfipravena
k vyhodnoceni. CRO si vyhrazuje pravo pozdrzet
platbu za data, kterd CRO neobdrzi do deseti (10)
pracovnich dni od monitorovaci navstévy,
s vyjimkou okolnosti, kdy dojde ke zpozdéni dat
nebo k jejich neobdrzeni bez zavingni ze strany
zdravotnického zafizeni nebo zkousejiciho, nebo
v situacich mimo kontrolu zdravotnického zafizeni
a zkousejiciho.

veSkeré odmény a platby hrazeny pfimo | payments shall be made directly to Institution.
zdravotnickému zafizeni.
(b) Pfi kontrole dat béhem planovanych | (b) When data is reviewed during a scheduled

monitoring visits by CRO, Investigator shall have all
reasonably available data obtained through the preceding
day complete and ready for evaluation. CRO reserves the
right to withhold payment for data not received by CRO
within ten (10) business days after the monitoring visit,
except in circumstances where data is delayed or not
received through no fault of Institution or Investigator, or
in situations beyond the Institution and Investigator’s
control.

(¢) Z zadnych plateb provadénych podle této
smlouvy nebudou strhavany zadné srazky na dané
jakéhokoliv ~ druhu. Za platbu veskerych
prislusnych dani zodpovida vyhradné jejich
ptijemce podle této smlouvy.

(d) CRO prohlasuje, ze se zkousejicim byla
uzaviena  samostatnd smlouva o provedeni
klinického hodnoceni 1éCiv, na jejimz zakladé bude
zkousejici a studijni tym odménén za provedeni
tohoto klinického hodnoceni.

(c) No deductions for taxes of any kind shall be made
from any payments paid hereunder. Payment of all
applicable taxes shall be the sole responsibility of the
payee hereunder.

(d) CRO declares to have executed an Agreement with the
Investigator regarding this Study, on the basis of which the
Principal Investigator and Study Team are remunerated for
conducting this Study

(e) Zdravotnické zaiizeni a zkousSejici, kazdy z nich
jednotliveé, timto stvrzuji, ze odména uhrazena
zadavatelem nebo CRO zdravotnickému zafizeni:

(i) predstavuje béznou trzni hodnotu sluzeb
provadénych podle této smlouvy,

(i) neni poskytovdna vyménou za zadnou
vyslovnou ani nepiimo vyjadfenou dohodu ze
strany zdravotnického zatizeni nebo zkousejiciho o
tom, ze budou doporucovat nebo zajiStovat
priznivy status pro jakékoliv pripravky zadavatele
¢i ovliviovat 1ékopisna rozhodnuti zdravotnického
zafizeni nebo zkousejiciho ¢i jejich rozhodovani o
predepisovani nebo vydeji, a

(iii) nezohlediuje objem ani hodnotu jakychkoliv
doporuceni ze strany zdravotnického zatizeni nebo
zkousejiciho.

(e) Institution and Investigator each hereby acknowledge
that any compensation paid by Sponsor or CRO to
Institution:

(i) constitutes fair market value for services performed
hereunder;

(i) is not given in exchange for any explicit or implicit
agreement by Institution or Investigator to recommend or
provide favorable status for any of Sponsor’s products or
to influence Institution’s or Investigator’s formulary,
prescribing or dispensing decisions; and

(iii) does not take into account the volume or
value of any referrals generated by Institution or
Investigator.
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(f) Pro veskeré sluzby pozadované protokolem, u
kterych zadavatel souhlasil stim, Ze za né bude
poskytovat odménu, bude vyhradnim zdrojem
odmény zadavatel prostfednictvim CRO. Zadna
cast klinického hodnoceni nebude provadéna
s vyuzitim zdroji od zadnych tfetich stran, mimo
jiné vcetné jakéhokoliv financovani vladou nebo
vladni agenturou, bez ptedchoziho pisemného
souhlasu zadavatele, s vyjimkou tietich platci.
Zdravotnické zafizeni ani zkouSejici nebudou
usilovat o  proplaceni Castek  hrazenych
zadavatelem ¢i jeho jménem ani ¢astek za jakékoliv
materialy poskytnuté zadavatelem ¢i jeho jménem
zdarma zdravotnickému zafizeni nebo
zkousejicimu (napfiklad hodnoceny pfipravek)
spolecnosti Takeda z zadného vladniho programu
zdravotni péce ani od zaddného tietiho platce.

(f) For all services required under the Protocol for which
Sponsor has agreed to provide compensation, Sponsor,
through CRO, will be the sole source of compensation. No
part of the Study shall be conducted with funding from any
third parties, including without limitation, any government
or government agency funding, without the prior written
consent of Sponsor with the exception of third party
payors. Neither Institution nor Investigator will seek
reimbursement from any government healthcare program
or third party payor for amounts paid by or on behalf of
Sponsor, or for any materials that were provided by or on
behalf of Sponsor at no cost to Institution or Investigator
(such as the Takeda Study Drug).

(g) Aby vznikl narok na platbu, museji byt veskeré
procedury podle protokolu provedeny plné
v souladu s protokolem a touto smlouvou a predana
data museji byt Gplnd a spravna. Aby byla data
uplnd a spravnd, musi platit, ze kazdy subjekt
podepsal informovany souhlas schvaleny EK,
opravnéni  subjektu, je-li  odd€éleno od
informovaného souhlasu, a veskeré procedury
oznacené v protokolu byly provedeny pfii
vynaloZeni ,,nejlepsiho usili“, pfi¢emz veskeré
vynechané polozky byly uspokojivé vysvétleny.

(g) To be eligible for payment, all Protocol procedures
must have been performed in full compliance with the
Protocol and this Agreement, and the data submitted must
be complete and correct. For data to be complete and
correct, each subject must have signed an EC-approved
Informed Consent, a Subject Authorization, if separate
from the Informed Consent, and all procedures designated
in the Protocol must have been carried out on a “best
efforts” basis, with all omissions satisfactorily explained.

(h) Zdravotnické zafizeni a zkouSejici jsou
srozuméni stim, ze CRO oznami odménu
uhrazenou podle této smlouvy zadavateli, a ze
zadavatel bude tyto platby hlasit v mife, v jaké to
bude dle svého vyhradniho uvazeni povazovat za
vyzadované podle platnych zakond, pfedpist nebo
kodext pro praxi v primyslu.

(h) Institution and Investigator understand that CRO will
report the compensation paid under this Agreement to
Sponsor, and Sponsor will report such payments to the
extent Sponsor, in its sole opinion, believes that it is
required to do so by applicable laws, regulations or
industry practice codes.

7. Kontroly a audity

7. Inspections and Audits.

(a) Zadavatel a CRO (a ptipadni fadné opravnéni
zastupci zadavatele nebo CRO) maji pravo, na
zaklad¢é oznameni v pfimétené dobe predem a ve
vzajemné dohodnutych c¢asech, kontrolovat
centrum a zaznamy klinického hodnoceni
zkousejiciho, zdravotnického zafizeni, ptipadného
spoluzkousejiciho a jakéhokoliv zaméstnance,
zastupce nebo dodavatele kteréhokoliv z vySe
uvedenych.

(a) Sponsor and CRO (and any duly authorized
agents of either of them) shall have the right, upon
reasonable notice and at mutually agreeable times, to
inspect the Site and Study Records of Investigator,
Institution, any sub-investigator and any employee, agent
or contractor of any of them.
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(b) Statni organy nebo jiné vhodné kontrolni urady
(mistni ¢i zahrani¢ni), mimo jiné vcetné Statniho
ustavu pro kontrolu 1é¢iv (,,SUKL®), jakoz i EK,

maji pravo kdykoliv kontrolovat centrum a
zaznamy klinického hodnoceni zkousejiciho,
zdravotnického zafizeni, ptipadného

spoluzkousejiciho a jakéhokoliv zaméstnance,
zastupce nebo dodavatele kteréhokoliv z vyse
uvedenych.  Zdravotnické  zafizeni  a/nebo
zkousejici budou zadavatele bezodkladné (predem,
je-li to proveditelné) informovat o pripadném
auditu nebo kontrole ze strany kontrolniho tfadu
nebo EK v souvislosti s klinickym hodnocenim a
je-li to proveditelné, umozni zadavateli nebo jim
poveétené osobé ucast na takovém auditu nebo
kontrole. Na zadost CRO nebo zadavatele poskytne
zdravotnické zafizeni a zkousejici CRO a/nebo
zadavateli kopie veskerych informaci piimo
souvisejicich s klinickym hodnocenim, které si
jakykoliv mistni a/nebo zahrani¢ni kontrolni urad
vyzadal, které mu byly poskytnuty, nebo které
obdrzel.

(b) Government agencies or other appropriate
regulatory authorities (whether local or foreign), including
but not limited to the State Institute for Drug Control
(“SUKL”), as well as the EC, shall have the right to
inspect, at any time, the Site and Study Records of
Investigator, Institution, any sub-investigator and any
employee, agent or contractor of any of them. Institution
and/or Investigator shall promptly (in advance, when
practicable) notify Sponsor of any audit or inspection by a
regulatory authority or EC related to the Study, and when
practicable, will permit Sponsor or its designee to be
present at such audit or inspection. Upon CRO’s or
Sponsor’s request, Institution and Investigator shall
provide CRO and/or Sponsor copies of any information
directly related to the Study requested by, provided to or
received by any local and/or foreign regulatory agency.

(c) Informace ziskané z kontrol zadavatelem nebo
jeho jménem si mohou mezi sebou piedavat
zadavatel a CRO a jejich pfislusné pobocky,
obchodni partnefti a zastupci.

(d) Jestlize pti jakékoliv takové kontrole vyjde
najevo neshoda s touto smlouvou, ma zadavatel
a/nebo CRO narok zabezpecit shodu nebo prerusit
dodavky hodnoceného pripravku (ptipravki)
spole¢nosti Takeda a ukoncit ucast zdravotnického
zatizeni a zkousejiciho na klinickém hodnoceni.

(c) Information obtained from inspections by or on
behalf of Sponsor may be shared among Sponsor and CRO
and their respective affiliates, business partners and
representatives.

(d) If any such inspection discloses any non-
compliance with this Agreement, Sponsor and/or CRO is
entitled to secure compliance or discontinue shipments of
Takeda Study Drug(s) and terminate Institution’s and
Investigator’s participation in the Study.

e) Sledovani, kontrola a audit klinického hodnoceni
budou vzdy provadény pfi respektovani zakonnych
povinnosti zdravotnického zafizeni, predev§im
povinnosti ml¢enlivosti a ochrany osobnich daju,
a dale obchodniho tajemstvi zdravotnického
zafizeni. CRO je povinna zavazat veskeré osoby
podilejici se na sledovani, kontrole, nebo auditu dle
této smlouvy k zachovavani  povinnosti
mlcenlivosti. Za poruseni této povinnosti tfetimi
osobami zmocnénymi spole¢nosti CRO odpovida v
plném rozsahu CRO.

f) CRO, zadavateli a jinym poveéfenym osobam,
budou zpfistupnény osobni udaje tykajici se
subjektd hodnoceni nebo jiné informace, na
zaklad¢é kterych by bylo mozné identifikovat
subjekt hodnoceni, pouze na zakladé ptredchoziho
pisemného  souhlasu  pfislusného  subjektu

€) Monitoring, inspection and any audit of the Study shall
always be conducted while respecting the legal obligations
of the Medical Facility, especially those relating to
confidentiality and data privacy, and also any trade secret
of the Medical Facility. CRO shall make sure all persons
participating in monitoring, inspection or audit according
to this Agreement respect confidentiality. CRO shall be
responsible for any breach of this obligation by third
parties authorized by CRO.

f) The Study subject personal data or any other data which
could identify the Study Subject shall be disclosed to
Sponsor, CRO, and other authorized persons only on the
basis of prior written consent of the Study Subject (and if
such consent is not revoked), and only in the extent
provided for in the Informed Consent Form.
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hodnoceni (a nebude-li tento souhlas odvolan) a
pouze v rozsahu stanoveném informovanym
souhlasem.

g) Kontrola (audit) bude umoznéna pouze po
predchozim predlozeni pisemného oznameni
zdravotnickému zafizeni.

h) Pti provadéni kontroly nebo auditu CRO nebo
zadavatelem ve zdravotnickém zatizeni, jsou CRO,
zadavatel a jimi povefené osoby, povinni
respektovat provozni podminky zdravotnického
zafizeni s tim, Ze misto a ¢as kontroly nebo auditu
stanovuje zkousejici po dohodé¢ s CRO nebo
zadavatelem. CRO.

1) Pistup pro ucely sledovani, kontroly nebo auditu
bude umoznén pouze do mistnosti, ve kterych se
klinické hodnoceni provadi. Po ukonceni
klinického hodnoceni budou CRO a zadavatel a
jimi opravnéné osoby opravnéni vstupovat pouze
do mistnosti ur¢enych zdravotnickym zatizenim za
ucelem kontroly dokumentace tykajici se
klinického hodnoceni. CRO, zadavatel nebo jimi
povéfené osoby ovSem nejsou  opravnény
pozadovat vstup do mistnosti uréenych k archivaci
dokumentace klinického hodnoceni.

g) Inspection (audit) by authorized persons will be allowed
only after submission of written authorization by CRO or
Sponsor.

h) CRO, Sponsor, and of their authorized persons
performing an inspection or audit on behalf of CRO or
Sponsor on the premises of the Medical Facility shall
respect the internal operating procedures of the Medical
Facility, while place and time of the inspection or audit
shall be determined by the Investigator after prior
agreement with CRO and/or Sponsor.

i) Access for the purpose of monitoring, inspection, or
audit, shall be permitted only to those parts of the Medical
Facility’s premises where the Study is being conducted.
After the termination of the Study, CRO, Sponsor or any
of their authorised persons shall be permitted to access
only those parts of the Medical Facility’s premises that the
Medical Facility delegates for the purpose of inspection of
Study documentation. CRO, CRO, Sponsor or any of their
authorized persons shall not be permitted to enter the
premises of the Medical Facility where the Study
documentation is being archived.

8. Zakaz vykonu povolani. Zdravotnické zatizeni a
zkousejici timto potvrzuji, Ze pro zdravotnické
zafizeni, zkouSejictho a jejich zaméstnance,
zastupce, spoluzkousejici, dodavatele a jinou
fyzickou ¢i pravnickou osobu vyuzitou v jakékoliv
funkci v souvislosti s klinickym hodnocenim plati:
(a) zadné takové osobé nebyl zakazan vykon
povolani ani nebyla jinak vylou¢ena nebo zbavena
kvalifikace, ani se dle jejiho/jejich nejlepsiho
védomi u takové osoby neuvazuje o zakazu vykonu
povolani, vylouceni nebo zbaveni kvalifikace podle
¢lanku 306 zakona Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 335(a), (b) Zadna takova
osoba nebyla jinak zbavena kvalifikace nebo
pozastavena jeji ucast na n€jakém vyzkumném
klinickém hodnoceni, (c) zadna takovd osoba
nebyla vyloucena, nebyl ji zakazan vykon povolani,
nebyla pozastavena jeji ucast ani jinak neztratila
kvalifikaci pro ucast na programech zdravotni péce
¢i programech zajistovani zdravotni péce (d) zadna
takova osoba nebyla odsouzena za spachani
trestného  Cinu v souvislosti s poskytovanim
polozek nebo sluzeb zdravotni péce nebo (e) zadna
takova osoba jinak nepodléhd Zadnym omezenim
nebo sankcim ze strany FDA nebo jakéhokoliv

8. Debarment Certification. Institution and Investigator
hereby certify that neither of them, nor any of their
employees, agents, sub-investigators, contractors, or any
other person or entity used in any capacity in connection
with the Study (a) has been debarred or otherwise excluded
or disqualified, or, to the best of its or their knowledge, is
under consideration for debarment, exclusion, or
disqualification, under Article 306 of the Federal Food,
Drug, and Cosmetic Act, 21 U.S.C. § 335(a), or any
comparable law or regulation applicable outside the United
States, (b) is otherwise disqualified or suspended from
performing a clinical research study, (c) is excluded,
debarred, suspended, or rendered otherwise ineligible to
participate in healthcare programs (d) has been convicted
of a criminal offense related to the provision of healthcare
items or services, or (e) is otherwise subject to any
restrictions or sanctions by the FDA or any other
government agency or relevant health authority. If
Institution and Investigator receives notice of or otherwise
becomes aware of any such actual or proposed debarment,
disqualification, suspension, exclusion, conviction,
restriction, or sanction or any investigation that could lead
to such an action against any person participating in the
conduct of the Study, Institution and Investigator shall
notify CRO in writing within two (2) business days.
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jiného statntho organu nebo relevantniho
zdravotniho Ufadu. Jestlize zdravotnické zatfizeni a
zkousejici obdrzi oznameni nebo jinak se dozvi o
jakémkoliv takovém, skute¢ném nebo
navrhovaném zakazu vykonu povolani, ztraté
kvalifikace, pozastaveni, vylouceni, odsouzeni,
omezeni nebo sankci nebo vySetfovani, které by
mohlo vést k takovému kroku vuci kterékoliv
zosob UCastnicich se provadéni klinického
hodnoceni, oznami zdravotnické zafizeni a
zkousejici tuto skutecnost pisemné CRO do dvou
(2) pracovnich dnt.

9. Integrita dat. Zdravotnické zatizeni a zkouSejici
stvrzuji, ze veSkerd data dodand CRO nebo
zadavateli budou pfesna. Zdravotnické zafizeni a
zkousejici dale berou na védomi, ze vymysleni,
falsovani nebo pozmeénovani jakychkoliv dat
subjekti nebo jinych informaci ze strany
zdravotnického  zafizeni, zkouSejiciho nebo
kteréhokoliv zjejich pfislusnych zaméstnanct,
zastupci nebo dodavateld, které zdravotnické
zafizeni nebo zkouSejici predavaji podle této
smlouvy, muZe mit za nasledek trestnépravni
a/nebo spravnépravni kroky proti zdravotnickému
zatizeni a zkouSejicimu. Pfislusné odsouzeni by
rovnéz mohlo vést k zahajeni ftizeni o zakazu
vykonu  povolani.  Pokud  budou  proti
zdravotnickému  zafizeni a  zkouSejicimu
podniknuty takové trestnépravni nebo spravné
pravni kroky, oznami zdravotnické zafizeni a
zkousejici tuto skute¢nost ihned zadavateli a CRO.

9. Data Integrity. Institution and Investigator certify
that any data supplied to CRO or Sponsor will be accurate.
Institution and Investigator further acknowledge that
fabrication, falsification or alteration by Institution,
Investigator or any of their respective employees, agents,
or contractors of any subject data or other information
provided by Institution or Investigator pursuant to this
Agreement may result in criminal and/or administrative
actions against Institution and Investigator. Such a
conviction could also lead to debarment proceedings.
Institution and Investigator will immediately notify
Sponsor and CRO if such criminal or administrative
actions are brought against them.
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10. Duveérnost a nepouziti

10. Confidentiality and Non-Use.

(a) Veskeré informace, které CRO, zadavatel nebo
jakykoliv zastupce CRO nebo zadavatele poskytne
zdravotnickému zafizeni a zkouSejicimu (mimo
jiné vcetné¢ podminek této smlouvy, protokolu,
Souboru informaci pro zkousejiciho, veskerych
technickych informaci, procedury, metody,
slouceniny nebo formulace) (krome¢ zaznamu
pacientd) a hodnoceny pfipravek spolecnosti
Takeda jsou povazovany za vyhradni majetek a
divérné informace zadavatele nebo jim povéfené
osoby (,,divérné informace®). Po dobu platnosti
této smlouvy a dalsich deseti (10) let od dokonceni
klinického hodnoceni ve vSech centrech nebude
zdravotnické zafizeni a zkouSejici zptistupnovat
tyto informace zadné tfeti stran¢ ani je pouzivat pro
zadny jiny el nez provadéni klinického
hodnoceni

(a) All information provided to Institution and
Investigator by CRO, Sponsor, or any representative of
either of them (including, without limitation, the terms of
this Agreement, the Protocol, Investigator's Brochure, any
technical information, procedure, method, compound or
formulation) (excluding patient records) and the Takeda
Study Drug shall be deemed the sole property and
confidential information of Sponsor or its designee
(“Confidential Information”). During the term of this
Agreement and for a period of ten (10) years after
completion of the Study at all sites, Institution and
Investigator shall not disclose to any third party or use
such information for any purpose other than the conduct
of the Study.

(b) Povinnosti zachovani daveérnosti podle tohoto
¢lanku se nevztahuji na informace, pro které plati:

(b) The confidentiality obligations of this Section
shall not apply to information that:

(i) zadavatel nebo CRO poskytne zdravotnickému
zafizeni nebo zkouSejicimu pisemné svoleni
s jejich pouzitim nebo zptistupnénim,

(ii) jejich zp¥istupnéni EK, subjektu, SUKL nebo
jinym kontrolnim tfadim je pozadovéno zakonem
nebo predpisem,

(iii) jsou nebo se stanou vefejné¢ zndmymi bez
jakéhokoliv jednani nebo opomenuti ze strany
zdravotnického zafizeni nebo zkousejiciho,

(i) Sponsor or CRO gives Institution or Investigator,
written permission to use or disclose;

(i1) is required by law or regulation to be disclosed to the
EC, the subject, the SUKL or other regulatory agencies;

(ii1) is or becomes public knowledge through no act or
omission of Institution or Investigator;

(iv) byly v drZeni zdravotnického zafizeni a/nebo
zkousSejiciho, jak dokladaji pisemné zdznamy, pred
jejich obdrzenim nebo zpfistupnénim zadavatelem
nebo CRO,

(v) byly zpfistupnény zdravotnickému zafizeni
nebo zkousejicimu tfeti stranou, ktera nebyla
vazana zadnym omezenim zachovani diivérnosti a

kjejimu zachovani nezavédzala zdravotnické
zatizeni nebo zkousejiciho nebo
(vi) byly nezavisle vyvinuty zaméstnanci

zdravotnického zafizeni nebo zkousejiciho, ktefi
neméli zadny piistup k ddvérnym informacim ani
jejich znalost.

(iv) was in the possession of Institution and/or
Investigator, as evidenced by written records prior to
receipt or disclosure by Sponsor or CRO;

(v) was disclosed to Institution or Investigator by a third
party who was not bound by any confidentiality restriction
and did not so bind Institution or Investigator; or

(vi) was independently developed by employees of
Institution or Investigator who had no access to, or
knowledge of Confidential Information.
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(c) Jestlize a v mife, v jaké bude zadano jakékoliv
pouziti nebo zpfistupnéni vySe uvedenych
informaci, oznami ihned zkousSejici a/nebo
zdravotnické zafizeni tuto skute¢nost pisemné
zadavateli nebo CRO a zadné divérné informace
nepouzije ani nezpristupni, dokud zadavatel nebo
CRO neda pisemny souhlas.

() To the extent any use or disclosure of the
foregoing information is desired, Investigator and/or
Institution shall promptly notify Sponsor or CRO in
writing and shall not use or disclose any Confidential
Information until Sponsor or CRO gives written consent.

(d) Zadnou &ast obsahu této smlouvy nelze
vykladat vtom smyslu, ze by omezovala
zptistupiiovani divérnych informaci zkousejicim
a/nebo zdravotnickym zafizenim tak, jak je
pozadovano zakonem nebo na zaklad¢ soudniho
prikazu nebo jiné¢ho vladniho pfikazu nebo zadosti,
v kazdém takovém pfipadé¢ za predpokladu, ze
zkousejici a/nebo zdravotnické zafizeni o tom vcas
informuje CRO a zadavatele, a Ze zkousejici a/nebo
zdravotnické zafizeni vynalozi veskeré piiméiené
usili komezeni zpfistupnéni a zachovani
davérnosti téchto divérnych informaci v mife,
v jaké to bude pfiméfené mozné.

(d) Nothing in this Agreement shall be construed to
restrict Investigator and/or Institution from disclosing the
Confidential Information as required by law or court order
or other governmental order or request, provided in each
case Investigator and/or Institution shall timely inform
CRO and Sponsor and Investigator and/or Institution shall
use all reasonable efforts to limit the disclosure and
maintain the confidentiality of such Confidential
Information to the extent reasonably possible.

(e) Zkousejici a zdravotnické zatizeni zodpovida za
zajisténi toho, aby jeho pfislusni zaméstnanci,
zastupci a dodavatelé byli véazani stejnymi
podminkami zachovani divérnosti a nepouziti.

(e) Investigator and Institution shall be responsible
for ensuring that their respective employees, agents, and
contractors are obligated to these same terms of
confidentiality and non-use.

(f) Podminky zachovani divérnosti a nepouZiti,
které jsou zde stanoveny, nahrazuji veskeré
pfedchozi podminky zachovani davérnosti a
nepouziti, které byly mezi smluvnimi stranami
dohodnuty v souvislosti s klinickym hodnocenim,
ovsem za piedpokladu, ze opravnéni zkousejiciho
uvedené ve smlouvé o zachovani davérnosti
zustava plné platné a G¢inné.

6] The terms of confidentiality and non-use set forth
herein shall supersede any prior terms of confidentiality
and non-use agreed to by the parties in connection with the
Study, provided however the Investigator authorization
provided in the confidentiality agreement shall continue in
full force and effect.

(g) CRO je povinna zachovavat mlcenlivost o
veskerych majetkovych a obchodnich informacich
oznacenych  jako  davémé  zdravotnickym
zafizenim, se kterymi mtze PPD/zadavatel piijit
do kontaktu beéhem provadéni klinického
hodnoceni a plnéni této smlouvy. CRO/zadavatel
ucini veskeré potfebné kroky, aby tyto informace
nebyly zpfistupnény tfetim osobam, s vyjimkou
toho, jak to vyzaduje zakon nebo jak je stanoveno
vclanku  10(b) vySe. Stejnou  povinnosti
mlcenlivosti budou vazany také zameéstnanci CRO,
zadavatel a dalsi osoby podilejici se na plnéni této
smlouvy. Za poruseni této povinnosti tretimi
osobami povéfenymi CRO odpovidda v plném
rozsahu CRO.

(g) CRO is obligated to keep confidential any proprietary
business information about the Medical Facility identified
as confidential by the Medical Facility that Sponsor/CRO
may come into contact with during the conduct of the
Clinical Study and the fulfilment of this Agreement.
Sponsor/CRO shall take all reasonable steps to ensure such
information is not made available to any third parties,
except as may be required by law or as otherwise set out in
section 10(b) above. CRO employees, Sponsor, and other
persons involved in fulfilment of this Agreement shall
have the same confidentiality obligations. CRO is fully
responsible for any breach of this obligation by third
parties authorised by CRO.

11. A. Data a publikace.

11. A. Data and Publications.
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(a) Jestlize je klinické hodnoceni provadéno jako
souc¢ast multicentrického klinického hodnoceni,
bude mit prvni publikace vysledkii klinického
hodnoceni formu multicentrické publikace, jejimiz
autory budou zkouSejici tohoto klinického
hodnoceni. Pokud ovSem nebude multicentricka
publikace ptedlozena do osmnacti (18) mésic od
dokonceni nebo pred¢asného ukonceni klinického
hodnoceni ve vSech centrech, smi zdravotnické
zafizeni a zkouSejici publikovat vysledky
klinického hodnoceni ze zdravotnického zafizeni
v souladu s timto ¢lankem.

(a) If the Study is being conducted as part of a multi-
center clinical trial, the first publication of the results of
the Study shall be in the form of a multi-center publication
authored by investigators in this Study. However, if a
multi-center publication is not submitted within eighteen
(18) months following completion or termination of the
Study at all sites, Institution and Investigator may publish
Institution’s Study results in accordance with this Section.

(b) Zkousejici a zdravotnické zafizeni predaji
zadavateli kopii jakékoliv navrhované publikace
nebo prezentace ke kontrole a opoznamkovani
nejméné Ctyficetpét (45) dnd pred takovou
prezentaci nebo predanim k publikaci. Po uplynuti
tohoto obdobi Ctyficeti péti (45) dnti smi zkousSejici
a zdravotnické zatizeni pfistoupit k prezentaci nebo
predani k publikaci, jestlize zadavatel zkousejicimu
a zdravotnickému zafizeni pisemné neoznamil, ze
takova navrhovana publikace a/nebo prezentace
zptistupnuje davérné informace. Zkousejici a
zdravotnické zafizeni timto souhlasi s tim, ze pied
publikaci provedou veskeré zmény nebo vymazy,
které budou nezbytné k tomu, aby se zabranilo
zptistupnéni diveérnych informaci. Dale na zadost
zadavatele odlozi zkouSejici a zdravotnické
zafizeni publikaci nebo prezentaci o dalSich
devadesat (90) dnti, aby mohl zadavatel podniknout
nezbytné kroky k ochrané svych zajmt dusevniho
vlastnictvi.

(b) Investigator and Institution will provide Sponsor
with a copy of any proposed publication or presentation for
review and comment at least forty-five (45) days prior to
such presentation or submission for publication. At the
expiration of such forty-five (45) day period, Investigator
and Institution may proceed with the presentation or
submission for publication unless Sponsor has notified
Investigator and Institution in writing that such proposed
publication and/or presentation discloses Confidential
Information. Investigator and Institution hereby agree to
make any changes or deletions prior to publication
necessary to prevent disclosure of Confidential
Information. Further, upon the request of Sponsor,
Investigator and Institution will delay publication or
presentation an additional ninety (90) days to permit
Sponsor to take necessary actions to protect its intellectual
property interests.

(c) Zdravotnické zatizeni a zkousejici budou po
dobu obdobi kontrolovani, jak jsou zde tato obdobi
popsana, navrhovanou publikaci uchovavat jako
diveérnou a fadné zvazi veskeré pozndmky ze strany
zadavatele.

() Institution and Investigator will keep the proposed
publication confidential during the review periods
described herein and will give due consideration to all
comments provided by Sponsor.

(d) Zadavatel ma neomezené pravo pouzivat,
vcetn€ prava publikovani, veskera data a informace
z klinického hodnoceni bez souhlasu zkousejiciho
nebo zdravotnického =zafizeni, za piredpokladu
dodrzeni veskerych platnych zakond a predpist,
pfiCemz se ma za to, ze divérnost subjektt bude
zachovana. Zdravotnické zatizeni a zkouSejici
nepouziji data vytvofena béhem klinického
hodnoceni ani vysledky klinického hodnoceni pro
zadny jiny ucel nez pro péci o subjekt nebo pro
interni vyzkumné ucely. Interni vyzkumné ucely
znamenaji interni, nekomercni vyzkumné aktivity,
které nejsou financovany tfeti stranou (jinou nez
statni agenturou).

(d) Sponsor shall have the unrestricted right to use,
including the right to publish, any data and information
from the Study without the consent of Investigator or
Institution, subject to any applicable laws and regulations,
it being understood that subject confidentiality will be
maintained. Institution and Investigator will not use data
generated during the Study or results of the Study for any
purpose other than care of a subject or for internal research
purposes. Internal research purposes means internal, non-
commercial research activities that are not funded by a
third party (other than a government agency).
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(e) Zkousejici a zdravotnické zafizeni budou
zadavateli bez dalsi odmény napomocni pfi ziskani
reprintt  jakékoliv  publikace  (publikaci)
zkousSejicitho, kterd na zakladé¢ klinického
hodnoceni vznikne.

(e) Investigator and Institution, without any additional
compensation, will assist Sponsor in obtaining reprints of
any Investigator publication(s) resulting from the Study.

B. Ochrana dat.

B. Data Protection.

(a) Pted klinickym hodnocenim a béhem néj si
CRO a/nebo zadavatel vyzada, shromazdi a uchova
osobni udaje zkousejictho a dalSich pracovniki
klinického hodnoceni (,,subjekty dat“). Soucasti
téchto udaji mohou byt: jméno subjektt dat,
kontaktni udaje a dal$i informace umoziujici
zjiSténi totoznosti, jako jsou pracovni zkusSenosti a
profesni kvalifikace, publikace, souhrny a vzdélani.
Tyto osobni udaje mohou byt dale predavany
dal$im stranam nachézejicim se v zemich na celém
svéte (napt. ve Velké Britanii, ve Spojenych statech
americkych a v Japonsku), mezi néz patfi: (i)
pobo¢ky CRO, (ii) zadavatel, jeho pobocky a
licen¢ni partneti, (iii) obchodni partnefi poskytujici
vypomoc zadavateli, jeho pobockam a licenénim
partnerim, (iv) kontrolni orgény a jiné zdravotni
utady, (v) institucionalni hodnotici komise a etické
komise a (vi) monitofi a auditofi klinickych
hodnoceni.

(a) Prior to and during the Study, CRO and/or Sponsor
will request, collect and retain personal information of
Investigator and other Study staff (“Data Subjects”), which
may include their name, contact details and other
personally identifiable information, such as work
experience and professional qualifications, publications,
resumes, and educational background. In addition, this
personal information may be transferred to other parties
located in countries throughout the world (e.g., the United
Kingdom, United States and Japan), including the
following: (i) CRO’s affiliates; (ii) the Sponsor, its
affiliates and licensing partners; (iii) business partners
assisting the Sponsor, its affiliates and licensing partners;
(iv) regulatory agencies and other health authorities; (v)
Institutional Review Boards and Ethics Committees and
(vi) study monitors and auditors.
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(b) Osobni udaje subjekti dat mize CRO a tyto
dalsi strany uchovavat, zpracovavat a piedavat pro
ucely vyzkumu pod vedenim zadavatele, mimo jiné
vcetné: (i) posuzovani vhodnosti subjekti dat pro
klinické hodnoceni a/nebo pro jind klinicka
hodnoceni, (ii) fizeni, monitorovani, kontroly a
auditu klinického hodnoceni, (iii) analyzy, kontroly
a ovefeni vysledkd klinického hodnoceni, (iv)
hlaseni  bezpecnosti a farmakovigilance
v souvislosti s klinickym hodnocenim, (v) ptipravy
a podani regulac¢nich dokumentu, finan¢nich udaja,
korespondence a sdéleni pro regulacni ufrady
v souvislosti s klinickym  hodnocenim,  (vi)
pfipravy a podani regulacnich dokumentd,
korespondence a sdéleni pro regulacni ufrady
v souvislosti  sjinymi  lé¢ivymi  piipravky
pouzitymi v jinych klinickych hodnocenich, které
mohou obsahovat stejnou chemickou slouéeninu,

kterd se mnachazi vhodnoceném piipravku
spoleCnosti Takeda, (vii) kontrol a Setfeni
regulacnimi  Ufady v souvislosti s klinickym

hodnocenim, (viii) vlastni kontroly a interniho
auditu vramci CRO a jejich pobocek a v ramci
zadavatele, jeho pobocek a licen¢nich partnerd, (ix)
archivace a auditu zaznamu klinického hodnoceni,
(x) publikace na strankach www.clinicaltrials.gov a
na webovych strankach a v databazich, které slouzi
pro srovnatelné ucely, (xi) shody se zakonnymi a
regula¢nimi pozadavky a (xii) (pouze v piipadé
zkousSejiciho) ulozeni v databazich pro usnadnéni
vybéru zkousejicich a center pro budouci klinicka
hodnoceni

(b) CRO and these other parties for research purposes at
the direction of Sponsor, including, but not limited to, the
following: (i) assessment of the suitability of the Data
Subjects for the Study and/or other clinical studies; (ii)
management, monitoring, inspection and audit of the
Study; (iii) analysis, review and verification of the Study
results; (iv) safety reporting and pharmacovigilance
relating to the Study; (v) preparation and submission of
regulatory filings, financial disclosures, correspondence
and communications to regulatory agencies relating to the
Study; (vi) preparation and submission of regulatory
filings, correspondence and communications to regulatory
agencies relating to other medications used in other clinical
studies that may contain the same chemical compound
present in the Study medication; (vii) inspections and
investigations by regulatory authorities relating to the
Study; (viii) self-inspection and internal audit within the
CRO and its affiliates and within Sponsor, its affiliates and
licensing partners; (ix) archiving and audit of Study
records; (x) publication on www.clinicaltrials.gov and
websites and databases that serve a comparable purpose;
(xi) compliance with legal and regulatory requirements
and (xii) (in the case of the Investigator only) storage in
databases to facilitate the selection of investigators and
sites for future clinical trials.
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(c) Zadavatel plni pro tyto osobni tidaje funkci
spravce dat v mife, vjaké budou osobni udaje
predany zadavateli nebo zpracovany CRO pro
ucely klinického hodnoceni jménem zadavatele,
jinak v piipadé, ze CRO zachazi s jakymikoliv
osobnimi udaji podle této smlouvy pro vlastni ucely
CRO nebo jinak zpisobem odpovidajicim spravci
dat, je spravcem dat takovych osobnich udaju
v mife, vjaké snimi takto zachazi, CRO. CRO
bude zpracovavat veskeré ,,osobni udaje” tak, jak
jsou definovany ve smérnici 95/46/ES o ochrané
osobnich udaji a zakonem ¢. 101/2000 Sb., o
ochran¢ osobnich udaji, ve znéni pozdéjsich
predpist (spole¢né ,,legislativa o ochrané osobnich
udaju), subjekti dat pro ucely souvisejici
s klinickym hodnocenim a veskeré takové
zpracovavani v ramci evropského hospodatského
prostoru bude provadéno v souladu s legislativou o
ochran¢ osobnich 1daji a jinak (vramci
evropského hospodaiského prostoru nebo mimo
néj) v souladu se vsemi platnymi zdkony a piedpisy
tykajicimi se ochrany udajii a ochrany soukromi.

(c) The Data Subject’s personal information may be
retained, processed and transferred by The Sponsor shall
be the data controller for such personal data to the extent
that the personal data is transferred to the Sponsor or
processed for Study purposes by CRO on the Sponsor’s
behalf, otherwise if CRO deals with any personal data
under this Agreement for CRO’s own purposes or
otherwise in the manner of a data controller, CRO shall be
the data controller of such personal data to the extent of
such dealings. CRO will process all "personal data", as
defined in the Data Protection Directive 95/46/EC and in
ActNo. 101/2000 Coll., on the Protection of Personal Data
as amended (collectively "Data Protection Legislation"),
of Data Subjects for study-related purposes and all such
processing within the European Economic Area will be
carried out in accordance with the Data Protection
Legislation, and otherwise (whether within or outside the
European Economic Area) in accordance with all
applicable laws and regulations relating to data protection
and data privacy.

(d) Zkousejici a zdravotnické zatizeni timto davaji
svij souhlas a souhlasi stim, ze od ostatnich
pracovnikl klinického hodnoceni ziskaji veskeré
nezbytné souhlasy pro sbér, pouziti, zpracovani a
predavani osobnich tidaji pro vyse uvedené ucely.

(d) Investigator and Institution hereby give their consent,
and agree to obtain any necessary consents from other
Study staff, for the collection, use, processing and transfer
of personal data for the above purposes.

stran na zakladg této smlouvy nepievadi na zadnou
z ostatnich smluvnich stran zadné pravo ani licenci
na zadné patenty, autorskd prava ani jiné
proprietarni pravo, jez ma ve vlastnictvi k datu
zahgjeni platnosti této smlouvy, nebo které vznikne
mimo vyzkum provadény podle této smlouvy.

12. Vynalezy 12. Inventions.
(a) Je vyslovné dohodnuto, ze Zadna ze smluvnich | (a) It is expressly agreed that no party transfers by

operation of this Agreement to any of the other parties any
right in or license to any patents, copyrights, or other
proprietary right owned as of the commencement date of
the Agreement or arising outside of the research conducted
under this Agreement.
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(b) Zdravotnické zafizeni a zkouSejici kazdy
jednotlivé uznavaji, ze myslenku, z niz klinické
hodnoceni vychazi, pojal a vyvinul zadavatel nebo
neékterd poboCka zadavatele, a ze CRO nebo
zadavatel oslovil zdravotnické zafizeni a/nebo
zkouSejiciho za ucelem provedeni klinického
hodnoceni. Zkousejici a/nebo zdravotnické zafizeni
zadavateli pln¢ a bezodkladné pisemné zptistupni
veskeré vynalezy a poznatky vyvoje, které
zdravotnické zafizeni nebo zkousejici, nektery ze
spoluzkousejicich nebo néktery z jejich ptislusnych
zaméstnancu, zastupcl nebo dodavatelti objevi pfi
provadéni klinického hodnoceni nebo na zakladé
pouziti dat zklinického hodnoceni (spolecné
»poznatky vyvoje®). Zadavatel je vyhradnim
vlastnikem a ma vyhradni prava na veskeré
poznatky vyvoje, které souviseji s hodnocenym
ptipravkem spolecnosti Takeda, mimo jiné vcetné
novych zplisobli pouziti, procest, derivatd,
formulaci nebo terapeutickych kombinaci ¢i
markert uc¢innosti nebo bezpecnosti hodnoceného
pripravku spolecnosti Takeda ¢i zpusobl jejich
pouziti, nebo které vyuzivaji divérnych informaci.
Zdravotnické zafizeni a zkouSejici budou se
zadavatelem v plné miie spolupracovat pii ud€leni
prav na vySe uvedené zadavateli a pii ziskavani
patentd nebo jejich jiné pravni ochrany.

(b) Institution and Investigator each acknowledge
that the idea for the Study was conceived and developed
by Sponsor or an affiliate of Sponsor and that CRO or
Sponsor approached Institution and/or Investigator to
perform the Study. Investigator and/or Institution will fully
and promptly disclose in writing to Sponsor any inventions
and developments discovered by Institution or
Investigator, any sub-investigator or any of their respective
employees, agents, or contractors in the conduct of the
Study or as a result of using data from the Study
(collectively “Developments™). Sponsor shall have sole
ownership and rights in any Developments that relate to
the Takeda Study Drug, including but not limited to, new
uses, processes, derivatives, formulations, or therapeutic
combinations, or markers of Takeda Study Drug efficacy
or safety or uses thereof or which utilize Confidential
Information.  Institution and Investigator shall fully
cooperate with Sponsor to vest rights therein in Sponsor
and to obtain patents or other legal protections thereon.

13. Publicita

13. Publicity.

(a) CRO a zadavatel museji pisemné schvalit
tiskova prohlaseni zkousejiciho nebo
zdravotnického zafizeni nebo kteréhokoliv z jejich
prislusnych ~ zaméstnancli,  zastupci  nebo
dodavatelti ohledné klinického hodnoceni nebo
hodnoceného pripravku (pfipravkl) spolecnosti
Takeda, nez bude mozné dana prohlaSeni uvetejnit.

(b) Béhem klinického hodnoceni a po ném mize
zkousSejici a zdravotnické zatizeni obdrzet dotazy
od reportérti nebo financnich analytikl. Predtim,
nez budou na jakykoliv takovy dotaz reagovat, se
zkousejici a zdravotnické zafizeni poradi
s oddélenim pro lékarské =zalezitosti (Medical
Affairs Department) zadavatele nebo se zastupcem
CRO, ktery byl zkouSejicimu a zdravotnickému
zafizeni pfidélen.

(a) CRO and Sponsor must approve, in writing, press
statements by Investigator or Institution or any of their
respective employees, agents, or contractors regarding the
Study or the Takeda Study Drug(s) before the statements
are released.

(b) During and after the Study, Investigator and
Institution may receive inquiries from reporters or
financial analysts. Investigator and Institution will confer
with Sponsor’s Medical Affairs Department or the CRO
representative assigned to Investigator and Institution
before responding to any such inquiry.
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(c) Zdravotnické zafizeni ani zkouSejici nepouziji
nazev CRO, zadavatele ani jméno zadného z jejich
prislusnych zaméstnanctli, zastupci ¢i dodavatelt
v zadnych reklamnich ani prodejnich propagacnich
materidlech ani v zadné publikaci, aniz by pfedem
ziskali pisemny souhlas CRO nebo zadavatele,
podle vhodnosti. K tomu, aby zdravotnické zafizeni
splnilo své zavazky tykajici se hlaSeni, smi ovSem
identifikovat zadavatele jako zadavatele klinického
hodnoceni a obdrzenou c¢astku zdroji. CRO a
zadavatel nepouziji jméno zkousejiciho, nazev
zdravotnického zafizeni ani jméno zadného z jejich
prislusnych zaméstnanct, zastupci ¢i dodavateld
v zadnych prodejnich propagaénich materialech ani
v zadné publikaci, aniz by pfedem ziskali pisemny
souhlas zkousejiciho nebo zdravotnického zatizeni,
podle vhodnosti. Nehledé na vyse uvedené smi
zadavatel nebo CRO pouzit nazev zdravotnického
zafizeni a jméno zkousejiciho bez jejich souhlasu
v registrech a na webovych strankach klinickych
hodnoceni, v regula¢nich podanich a sdé€lenich a ve
védeckych c¢lancich a prezentacich, kde jsou
uvedeny nazvy vsech ucastnicich se center a/nebo
jména  zkouSejicich, v souladu s platnymi
politikami nebo podminkami pfislusného casopisu,
spole¢nosti nebo jinymi platnymi publikacnimi
politikami ¢i podminkami.

() Neither Institution nor Investigator shall use the
name of CRO, Sponsor, or any of their respective
employees, agents, or contractors in any advertising or
sales promotional material or in any publication without
the prior written consent of CRO or Sponsor, as the case
may be. However, in order for Institution to satisfy its
reporting obligations, it may identify Sponsor as the Study
sponsor and the amount of funding received. CRO and
Sponsor shall not use the name of Investigator, Institution
or any of their respective employees, agents, or contractors
in any sales promotional material or publication without
prior written consent of Investigator or Institution, as the
case may be. Notwithstanding the forgoing, Sponsor or
CRO may use the name of Institution and Investigator,
without their consent, in clinical trial registries and
websites, regulatory submissions and communications,
and in scientific papers and presentations where the names
of all participating sites and/or investigators are mentioned
in accordance with the relevant journal, society or other
applicable publication policies or conditions.

pojisténi odpovednosti za Skodu pro zkousejiciho a
zadavatele v souladu s § 52, odst. 3, pism. f) zakona
o lécivech. Tato pojistka fadné kryje, v miie
pozadované danou legislativou, umrti subjektu
podléhajici odskodnéni nebo odskodnéni subjektu
v piipadé 0ymy na zdravi vyplyvajici a utrpéné
v pribéhu provadeéni klinického hodnoceni.

14. Pojisténi a odSkodnéni v pfipadé Gjmy na zdravi | 14. Insurance and Subject Injury Reimbursement.
subjektu
(a) Zadavatel zajisti pro klinické hodnoceni | (a) Sponsor will provide clinical trial insurance of

liability for damages for the Investigator and the Sponsor
in accordance with § 52, par. 3, letter f) Act on
Pharmaceuticals. This policy duly covers, to the extent
required by that legislation, compensable death of subject
or compensation of the subject in case of injury resulting
from and sustained in course of performance of the Study.
A copy of the Certificate of Insurance.
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(b) Zdravotnické zafizeni prohlasuje a zarucuje, Ze
ma a bude udrzovat vhodné pojisténi v souladu s §
45, odst. 2, pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach, tykajici se jeho ptipadné
odpovédnosti pii poskytovani zdravotni péce. Toto
pojistné kryti je ve shod¢ s platnymi zakony a
nezahrnuje pojisténi odpovédnosti v souvislosti
s provadénim urcitého klinického hodnoceni. Podle
§ 45, odst. 2, pism. n) zadkona o zdravotnich
sluzbach musi byt toto pojistné kryti platné po
celou dobu poskytovani  zdravotni  péce
zdravotnickym  zafizenim a kryje veskeré
zaméstnance, véetné zkousejiciho.

(e) Institution represents and warrants that it has and
will maintain appropriate insurance, in accordance with §
45 par. 2 Itr. n) of the Health Services Act No. 372/2011
Coll., 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 Study. According
to § 45 par. 2 ltr. n) of the Health Services Act, this
insurance coverage must be valid for the entire length of
the Institution’s provision of medical care and will cover
all employees, including but not limited to Investigator.

(c) Zadavatel prostfednictvim CRO proplati
zdravotnickému zafizeni nasledujici dodatecné
naklady:

(c) Sponsor, through CRO, shall reimburse Institution for
the following additional costs:

(1) veskeré prfiméfené a obvyklé naklady vzniklé
zkousejicimu a zdravotnickému zafizeni a
souvisejici s diagnostikou nezadouci pitihody
tykajici se hodnoceného ptipravku spolecnosti
Takeda nebo procedury podle protokolu a

(1) all reasonable and customary costs
incurred by Investigator and Institution and associated
with the diagnosis of an adverse event involving the
Takeda Study Drug or a Protocol procedure; and

(i1) veskeré primétené a obvyklé naklady vzniklé za
1écbu télesné Gjmy subjektu, jestlize zadavatel na

zakladé  porady se  zkouSejicim  a/nebo
zdravotnickym zafizenim uréi, ze dana nezadouci
prihoda  pfimétrene souvisela s podanim

hodnoceného ptipravku (pfipravkil) spolecnosti
Takeda nebo provedenim procedury podle
protokolu, ovSem za predpokladu, ze:

(i1) all reasonable and customary costs
incurred for treatment of a bodily injury to the subject if
Sponsor determines, after consulting with Investigator
and/or Institution, that the adverse event was reasonably
related to administration of the Takeda Study Drug(s) or a
Protocol procedure; provided, however, that:

1) zdravotnické zafizeni a zkouSejici
zarucuji a prohlasuji, ze nebudou zadné
naklady uhrazené zadavatelem za 1écbu
ujmy dle popisu vyse uctovat pojistiteli
subjektu ani tfetimu platci,

2) tyto naklady jiz nehradi tfeti strana,

3) danou nezadouci piihodu nelze piipsat
nedbalosti nebo poruseni povinnosti ze
strany zdravotnického zafizeni,
zkousejiciho, jakéhokoliv
spoluzkousejictho nebo jakéhokoliv
jejich zastupce,

4) nezadouci ptihodu nelze pripsat n¢jakému
zékladnimu onemocnéni, bez ohledu na
to, zda predtim bylo, ¢i nebylo
diagnostikovano, a

5) hodnoceny ptipravek (ptipravky) byl
podan nebo procedura podle protokolu
byla provedena v souladu
s protokolem.

1) Institution and Investigator warrant and
represent that they will not bill subject’s
insurer or third party payer for any costs
paid by Sponsor for treatment of an
injury as described above;

2) such costs are not already covered by a
third party;

3) the adverse event is not attributable to
the negligence or misconduct by
Institution, Investigator, any sub-
investigator, or any agent of either of
them;

4) the adverse event is not attributable to
any underlying illness, whether
previously diagnosed or not; and

5) the Takeda Study Drug(s) or Protocol
procedure  was  administered in
accordance with the Protocol.
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(iii) Zadavatel bude mit moznost uhradit dodatecné
naklady piimo poskytovateli sluzby, jestlize dané
sluzby zdravotnické zatizeni neposkytuje.

(iii) Sponsor shall have the option of paying the additional
costs directly to the provider of the service if such services
are not provided at Institution.

15. Odskodnéni. Odskodnéni zkousejiciho
zdravotnického zafizeni a jakéhokoli jejich
teditele, ufedni osoby zastupce, dodavatele nebo
zaméstnance (spolecn¢ ,,piijemci odskodnéni®) je
predmétem samostatného prohlaseni zadavatele.

15. Indemnification. Indemnification of Investigator,
Institution and any of their respective regents, trustees,
directors, officers, agents, contractors, or employees
(collectively, “Indemnitees”) is subject to separate letter of
Indemnity from Sponsor.

(h) CRO vyslovné odmita jakoukoliv odpovédnost
v souvislosti s hodnocenym ptipravkem
(ptipravky) spolecnosti Takeda véetné
odpovédnosti za jakykoliv narok tykajici se
pripravku, ktery vyplyne ze stavu zptsobeného
nebo 1Udajn€¢ zpusobeného podanim daného
pripravku, kromé rozsahu, vjakém je dana
odpovédnost zplsobena nedbalosti, Umyslnym
porusenim povinnosti nebo porusenim této
smlouvy ze strany CRO.

(h) CRO expressly disclaims any liability in connection
with the Takeda Study Drug(s), including any liability for
any product claim arising out of a condition caused by or
allegedly caused by the administration of such product
except to the extent that such liability is caused by the
negligence, willful misconduct or breach of this
Agreement by CRO.

16. Doba trvani klinického hodnoceni a pfedCasné

16. Study Term and Termination.

ukonceni

(a) Tato smlouva vstupuje v platnost dnem podpisu
posledni smluvni stranou, u¢innosti pak nabyva
dnem uvetejnéni smlouvy v registru smluv dle
zakona ¢. 340/2015 Sb., a bude plné platna a ucinna
po celou dobu trvani klinického hodnoceni, pokud
nebude ukoncena diive dle ustanoveni tohoto
¢lanku.

(b) Zadavatel a CRO si vyhrazuji pravo ucast
zdravotnického zatfizeni a zkouSejictho nebo
jakéhokoliv subjektu v klinickém hodnoceni ¢i
samotné klinické hodnoceni pred¢asné ukoncit, a to
kdykoliv a z jakéhokoliv divodu nebo bez divodu.
Jestlize  bude ucast  zkouSejictho  nebo
zdravotnického zafizeni na klinickém hodnoceni
nebo samotné klinické hodnoceni predcasné
ukonceno, zastavi zkouSejici nabor subjektd,
ukon¢i lécbu hodnocenym ptipravkem (ptipravky)
spolecnosti Takeda tak, jak to bude z Iékarského
hlediska ptipustné, a veskery hodnoceny piipravek
(ptipravky) spolecnosti Takeda vrati v souladu
s pokyny, kter¢ poskytne CRO, a v souladu
s regula¢nimi pozadavky.

(a) This Agreement is valid from the day of the last
signature of the Parties and effective on the publication
Date in contract register in accordance with Act no.
340/2015 Coll., and shall continue in full force and effect
for the full duration of the Study unless earlier terminated
in accordance with the provisions of this Section.

(b) Sponsor and CRO reserve the right to terminate the
participation of Institution and Investigator or any subject
in the Study or the Study itself at any time and for any or
no reason. If Investigator or Institution’s participation in
the Study or the Study itself is terminated, Investigator will
cease enrolling subjects, cease treatment with the Takeda
Study Drug(s) to the extent medically permissible, and
return of all Takeda Study Drug(s) in accordance with
instructions provided by CRO, and regulatory
requirements.
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(c) Zkousejici a/nebo zdravotnické zatfizeni mohou
platnost této smlouvy ukoncit pisemnym
oznamenim s tficetidenni (30denni) vypovédni
lhitou, jestlize:

(1) zkousejici neni schopen v klinickém hodnoceni
pokradovat a nebyla za né& nalezena nahrada
prijatelna pro zadavatele a zdravotnické zafizeni,

(ii)) CRO se dopusti podstatného poruseni této
smlouvy a toto poruSeni nebude napraveno do
tficeti (30) dnti od obdrzeni pfislusného pisemného
oznamenti,

(c) Investigator and/or Institution may terminate this
Agreement upon thirty (30) days prior written notice if:

(1) the Investigator is unable to continue the Study and a
replacement acceptable to Sponsor and Institution is not
identified;

(iii) CRO materially breaches the Agreement
and such breach is not cured within thirty (30) days of
receipt of written notice thereof;

(iii) zkousSejici urci, ze pokracovani v klinickém
hodnoceni ohrozi bezpecnost subjektii klinického
hodnoceni a toto jeho rozhodnuti se bude zakladat
na priméteném lékatrském tsudku, nebo

(iv) ptislusny statni nebo zdravotni ufad nebo EK
zdravotnického  zafizeni  odejme  souhlas
s provadénim klinického hodnoceni.

(iii) the Investigator determines continuation of the Study
will compromise the safety of the Study subjects and such
determination is based on reasonable medical judgment; or

(iv) the approval for the Study is withdrawn by the
applicable government or health authority or Institution’s
EC.
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(d) Vpripadé¢ predcasného ukonceni budou
uskutecnény platby za vSechny sluzby pozadované
protokolem, které byly provedeny do data uc¢innosti
daného ukonCeni, a za vSechny pfimérené,
dolozené a  nezruSitelné naklady, které
zdravotnickému  zafizeni nebo zkouSejicimu
vznikly v souvislosti s klinickym hodnocenim dle
pozadavkli protokolu a zamyslené v rozpoctu.
Pokud platby ptesahnou castku nalezejici za sluzby
provedené podle protokolu, zdravotnické zafizeni
prebytecnou castku bezodkladné vrati CRO.

(d) In the event of termination, payments will be made for
all services required by the Protocol that have been
performed up to the effective date of termination and any
reasonable, documented non-cancelable costs which were
incurred by Institution or Investigator in connection with
the Study as required under the Protocol and contemplated
in the Budget. If the payments exceed the amount owed
for services performed under the Protocol, Institution shall
promptly return the excess balance to CRO.

(¢) CRO ani zadavatel nezodpovidaji vuci
zdravotnickému zafizeni a zkousejicimu za zadnou
ztratu ziskl, ztratu prilezitosti ani jiné nasledné
skody.

CRO se zavazuje neprodlené¢ informovat
zdravotnické zafizeni o wukonceni klinického
hodnoceni  (pfedCasném nebo v fadném

predpokladaném terminu). Dale je CRO povinna
zdravotnické zafizeni neprodlené¢ informovat v
piipadg, ze SUKL pozastavi nebo zakaze provadéni
klinického hodnoceni a déle bude-li souhlas
etickych komisi (docasné nebo trvale) odvolan.
CRO je rovnéz povinna neprodlené¢ informovat
zdravotnické zafizeni o veSkerych skutecnostech,
zjisténych béhem monitorovacich navstév nebo o
vysledcich studie, u kterych je v rozumné mite
pravdépodobné, Ze neptizniveé ovlivni bezpecnost
nebo zdravi subjektt hodnoceni nebo mit vliv na
dalsi provadéni klinického hodnoceni.

(e) Neither CRO nor Sponsor shall be responsible to the
Institution and Investigator for any lost profits, lost
opportunities, or other consequential damages.

CRO agrees to inform the Medical Facility of the
termination of the Clinical Study (early termination or
termination in previously projected term) without undue
delay. Further, CRO is obligated to inform the Medical
Facility of any Regulatory Authority’s revokation of its
permit for the conduct of the Clinical Study, or if the
Ethics Committee’s approval is revoked (temporarily or
permanently). CRO is also obligated to inform the Medical
Facility of any facts discovered during site monitoring
visits or in the study results that are reasonably likely to
have a negative effect on the safety or health of the Clinical
Study subjects or influence further conduct of the Clinical
Study.

17. Pietrvani platnosti po zaniku smlouvy.

17. Survival. The obligations under Sections 5, 7, 8, 9, 10,

Povinnosti podle ¢lankd 5, 7, 8, 9, 10, 11, 12, 13,
14, 15, 20, 22 a 24 z(stavaji v platnosti 1 po
uplynuti doby platnosti, pfed¢asném ukonceni nebo
zruseni této smlouvy.

11, 12, 13, 14, 15, 20, 22, and 24 shall survive the
expiration, termination, or cancellation of this Agreement.

18. Postoupeni

18. Assignment.

(a) Pro pripadné postoupeni této smlouvy nebo
jakychkoliv prav ¢i povinnosti podle této smlouvy
zkousejicim nebo zdravotnickym zatizenim na tieti
stranu je vyzadovan predchozi pisemny souhlas
CRO a zadavatele

(a) Any assignment of this Agreement or any rights or
obligations hereunder by Investigator or Institution to a
third party shall require the prior written consent of CRO
and Sponsor; and

(b) pro ptipadné postoupeni ze strany CRO na tieti
stranu jinou nez zadavatele nebo jeho pobocku je
vyzadovan piedchozi pisemny souhlas zadavatele,

(b) Any assignment by CRO to any third party other
than Sponsor or its affiliate shall require the prior written
consent of Sponsor, but shall not require the approval of
Institution or Investigator.
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neni ale vyzadovan souhlas zdravotnického

zatizeni nebo zkousejiciho.

(¢) Zkousejici, zdravotnické zatizeni a CRO timto
uznavaji, ze zadavatel mize postoupit sam na sebe
nebo na tfeti stranu zodpovédnost za jakakoliv nebo
vSechna prava a povinnosti zadavatele nebo CRO
podle této smlouvy, a to pisemnym oznamenim
zkousejicimu, zdravotnickému zafizeni a CRO.

(©) Investigator, Institution and CRO hereby
acknowledge that Sponsor may assign to itself or a third
party responsibility for any or all of Sponsor's or CRO’s
rights and obligations hereunder by written notice to
Investigator, Institution and CRO.

19. Nezavisly dodavatel. Pti provadéni klinického
hodnoceni jedna zkousejici i zdravotnické zatizeni
jako nezavisly dodavatel viici CRO a zadavateli a
nikoliv jako zastupce, partner nebo zaméstnanec
CRO nebo zadavatele. Zkousejici, zdravotnické
zafizeni ani zadny z pfisluSnych zaméstnanci,
zastupct nebo dodavateld zdravotnického zatizeni
nemaji zadné opravnéni uzavirat smlouvy s tietimi
stranami, kterymi by byli vazani CRO nebo
zadavatel.

19. Independent Contractor. In conducting the Study,
Investigator and Institution will each be acting as an
independent contractor with respect to CRO and Sponsor,
and not as an agent, partner, or employee of CRO or
Sponsor. Neither Investigator, Institution, nor any of their
respective employees, agents, or contractors, shall have
any authority to make agreements with third parties that
are binding on CRO or Sponsor.

20. Celd smlouva; dodatky. Tato smlouva
predstavuje celé ujednani smluvnich stran a
nahrazuje veskeré ostatni smlouvy, vyslovné c¢i
predpokléddané, mezi smluvnimi stranami, které se
tykaji pfedmétu této smlouvy. Tato smlouva nesmi
byt dopliiovana nebo pozménovana zadnym jinym
zpusobem  krom¢  pisemného  dokumentu
podepsaného opravnénymi zastupci smluvnich
stran

20. Entire Agreement; Amendments. This Agreement
represents the entire understanding between the parties,
and supersedes all other agreements, express or implied,
between the parties concerning the subject matter hereof.
This Agreement may not be amended or modified in any
manner except by a written document signed by authorized
representatives of the parties.

21. Oznameni. Veskera oznameni, pozadavky,
zadosti nebo jind sdéleni, jejichz podavani,
predavani nebo zasilani libovolnou smluvni stranou
libovolné jiné smluvni strané mtize byt nebo je
pozadovano podle této smlouvy (spolecné
,»,0znameni*), budou mit pisemnou formu a budou
zasilana jako =zasilka prvni tiidy (first-class),
doporucenou nebo obdobnou postou s doru¢enkou,
vyplacené, nebo budou pfedavana osobné (veetné
doruceni kuryrni sluzbou) nebo budou zasilana
faxem ¢i elektronicky, na nasledujici adresy:

21. Notices. All notices, demands, requests, or other
communications which may be or are required to be given,
served, or sent by any party to any other party pursuant to
this Agreement (collectively, “Notices”) shall be in writing
and shall be mailed by first-class, registered or certified
mail, return receipt requested, postage pre-paid, or hand-
delivered (including delivery by courier) or sent by fax or
electronic transmission, addressed as follows:

CRO Original:

With a Copy to:

Zadavatel / Sionsor :
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Zdravotnické zafizeni / Institution:

ZkousSejici/Investigator:

22. Rozhodné pravo. Tato smlouva se vyklada dle
prava Ceské republiky, mimo jiné véetné zdkona a
vyhlasky a bez piihlédnuti kjeho koliznim
normam. Tim nejsou doteny povinnosti CRO,
tykajici se FDA podle piislusnych zakond USA.

22. Governing Law. This Agreement shall be interpreted
in accordance with Czech law including, but not limited to,
the Act and the Decree, and without regard to its conflicts
of laws rules. This is without prejudice to obligations of
the CRO and Investigator with regard to FDA pursuant to
applicable U.S. laws.

23. Stejnopisy. Tato smlouva je vyhotovena ve
ttech (3) stejnopisech, znichz zdravotnické
zafizeni, zkouSejici a CRO obdrzi vzdy jeden.
Kazdy stejnopis prestavuje po jeho vyhotoveni a
doruceni original a v§echny stejnopisy predstavuji
jednu a tu samou smlouvu.

23. Counterparts. This Agreement is executed in three (3)
counterparts, of which the Institution, Investigator and
CRO shall each receive one. Each counterpart when
executed and delivered will be an original and all of the
counterparts shall constitute one and the same Agreement.

24. Soulad s protikorupénimi zdkony. Pti provadéni
klinického hodnoceni pro zadavatele zdravotnické
zatizeni, zkousejici a jejich pfislusni zaméstnanci,
zastupci a dodavatelé (i) nebudou nabizet,
provadeét, slibovat, davat opravnéni ani pfijimat
zadnou platbu ani piedavat nic cenného, mimo jiné
véetn€ uplatkii, primo ¢i neprimo, zadné vefejné
ufedni osobé, regulacnimu ufadu ani nikomu
jinému za UcCelem ovlivilovani, zpasobeni Ci
odmeénéni jakéhokoliv jednani, opomenuti nebo
rozhodnuti k zabezpeceni necestné vyhody nebo
ziskani nebo udrzeni obchodni ¢innosti a (ii) budou
dodrzovat veskeré platné protikorupcni a
protiuplatkarské zakony a predpisy. Zdravotnické
zafizeni nebo zkousejici budou ihned informovat
CRO a zadavatele poté, kdy se dozvi o jakémkoliv
poruseni povinnosti zdravotnického zatizeni nebo
zkousejiciho podle tohoto ¢lanku.

24. Compliance with Anti-Corruption Laws. In conducting
the Study for Sponsor, Institution, Investigator and their
respective employees, agents, and contractors (i) shall not
offer to make, make, promise, authorize or accept any
payment or give anything of value, including but not
limited to bribes, either directly or indirectly to any public
official, regulatory authority or anyone else for the purpose
of influencing, inducing or rewarding any act, omission or
decision in order to secure an improper advantage, or
obtain or retain business and (ii) shall comply with all
applicable anti-corruption and anti-bribery laws and
regulations. Institution or Investigator shall notify CRO
and Sponsor immediately upon becoming aware of any
breach of Institution’s or Investigator’s obligations under
this Section.

25. Rozpory. V piipadé jakéhokoliv rozporu mezi
Ceskou a anglickou verzi této smlouvy ma prednost
ceska verze.

25. Discrepancies. In the case of any discrepancy between
the Czech and the English versions of the Agreement, the
Czech version shall prevail.
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26. Ruzné. CRO mize vyuzit pro provadéni
urcitych sluzeb podle této smlouvy jedné nebo vice
svych pobocek. Pro ucely této smlouvy pobocky
znamenaji jakoukoliv korporaci, firmu, spolecnost
typu partnership nebo jakykoliv subjekt, ktery
vykonava kontrolu, je kontrolovan nebo spada pod
spole¢nou kontrolu. Pro tucely této smlouvy
znamena ,.kontrola“ zdkonnou pravomoc fidit nebo
urcovat fizeni takového subjektu, prostiednictvim
pfimého ¢i nepifimého vlastnictvi takového
subjektu, smluvné ¢i jinak.

26. Miscellaneous. CRO may use one or more of its
affiliates to perform certain services under this
Agreements. For the purposes of this Agreement,
affiliates means any corporation, firm, partnership or other
entity which controls, is controlled by, or is under common
control. For purposes of this Agreement, “control” shall
mean the legal power to direct or cause the direction of
such entity whether through the direct or indirect
ownership of such entity by contract or otherwise
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27. Uvetejnéni smlouvy. Uvefejnéni v souladu se
zakonem ¢. 340/2015 Sb., o registru smluv.
Zdravotnické zafizeni, zadavatel a CRO timto
berou na védomi, ze detaily této smlouvy musi byt
uvetejnény podle zakona ¢. 340/2015 Sb., o registru
smluv https://smlouvy.gov.cz/ (“registr smluv”).

Smluvni strany souhlasi, ze Zzadnd obchodni
tajemstvi nebo osobni informace nebudou
zvetejnény jako soucast takového uvefejnéni. Pro
ucely této smlouvy takové obchodni tajemstvi
zahrnuji, ale nejsou omezeny na: informace o
platbach ptilozené jako ptiloha A, minimalni pocet
planovanych zatazenych subjektd, ocekavany
pocet zarazenych subjekti hodnoceni a ocekavané
trvani klinického hodnoceni.

Smluvni strany se déale dohodly, Zze zdravotnické
zatizeni uvetejni verzi této smlouvy, kterou mu za
timto Gcelem ptipravi a poskytne CRO nejpozdéji
vden podpisu této Smlouvy, a to v strojové

¢itelném formatu v elektronické podobé zaslanim
na emailovou adresu .

Verze smlouvy urcena k uvefejnéni, ve které byly
obchodni tajemstvi a osobni informace redigované,
je prilozena jako ptiloha B této smlouvy
(;;,odsouhlasend forma smlouvy*). Smluvni strany
souhlasi, ze zdravotnické zafizeni uvefejni
odsouhlasenou formu smlouvy do 30 pracovnich
dnti ode dne posledniho podpisu smlouvy. Pokud
zdravotnické zafizeni neuvefejni dohodnutou
formu smlouvy do 30 pracovnich dni ode dne
posledniho podpisu smlouvy, zadavatel nebo CRO
mize uvetejnit dohodnutou formou smlouvy.

Pokud je podpis smlouvy po 1. cervenci 2017,
smluvni berou na védomi, Ze smlouva nebude
ucinna, pokud nebude dohodnutd forma smlouvy
uvefejnéna v souladu s timto ustanovenim (,,datum
ucinnosti®). V kazdém ptipad¢ si CRO vyhrazuje
pravo neposkytnout hodnocené 1écivo, pokud
nebude smlouva uvefejnéna podle tohoto
ustanoveni.

V piipadg¢, Ze je platnost dohodnuté formy smlouvy
zpochybnéna po jejim uvetejnéni, smluvni strany si
navzajem oznami, jakmile je to mozné poté, co se
o takovém zpochybnéni dozvi, a budou
spolupracovat na schvaleni revidované verze
odsouhlasené formy smlouvy za ucelem
uvefejnéni.

V zadném piipad¢ neuvetejni zdravotnické zafizeni
smlouvu v jiné nez dohodnuté forme.

27. CTA Publication. Publication in accordance with Act
no. 340/2015 Coll. on Contract Register. Institution,
Sponsor and CRO hereby acknowledge that details of this
Agreement are required to be published pursuant to Act no.
340/2015 Sb., on the official register:
https://smlouvy.gov.cz/ (“Agreements Register”).

The Parties agree that no business secrets or personal
information shall be disclosed or made public as part of
such publication. For the purposes of this Agreement, such
business secrets include but are not limited to: payment
information attached as Exhibit A, the minimum
enrollment goal, expected number of Study subjects
enrolled and the expected duration of the Study.

Parties agreed, that Institution shall publish version of the
Agreement that was provided CRO at the date of the
signature of this Agreement, the latest in electronic
readable format sent to email address

Version of this Agreement for publication, in which all
business secrets and personal information have been
redacted is attached hereto as Exhibit B of this Agreement
(“Agreed Form”). The Parties agree that the Institution
shall effect the publication of the Agreed Form on the
Agreements Register within 30 working days of the Date
of Final Signature of this Agreement. Should the
Institution fail to publish the Agreed Form of this
Agreement within 30 working days from the Date Of Final
Signature, the Sponsor or the Institution may publish the
Agreed Form.

If the signature date of this Agreement is on or after 1 July
2017, the Parties acknowledge that this Agreement shall
not come into effect until the Agreed Form has been
published in accordance with this clause (“Effective
Date”). In any event, CRO reserve the right not to provide
Study Drug until this Agreement is published in
accordance with this clause.

In the event that there is a challenge to the validity of the
Agreed Form, once it has been published, the Parties shall
notify each other as soon as reasonably practicable upon
becoming aware of such challenge and shall work together
to agree a revised version of the Agreed Form for
publication.
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In no event shall the Institution publish this Agreement in
any form other than the Agreed Form.

NA DUKAZ VYSE UVEDENEHO vyhotovily | IN WITNESS WHEREOF, the parties have executed this
smluvni strany tuto smlouvu, kterda nabyva | Agreement and it shall be effective as of the Effective Date
ucinnosti k datu u¢innosti uvedenému vyse. set forth above.

PPD Investigator Services LLC
Podpis/Signature: | IEEEEG—
Jmeéno/Name: |

Pozice/Title: |

Datum/Date:

VSeobecna fakultni nemocnice v Praze

Podpis/Signature:

Jméno/Name: Mgr. Dana Juraskova, Ph.D., MBA

Pozice/Title: feditelka/ director

Datum/Date:

Podpis/Signature: | NN

Datum/Date:
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Priloha A Exhibit A
Rozpis Plateb Payment Schedule
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