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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

This  Clinical Trial Agreement (the
“Agreement”) is executed as of the date of last
signature and is effective as the date of its
publication in the Contract Registry (the
“Effective Date’) by and among:

(1) Astellas Pharma Global Development,
Inc., located at 2375 Waterview Drive,
Northbrook IL 60062, the United States of
America (“Astellas”)

(2) ICON Clinical Research Limited, located
at South County Business Park, Leopardstown,
Dublin 18, Ireland, represented b

based on a mandate (“CRO”),

(3) Fakultni nemocnice v Motole, located at
V Uvalu 84, 150 06 Praha 5, Czech Republic
ID: 00064203 Tax ID: CZ 00064203
represented b

(“Institution”) and

(“Principal Investigator”).

Tato smlouva o provedeni klinického
hodnoceni (dale jen ,smlouva‘®) je uzaviena
k datu posledniho podpisu a nabyva ucinnosti
dnem zvefejnéni v registru smluv (,,datum
ucinnosti) mezi:

(1) spolecnosti Astellas Pharma Global
Development, Inc. se sidlem na adrese 2375
Waterview Drive, Northbrook IL 60062, USA
(,,Astellas®)

(2) ICON Clinical Research Limited se
sidlem na adrese South County Business Park,

Leopardstown, Dublin 18, Irsko, zastoupena x
I na zaklad¢ povéreni (,,CRO%),
(3) Fakultni nemocnice v Motole, se sidlem

na adrese VVUvalu 84, 150 06VPraha 5, Ceska
republika, ICO: 00064203 DIC: CZ00064203

zastoupens [N
i na zdkladé povéfeni (,,poskytovatel

zdravotnich sluzeb* / ,,poskytovatel*) a

o gy

I . hlavni

zkouSejici).

RECITALS:

UVODNI CAST:

WHEREAS, the purpose of this Agreement is
for the Institution, Principal Investigator, and
their Personnel (hereinafter defined) to
conduct a clinical trial (the “Study”), and for
Astellas, together with its affiliates
(collectively “Sponsor”), to sponsor such
Study supported by Astellas in accordance
with the Protocol #

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9

VZHLEDEM K TOMU, ZE, uéelem této
smlouvy je provedeni klinick¢ého hodnoceni
(,,studie®) poskytovatelem, hlavnim
zkousSejicim a jejich personalem (definovanym
nize) a zadani takové studie spolecnosti
Astellas a jejimi pfidruzenymi osobami
(souhrnné dale pouze ,,zadavatel) s podporou
spolecnosti Astellas v souladu s protokolem ¢.
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as provided under
separate cover (the “Protocol”) as related to
the compound Zolbetuximab (the “Study
Drug™);
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b

ktery  je  samostatnym  dokumentem,
(,,protokol*), a to v souvislosti se slou¢eninou
Zolbetuximab (,,hodnoceny pripravek®);

WHEREAS, Sponsor, CRO, Institution, and
Principal Investigator are individually referred
to as a “Party” and are collectively known as
the “Parties”;

VZHLEDEM K TOMU, ZE zadavatel, CRO,
poskytovatel a hlavni zkousSejici jsou
jednotlivé uvadéni jako ,,smluvni strana“ a
spole¢né jako ,,smluvni strany*;

WHEREAS, Principal Investigator shall serve
as the investigator primarily responsible for
conducting the Study;

VZHLEDEM K TOMU, ZE hlavni
zkousejici bude pisobit jako zkousSejici 1€kat,
ktery nese primarni odpovédnost za provedeni
studie;

WHEREAS, CRO has been retained by
Sponsor under a separate written agreement
between CRO and/or CRO’s affiliate and
Sponsor to act as Sponsor’s contractor in
managing, monitoring and coordinating the
Study for Sponsor;

VZHLEDEM K TOMU, ZE sluzby CRO
jsou vyuzivany zadavatelem na zakladé
samostatné pisemné dohody mezi CRO a/nebo
ptidruzenou osobou CRO, dle niz CRO a/nebo
jeji ptidruzena osoba plsobi jako smluvni
dodavatel zadavatele pro fizeni, monitorovani
a koordinovéani studie pro zadavatele;

WHEREAS, Sponsor has also authorized
CRO to act as Sponsor’s agent to execute this
Agreement on Sponsor’s behalf, binding
Sponsor to the provisions to the extent set forth
in this Agreement; and

VZHLEDEM K TOMU, ZE zadavatel téz
povétil CRO, aby pusobila jako jeho zmocnéna
osoba pro podepsani této smlouvy jeho
jménem a zavazala zadavatele k plnéni
ustanoveni v rozsahu stanoveném v této
smlouve; a

NOW, THEREFORE, in consideration of the
mutual covenants contained herein, the Parties
hereby agree as follows:

SE NYNI PROTO vzhledem ke vzajemnym
zavazkiim, jez jsou obsazeny v této smlouveé,
smluvni strany dohodly na nize uvedeném:

1. Conduct of the Study.

1. Provedeni studie.

a. Performance. Institution and Principal
Investigator shall conduct, and shall cause
its/his/her  respective  directors, officers,
employees, consultants, contractors, affiliates,
subcontractors, agents, Study co-investigators,

a. Smluvni plnéni. Poskytovatel a hlavni
zkousejici budou provadét a zajisti, aby jejich
prislusni  teditelé, vedouci pracovnici,
zameéstnanci, poradci, smluvni dodavatelé,
pfidruzené osoby, subdodavatel¢, zmocnéné

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9
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or any other entities or third parties who
perform services in connection with the Study
(collectively, “Personnel”) to conduct the
Study in accordance with the terms of this
Agreement and with the Protocol. To the
extent the terms of this Agreement conflict
with the Protocol, the Protocol shall control in
matters of science and Study subject safety and
this Agreement shall control in all other
matters. Further, Institution and Principal
Investigator shall, and shall cause its/his/her
respective Personnel to perform services
related to the Study and all other obligations
pursuant to this Agreement in accordance with
all applicable rules, laws, and regulations
(“Applicable Laws”), including the terms of
the applicable institutional review board
(“IRB”) or FEthics Committee (“EC”).
Institution and Principal Investigator shall at
all times be liable for the performance of their
respective Personnel. Sponsor and CRO shall
comply with Applicable Laws applicable to
their roles as the sponsor of the Study and
contract research organization, respectively.

osoby, spoluzkousejici podilejici se na studii
nebo jakékoli pravnické osoby Ci tfeti strany,
které poskytuji sluzby v souvislosti se studii,
(souhrnné dale jako ,,personal®) provadéli
studii v souladu s podminkami této smlouvy a
s protokolem. Pokud jsou podminky této
smlouvy v rozporu s protokolem, ve
védeckych otazkach a otazkach bezpecnosti
subjekti hodnoceni bude urcujici protokol a v
ostatnich otdzkach bude wurcujici studie.
Poskytovatel a hlavni zkousejici dale budou a
zajisti, ze jejich pfisluSny personal bude
provadét sluzby souvisejici se studii a plnit
vSechny dal$i zavazky podle této smlouvy v
souladu se vSemi platnymi pravidly, zdkony a
ravnimi predpisy (,,platné pravni predpisy),
a to vCetn¢ podminek piislusné institucionalni
hodnotici komise (,,IRB*) nebo etické komise
(., EK*). Poskytovatel a hlavni zkousSejici
budou vzdy odpovédni za plnéni smlouvy ze
strany svého pfislusného personalu. Zadavatel
a CRO budou spliovat platné pravni predpisy,
které se tykaji jejich ulohy zadavatele studie,
resp. smluvni vyzkumné organizace.

Sponsor and CRO shall comply with
Applicable Laws applicable to their roles as

Zadavatel a CRO budou spliovat
platné pravni ptedpisy, které se tykaji jejich

the sponsor of the Study and contract research | tlohy zadavatele studie, resp. smluvni
organization, respectively. vyzkumné organizace.
b. Additional Locations. If Institution | b. Dal$i mista provadéni studie. Pokud

intends to perform any part of the Study at
affiliated hospitals or treatment centers which
are not wholly owned subsidiaries, prior to
commencing the Study pursuant to this
Agreement, Institution must ensure it has
obtained Sponsor’s approval for the conduct of
the Study at such additional locations and
Institution has an agreement with such
affiliated hospitals or treatment centers
(“Additional Approved Locations”).
Institution shall at all times be liable for the
performance of  Additional  Approved
Locations and shall ensure Additional
Approved Locations comply with all the

ma poskytovatel pied zahajenim studie podle
této smlouvy v umyslu provést jakoukoli ¢ast
studie v pfidruzenych nemocnicich nebo
lécebnych centrech, kterd nejsou plné
vlastnénymi dcefinymi spole¢nostmi, musi
zajistit  ziskdni souhlasu zadavatele s
provedenim studie na takovych dalSich
mistech a mit s takovymi pfidruzenymi
nemocnicemi  nebo  léCebnymi  centry
uzavienou dohodu (,,dalSi schvalena mista
provadéni studie”). Poskytovatel bude vzdy
odpovédny za plnéni smlouvy ze strany téchto
dalSich schvalenych mist provadéni studie a
zajisti, aby dal$i schvalend mista provadéni

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
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obligations applicable to Institution as set forth
herein.

studie dodrzovala vSechny zavazky, které se na
poskytovatel podle této smlouvy vztahuji.

c. Registration. As applicable, Sponsor
shall register the Study on
www.clinicaltrials.gov and shall allow
registration on
http://www.sukl.cz/modules/evaluation/ prior
to Study enrollment.

c. Registrace. Zadavatel v pfislusnych
ptipadech pfed zatfazovanim subjekti do studie
zaregistruje studii na webovych strankéch
www.clinicaltrials.gov a umozni
zaregistrovani na strankach
http://www.sukl.cz/modules/evaluation/ .

d. Recipient of Services. Institution and
Principal Investigator acknowledge that CRO
is the recipient and beneficiary of the services
described in this Agreement.

d. Ptijemce sluzeb. Poskytovatel a hlavni
zkousejici berou na védomi, ze CRO je
pfijemcem a beneficientem sluzeb popsanych
v této smlouve.

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9
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2. Study Drug and Specimens. 2. Hodnoceny piipravek a vzorky.
a. Provision. Sponsor shall provide | a. Poskytovani. Zadavatel bezplatné
Institution and Principal Investigator with | poskytne  poskytovateli a  hlavnimu

Study Drug free of charge for use in the Study.
Institution  and  Principal  Investigator
understand and acknowledge that the Study
Drug is to be used by Institution and Principal
Investigator only as set forth in the Protocol.
With regard to any comparator drug(s) and/or
placebo materials administered to Study
subjects as a part of the Study, Sponsor will
either provide these free of charge or reimburse
Institution for procuring them.

Sponsor’s designee shall ship the Study Drug
to the pharmacy of the Institution - Nemocnicni
lékdarna FN Motol, V Uvalu 84, Praha 5 150
06, and addressed to a Pharmacist assigned to
the  study Principal
Investigator shall subsequently collect the
Study Drug for the Institution using a
requisition form and is fully responsible for
them. Assigned Pharmacists will be notified
automatically via email (sent by IWRS) about
the shipment delivery timelines.

zkousejicimu hodnoceny ptipravek pro pouziti
v ramci studie. Poskytovatel a hlavni
zkousejici si jsou védomi a berou na védomi,
ze hodnoceny ptipravek ma byt pouzit
zdravotnickym a hlavnim zkousejicim pouze
tak, jak je stanoveno v protokolu. Pokud jde o
srovnavaci  pripravek/ptipravky  a/nebo
placebové materidly podavané subjektim
hodnoceni v ramci studie, zadavatel je bud
poskytne bezplatn¢, nebo uhradi poskytovateli
jejich zajisténi.
Zadavatellv  povéfeny  zastupce  zaSle
hodnocené 1éCivé pripravky do Iékarny
poskytovatele - Nemocnicni lékarna FN Motol,
V Uvalu 84, Praha 5 150 06 a adresovano
farmaceutovi pfidélenému ke studii

Hlavni zkousSejici nasledné na
zadanku hodnocené 1é¢ivé piipravky vyzvedne
na centrum a je za né¢ plné zodpovédny.
Ptidéleni farmaceuti budou  automaticky
informovani e-mailem (zaslanym
prostiednictvim IWRS) o terminech dodéni
zasilky.

b. Storage. Principal Investigator shall
store all Study Drug securely as designated in
the Protocol, but in any event, in either a
central pharmacy where a qualified pharmacist
supervises dispensing, or in a restricted area
where Principal Investigator supervises
dispensing.

b. Uchovévéani. Hlavni zkouSejici bude
uchovavat vSechen hodnoceny pripravek
bezpetné tak, jak je stanoveno v protokolu,
avSak v kazdém ptipadé bud v centralni
I¢karné, kde na vydej bude dohlizet
kvalifikovany 1ékarnik, nebo v misté s
omezenym pfistupem, 2z nc¢hoz bude
hodnoceny pftipravek vydavan pod dohledem
hlavniho zkousejiciho.

c. Specimens. All biological material of
human origin and specimens obtained as a
result of, or as otherwise necessary for, the
performance of the Study (collectively
“Specimens”) shall be controlled by Sponsor
to the extent permitted by Applicable Laws
and Authorization Document(s) (hereinafter

c. Vzorky. VSechny biologické materialy
lidského pivodu a vzorky ziskané v dusledku
provadéni studie nebo jinak, jak je pro
provadéni studie nutné, (souhrnné dale jen
,vzorky“) budou kontrolovany zadavatelem v
rozsahu povoleném platnymi  pravnimi
pfedpisy a dokumentem ¢i dokumenty

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9
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defined). Upon completion or termination of
the Study, as directed by Sponsor and/or CRO,
Institution or Principal Investigator shall either
ship all Specimens to Sponsor or destroy such
Specimens, in each case, in accordance with
Applicable  Laws  and  Authorization
Document(s) and at Sponsor’s reasonable
expense.

poskytujicimi svoleni (definovanymi nize).
Poskytovatel nebo hlavni zkousSejici po
dokonceni nebo ukonceni studie podle pokynil
zadavatele a/nebo CRO a bud’ zaslou vSechny
vzorky zadavateli, nebo takové vzorky znici a
v kazdém z téchto ptipadl tak ucini v souladu
s platnymi pravnimi predpisy a dokumentem
(dokumenty) poskytujici a na pfimefené
naklady zadavatele.

3. Approvals and Consent.

3. Schvaleni a souhlas.

a. Protocol Approval. Prior to the
commencement of the Study, or if appropriate
because of modifications during the Study,
Institution, and Principal Investigator shall
ensure that the Protocol (or any amendments
thereto) has been approved by the IRB or EC,
with such IRB or EC approval being provided
to CRO.

a. Schvéleni protokolu. Poskytovatel a
hlavni zkousejici pied zahajenim studie, nebo
pokud je to vhodné kvuli Upravdm bchem
studie, zajisti, aby protokol (nebo jakékoli
dodatky k protokolu) byly schvaleny IRB nebo
EK a aby takové schvaleni ze strany IRB nebo
EK bylo poskytnuto CRO.

b. Authorization Documents. Prior to the
commencement of the Study, or if appropriate
because of modifications during the Study,
Institution and Principal Investigator shall
ensure that the Study subject informed consent
form (“ICF”) is in compliance with Applicable
Laws and a written authorization, whether
included within the ICF or separate
documentation, to use and disclose Study
subjects’ personal information in accordance
with  Applicable Laws (the “Personal
Information Authorization”), have been
approved by (i) the Sponsor, CRO or their
respective designees; and (ii) the IRB or EC,
with such IRB or EC approval being provided
to CRO. The ICF and the Personal Information
Authorization may collectively be referred to
as  “Authorization Documents”. Such
Authorization Documents shall permit all
disclosures of such protected health
information by Institution and Principal
Investigator to Sponsor and its authorized
designees and the Study team and other
professionals involved in the Study for

poskytujici  svoleni.
Poskytovatel a hlavni zkouSejici pted
zahajenim studie pokud je to vhodné kvuli
upravam b¢hem studie, zajisti, aby formular
informovaného souhlasu subjektu hodnoceni
(,,ICF*“) splioval pozadavky platnych
pravnich ptedpisii a aby pisemné svoleni s
pouzitim osobnich udajii subjekti hodnoceni a
jejich sdileni v souladu s platnymi pravnimi
predpisy (,,svoleni s pouzitim a sdilenim
osobnich udaji‘) bylo schvéleno
(1) zadavatelem, CRO nebo jejich ptislusnymi
povefenymi osobami; a (i1) IRB nebo EK, a ze
takové schvaleni ze strany IRB nebo EK bude
poskytnuto CRO, bez ohledu na to, zda bude
obsazeno v ICF nebo v samostatném
dokumentu. ICF a svoleni s pouZitim a
sdilenim osobnich udaji mize byt souhrnné
uvadéno jako ,dokumenty poskytujici
svoleni“. Takové dokumenty poskytujici
svoleni umozni veskeré poskytnuti takovych
chranénych zdravotnich informaci
poskytovatelem a hlavnim zkouSejicim
zadavateli a jeho povéfenym osobdm, tymu

b. Dokumenty

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9

4strann4 — zadavatel-CRO-poskytovatel-hlavni zkousejici, Ceska
republika, verze ze dne: 18. kvétna 2021; verze 1.9

Page 6 of 51




Astellas Protocol# _

Fakultni nemocnice v Motole
PI

purposes relating to the Study and for all other
purposes permitted by law.

studie a dalsim odbornikim zapojenym do
studie pro ucely souvisejici se studii a pro
vSechny ostatni ucely povolené pravnimi
predpisy.

c. Study Subject Authorization
Documents.  Institution and  Principal
Investigator shall obtain from each Study
subject (or his/her lawful representative) at the
latest prior the time of enrollment in the Study
signed Authorization Documents in the forms
approved in accordance with this Section
(Approvals and Consent).

c. Dokumenty  poskytujici svoleni
subjekti hodnoceni. Poskytovatel a hlavni
zkousSejici ziskaji nejpozdéji pfed okamzikem
zafazeni do studie od kazdého subjektu
hodnoceni (nebo jeho zdkonného zastupce)
podepsané dokumenty poskytujici svoleni za
pouziti formulafi schvalenych v souladu s
timto odstavcem (,,Schvaleni a souhlas®).

1. Responsibilities. It is the
responsibility of each Party to effect and
maintain all inventories and registrations for
the processing of Personal Data, as defined
under Article 4.1 of the General Data
Protection Regulation, and as required under
Applicable Law. The Parties shall cooperate
and assist each other with respect to any data
protection impact assessments as required by
Article 35 of the General Data Protection
Regulation and/or prior consultations with
regulatory authorities as required by Article 36
of the General Data Protection Regulation that
may be required in respect to processing that is
carried out under this Agreement. The Parties
agree that when processing personal data under
this agreement, the Parties are independent
data controllers within the meaning of the
GDPR.

1. Povinnosti. Kazd4 smluvni strana
odpovida za vytvoreni a vedeni vSech seznamti
a registraci pro zpracovani osobnich udaji
definovanych podle c¢lanku 4.1 obecného
nafizeni o ochran¢ osobnich udaji a podle
pozadavkll platnych pravnich ptedpist.
Smluvni strany budou spolupracovat a budou
si vzajemn¢ pomahat pii posuzovani dopadu
ochrany udaji podle pozadavkil ¢lanku 35
obecného nafizeni o ochran¢é osobnich udaju
a/nebo  pii  predbéznych  konzultacich
s kontrolnimi ufady v souladu s pozadavky
¢lanku 36 obecného nafizeni o ochrané
osobnich udaji, které mohou byt nutné v
souvislosti se zpracovanim provadénym podle
této smlouvy. Smluvni strany se dohodly, ze
pfi zpracovani osobnich tudaji dle této
smlouvy jsou strany nezavislymi spravci
udajli ve smyslu GDPR.

1l. Security. Each of Sponsor, CRO,
and Institution shall implement appropriate
technical and organizational measures to
protect the Personal Data against accidental or
unlawful destruction or accidental loss,
alteration, unauthorised disclosure or access,
and which provide a level of security
appropriate to the risk represented by the
processing and the nature of the data to be
protected the requirements of Applicable Law

. Zabezpeceni. Zadavatel, CRO i
poskytovatel zavedou vhodnéd technickd a
organizacni opatieni k ochran€ osobnich udaja
proti ndhodnému nebo nedovolenému zniceni
nebo nahodné ztrate, upravam,
neopravnénému sdélovani nebo pfistupu, jez
zajisti uroven bezpecnosti odpovidajici riziku,
které ptedstavuje zpracovani, a povaze udajd,
jez maji byt chranény podle pozadavki
platnych pravnich pfedpisti pro zpracovani a
ptedavani osobnich udaju.
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regarding the processing and transfer of
Personal Data.

1. Breaches: If Institution and/or
Principal Investigator become aware of a
Personal Data Breach (hereinafter defined)
related to Personal Data processed under this
Agreement, Institution and/or Principal
Investigator shall immediately notify CRO and
Sponsor without undue delay. In the event of
such a Personal Data Breach, Institution and/or
the Principal Investigator will fully cooperate
with Sponsor and CRO to remedy the Personal
Data Breach and comply with any notification
requirements to authorities. A “Personal Data
Breach” refers to any potential unauthorized
access, acquisition, wuse, disclosure or
destruction of Personal Data as defined in
Article 4-(12), Article 33 and 34 of the General
Data Protection Regulation.

1ii. Poruseni zabezpeceni osobnich
udaji: Pokud se poskytovatel a/nebo hlavni
zkouSejici dozvi o poruSeni zabezpeceni
osobnich udaji  (definovaném nize) v
souvislosti s osobnimi udaji zpracovdvanymi
podle této smlouvy, budou o tom neprodlené
informovat CRO a zadavatele. V pfipadé
takového poruseni zabezpeceni udaji budou
poskytovatel a/nebo hlavni zkouSejici plné
spolupracovat se zadavatelem a CRO na

napravé takového poruseni zabezpeceni
osobnich udaji a budou dodrzovat veskeré
pozadavky na  oznamovani  ufadim.

,,Porusenim zabezpeceni osobnich tdaji‘“ se
rozumi jakykoli potencidlni neopravnény
ptistup k osobnim udajim a jejich ziskani,
pouziti, sdileni nebo zniceni, jak je uvedeno ve
¢lancich 4-12, 33 a 34 obecného nafizeni o
ochrané osobnich udajt.

1v. Requests. The Parties agree that,
as between them, Institution is best able to
manage requests from Study subjects for
access, amendment, transfer, restriction, or
deletion of Personal Data in the context of the
Study. Institution and/or Principal Investigator
shall immediately inform CRO and Sponsor,
but no later than two (2) business days after
receiving such request, about any request
received from a Study subject (or his/her
lawful representative) to exercise his/her right
to access, object, correct, or delete Personal
Data held about him/her in the context of the
Study. In the event that Sponsor (or CRO on
behalf of the Sponsor) receives a request from
a Study subject for such access, amendment,
transfer, restriction, or deletion, Sponsor (or
CRO on behalf of the Sponsor) shall forward
the request to Institution. Institution shall
respond to Study subjects’ requests for access,
amendment, transfer, restriction, or deletion of
Personal Data in accordance with Applicable

iv. Z4dosti. Smluvni strany souhlasi
stim, ze poskytovatel je znich nejlépe
schopen fesit zadosti subjektd hodnoceni ve
véci pfistupu, Upravy, predani, omezeni nebo
vymazu osobnich udaji v ramci studie.
Poskytovatel a/nebo hlavni zkouSejici budou
neprodlené, avSak nejpozdéji do dvou (2)
pracovnich dni po obdrzeni takové Zadosti
informovat CRO a zadavatele o jakékoli
takové Zadosti obdrzené od subjektu
hodnoceni (nebo jeho pravniho zastupce)
v souvislosti s uplathovanim prav subjektu
hodnoceni na pfistup k osobnim udajim,
vzneseni namitky, opraveni ¢i  vymazu
osobnich udaji, jez jsou o subjektu hodnoceni
vramci studie uchovavany. V pfipade, Ze
zadavatel (nebo CRO jménem zadavatele)
obdrzi Zadost od subjektu hodnoceni ve véci
takového pfistupu, upravy, predani, omezeni
nebo vymazu, zadavatel (nebo CRO jménem
zadavatele) predd zadost poskytovateli.
Poskytovatel bude na Zadosti subjektl
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Law and this Agreement. Institution
acknowledges that in order to maintain the
integrity of Study results, the ability to amend,
restrict, or delete Personal Data may be
limited, in accordance with Applicable Law.

hodnoceni ve véci pfistupu, upravy, piedani,
omezeni nebo vymazu osobnich udaju
reagovat podle platnych pravnich ptedpist a
této smlouvy. Poskytovatel bere na védomi, ze
v zdjmu zachovani integrity vysledkl studie
muze byt schopnost upravit ¢i vymazat osobni
udaje nebo omezit jejich pouziti omezena v
souladu s platnymi pravnimi predpisy.

d. Personnel Consent. Institution shall
ensure that the processing of any Personal Data
of Principal Investigator and Personnel which
may be necessary within the framework of the
Study, shall be undertaken in a lawful manner
consistent with the terms herein. Such
processing shall include the transfer of the
Personal Data of the Personnel and Principal
Investigator to the Sponsor and CRO for
Study-related  purposes (e.g.  ensuring
compliance with data protection legislation;
assessing the Principal Investigator’s and
Personnel’s qualifications to perform a Study
and future projects; management and control
of the Study; or disclosing to the national or
foreign regulatory authorities the details of any
of the Principal Investigator’s and Personnel’s
benefits under this Agreement, as required by
Applicable Laws). Institution shall provide to
Principal Investigator and Personnel the

appropriate  information for any data
processing activities and particularly will
ensure that Principal Investigator and

Personnel are fully informed that such transfer
of their Personal Data may be to countries
where the level of data protection may not be
of the same level as offered by the laws of the
Czech Republic. The Parties shall undertake
all required technical and organisational
measures to ensure the security and integrity of
Principal Investigator’s and the Personnel’s
Personal Data processed within the framework
of the Study. The Principal Investigator and
Personnel shall be allowed to access their
Personal Data that has been collected by CRO
and Sponsor, to update their Personal Data or

d. Souhlas  persondlu.  Poskytovatel
zajisti, ze zpracovani jakychkoli osobnich
udajii hlavniho zkousejiciho a personalu, které
mohou byt v ramci studie nezbytné, bude
provadéno zdkonnym zpisobem v souladu s
podminkami této smlouvy. Takové zpracovani
bude =zahrnovat pfedani osobnich udajil
personalu a hlavniho zkousSejiciho zadavateli a
CRO pro tucely souvisejici se studii (napf.
zajisténi dodrzovani legislativy na ochranu
osobnich  daji; posouzeni kvalifikace
hlavniho zkouSejiciho a personalu pro
provedeni studie a budoucich projektii; fizeni a
kontrola studie; nebo sdéleni podrobnych
udaji o benefitech hlavniho zkousSejiciho a
persondlu podle této smlouvy v souladu s
pozadavky platnych pravnich piedpisa).
Poskytovatel poskytne hlavnimu zkousejicimu
a personalu piislusné informace pro ¢innosti
zpracovani osobnich Udaji a zejména zajisti,
aby hlavni zkouSejici a personal byli plné
informovéani o tom, ze jejich osobni udaje
mohou byt pfeddny do zemi, kde uroven
ochrany udajli nemusi byt na stejné urovni,
jako je troven nabizend zikony Ceské
republiky. Smluvni strany se zavazuji, ze u€ini
vSechna pozadovana technicka a organizacni
opatfeni k zajisténi zabezpeceni a integrity
osobnich udaji hlavniho zkouSejiciho a
persondlu zpracovavanych v ramci studie.
Hlavni zkouSejici a persondl budou mit
moznost ziskat pfistup ke svym osobnim
udajim, které byly shromazdény CRO a
zadavatelem, aktualizovat své osobni udaje
nebo nechat opravit jakékoli nepfesné osobni
udaje, které s nimi souviseji, pozadat o
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to have any inaccurate Personal Data relating
to them corrected, to request deletion or object
to processing or to restrict processing of their
Personal Data or request portability.

vymazani, vznést namitku proti zpracovani,
omezit zpracovani svych osobnich udaji nebo
pozadat o jejich prenositelnost.

4. Monitoring and Access.

4. Monitorovani a pristup.

a. Sponsor and CRO Monitoring and
Audits. Sponsor, CRO, or their designees,
during regular business hours and upon 3 days
written notice may: (i) monitor, audit,
examine, and inspect Institution’s facilities and
Equipment (hereinafter defined) required for
performance of the Study; and (ii) subject to
applicable Study subject confidentiality
considerations, inspect and copy all data and
work products relating to the Study including,
but not limited to, medical records and CRFs
(hereinafter defined). Institution and Principal
Investigator agree to cooperate with CRO’s

a. Monitorovani a audity ze strany
zadavatele a CRO. Zadavatel, CRO nebo jejich
povétené osoby mohou béhem bézné pracovni
doby a na zéklad¢ pisemného ozndmeni 3 dny
pfedem: (i) monitorovat, provést audit,
zkoumat a provést inspekci prostor a vybaveni
(definovanych dale) poskytovatele, které jsou
potfebné pro provedeni studie; a (ii) v souladu
s platnymi pravidly pro zajisténi divérnosti
udajii subjektu hodnoceni provést inspekci a
zkopirovat veskeré udaje a vysledky prace
souvisejici se studii, mimo jiné vcetné
zdravotni dokumentace a CRF (definovanych

and Sponsor’s monitoring and audit | nize). Poskytovatel a hlavni zkouSejici

procedures. souhlasi s tim, ze budou spolupracovat pii
monitorovacich a auditnich postupech CRO a
zadavatele.

b. Confidentiality of Study Subject | b. Duvérnost  zdravotni dokumentace

Medical Records. In the event that Sponsor or
CRO comes into contact with any Study
subject’s medical records, Sponsor and CRO
shall hold in confidence the identity of the
Study subject and shall comply with all
Applicable Laws and regulations regarding the
confidentiality of such records.

subjektt hodnoceni. V ptipadé, ze zadavatel
nebo CRO pfijdou do kontaktu se zdravotni
dokumentaci subjektu hodnoceni, zachovaji
davérnost totoznosti subjektu hodnoceni a
budou dodrzovat vSechny platné pravni
pfedpisy a nafizeni, kterd se tykaji zachovani
divérnosti takové dokumentace.

c. Government Agency and Regulatory
Authority Inspections. Applicable government
agencies and regulatory authorities, to the
extent permitted by Applicable Laws, may
(1) audit, examine and inspect Institution’s
facilities required for performance of the
Study; and (ii) inspect and copy all data and
work products relating to the Study. Institution
and Principal Investigator agree to fully
cooperate with such government agencies and
regulatory authorities. Institution shall provide
prompt written notice to CRO and Sponsor, in

c. Inspekce ze strany vlddnich orgdni a
kontrolniho ufadu. Pfislusné vladni organy a
kontrolni ufady mohou v rozsahu povoleném
platnymi pravnimi ptedpisy: (i) provadét audit,
zkoumat a provadét inspekce prostor
poskytovatele potiebnych pro provedeni
studie; a (ii) provadét inspekce a kopirovat
veskeré udaje a vysledky prace souvisejici se
studii. Poskytovatel a hlavni zkousSejici
souhlasi s tim, ze budou s takovymi vladnimi
organy a  kontrolnimi  uUfady  plné
spolupracovat.  Poskytovatel  neprodlené
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the event that Institution is the subject of an
inspection or audit by a governmental agency
or regulatory authority in connection with the
Study. Sponsor or its designee shall have the
opportunity to be present during any inspection
or audit relating to the Study or its performance
at Institution’s facility, unless otherwise
prohibited by the inspecting or auditing agency
or authority. Unless otherwise prohibited by
Applicable Laws, Sponsor or its designee
should be provided with all documentation in
Institution’s and/or Principal Investigator’s
possession, issued to or provided by
government  agencies and  regulatory
authorities relating such inspection or audit.
For purposes of clarity, nothing in this
Agreement shall be interpreted to curtail or
otherwise limit inspection or audit rights of
government  agencies and  regulatory
authorities overseeing the conduct of the
Study.

poskytne CRO a zadavateli pisemné oznadmeni
v pripadé, ze se poskytovatel stane v
souvislosti se studii pfedmétem inspekce ¢i
auditu ze strany vladniho organu nebo
kontrolniho tufadu. Zadavatel nebo jeho
povétena osoba budou mit moznost byt béhem
inspekce ¢i auditu souvisejicich se studii nebo
s  provadénim  studie v  prostorach
poskytovatele pfitomni, pokud to jinak nebude
zakdzano organem C¢i Ufadem provadéjicim
inspekci nebo audit. Pokud neni jinak
zakdzano platnymi pravnimi predpisy, méla by
byt zadavateli nebo jeho povéfené osobé
poskytnuta veskera dokumentace v drzeni
poskytovatele a/nebo hlavniho zkousSejiciho,
kterd byla vydéana, nebo ktera byla poskytnuta
vladnimi organy nebo kontrolnimi urady v
souvislosti s takovym auditem. Pro ucely
srozumitelnosti nebude nic v této smlouvé
vykladano tak, Ze by to redukovalo nebo jinak
omezovalo prava vladnich organti nebo
kontrolnich Gradu, které dohliZeji na provedeni
studie, provadét inspekce ¢i audity.

d. No Separate Compensation. It is
expressly understood and accepted by
Institution and Principal Investigator that
neither the Sponsor nor the CRO will
separately  compensate Institution and
Principal Investigator or any member of
Personnel for: (i) any assistance or guidance
provided to the IRB, EC, government
agencies, or regulatory authorities and (ii) any
assistance or guidance provided to Study
monitors or Sponsor’s auditors.

d. Neposkytnuti samostatné odmeény.
Poskytovatel a hlavni zkousejici vyslovné
berou na védomi a akceptuji, ze zadavatel ani
CRO neposkytnou poskytovateli a hlavnimu
zkousejicimu ani zddnému c¢lenovi personéalu
samostatnou odmeénu za: (i) jakoukoli pomoc
nebo pokyny poskytnuté IRB, EK, vladnim
organim nebo kontrolnim ufadim; a (ii)
jakoukoli pomoc nebo pokyny poskytnuté
monitorim studie nebo auditorim zadavatele.

e. Survival. This Section (Monitoring and
Access) shall survive the expiration or
termination of this Agreement.

e. Pretrvdni platnosti ustanoveni. Toto
ustanoveni (,,Monitorovani a pfistup*) pretrva
1 po ukonceni této smlouvy nebo po vyprSeni
jeji platnosti.

5. Records and Reports.

5. Zaznamy a zpravy.

a. Records and CRFs. Institution and
Principal Investigator shall prepare and
maintain accurate written and electronic

a. Zaznamy a CRF. Poskytovatel a hlavni
zkouSejici zpracuji a budou vést piesné
pisemné a elektronické zdznamy, zpravy a
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records, reports, and data of and/or resulting
from and/or relating to the performance of the
Study (including, but not limited to, case report
forms (“CRFs”), other Source Documents and
other Essential Documents as defined by the
International Conference on Harmonization
(“ICH”) guidelines). Institution and Principal
Investigator shall submit CRFs for each Study
subject whether electronically or on paper in a
timely manner as set forth in the Payment
Schedule  (hereinafter  defined).  Any
requirements relating thereto set forth in the
Protocol or in written instructions provided to
Institution and  Principal  Investigator,
including, but not limited to, requirements for
the preparation of CRFs, shall be followed.

udaje, které se tykaji provadéni studie,
vyplyvaji z néj a/nebo s nim souviseji (mimo
jiné véetné formuldfi pro zaznamy subjektu
hodnoceni  [,,CRF*“], dal§i  zdrojové
dokumenty a ostatni nezbytnou dokumentaci
tak, jak je definuji pokyny Mezindrodni
konferenci o  harmonizaci  [,,JCH"]).
Poskytovatel a hlavni zkousSejici v€as predlozi
CRF pro kazdy subjekt hodnoceni v
elektronické ¢i papirové podobé zplsobem
stanovenym v harmonogramu  plateb
(definovaného nize). Budou dodrzovany
veskeré pozadavky souvisejici s CRF a
zaznamy, které jsou stanoveny v protokolu
nebo v pisemnych pokynech poskytnutych
poskytovateli a hlavnimu zkousejicimu, mimo
jiné v€etné¢ pozadavkil na zpracovani CRF.

b. Reports. As required by the applicable
IRB, EC or regulatory bodies, Institution and
Principal Investigator shall submit any reports
relating to the Study to the IRB, EC and/or
regulatory bodies with copies thereof to
Sponsor and CRO.

b. Zpravy. Poskytovatel a  hlavni
zkousSejici predlozi jakékoli zpravy tykajici se
studie IRB, EK a/nebo kontrolnim organtim v
souladu s pozadavky pfislusné IRB, EK nebo
kontrolnich uradi a jejich kopie preda
zadavateli a CRO.

C. Adverse Events. Institution and
Principal Investigator shall report and track all
adverse events (“AEs”) (as such term is
defined in the Protocol) in compliance with the
Protocol and Applicable Laws. Institution and
Principal Investigator shall be responsible for
updating all AEs, including any serious or
expedited safety reports.

c. Nezadouci piihody. Poskytovatel a
hlavni zkouSejici ohlasi vSechny nezadouci
ptihody (,,AE®) (dle definice tohoto vyrazu
uvedené v protokolu) a budou je sledovat v
souladu s protokolem a platnymi pravnimi
ptedpisy. Poskytovatel a hlavni zkouSejici
odpovidaji za aktualizaci udaji o AE, vcetn¢
zprav o vSech zavaznych AE nebo spéSnych
bezpecnostnich zprav.

d. Sponsor Safety Reporting. As required
by Applicable Laws, CRO and/or Sponsor will
promptly notify Institution and Principal
Investigator of any monitoring or inspection
findings that could affect the safety of Study
subjects or their willingness to continue
participating in the Study, materially influence
the conduct of the Study, or alter the
IRB’s/EC’s approval to continue the Study.

d. Podévani zprdv o  bezpecnosti
zadavatelem. CRO a/nebo zadavatel budou
souladu s platnymi pravnimi ptedpisy
neprodlen¢  informovat poskytovatel a
hlavniho zkousejiciho o jakychkoli poznatcich
z monitorovani nebo inspekce, které by mohly
mit vliv na bezpe€nost subjektl hodnoceni
nebo na jejich ochotu pokracovat v ucasti ve
studii, zasadn¢ ovlivnit provadéni studie nebo
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zmeénit schvaleni pokracovani studie ze strany
IRB/EK.

e. Record Retention. Institution and
Principal Investigator shall retain all data
generated in the course of the Study (including
documents referenced in Section 5(a) above)
for the period of 25 (twenty-five) years as
required by applicable local regulatory
requirements. Institution and Principal
Investigator shall determine the disposition of
the data after such retention period in
accordance with its internal policies and any
other of its legal or regulatory requirements.
For the avoidance of doubt, Institution and
Principal Investigator are deemed to have
possession, custody, and control of Essential
Documents, including Source Documents, as
referenced and defined in the ICH. This
Section (Records and Reports; Record
Retention) shall survive the expiration or
termination of this Agreement.

e. Archivace zaznamu. Poskytovatel a
hlavni zkousejici budou archivovat veskeré
udaje vytvofené v prubchu studie (véetné
dokumentl uvedenych v odstavci 5, pism. a
vyse) po dobu 25 (dvaceti péti) let v souladu s
pfislusnymi mistnimi regulacnimi pozadavky.
Poskytovatel a hlavni zkouSejici v souladu se
svymi internimi zasadami a dal§imi pozadavky
pravnich pfedpisti nebo kontrolnich ufadi ur¢i,
jak bude stakovymi udaji po uplynuti
archivaéniho obdobi naklddano. Aby se
pfedeslo pochybnostem, ma se za to, Ze
poskytovatel a hlavni zkousejici jsou vlastniky
nezbytnych dokumentl, vcetné zdrojovych
dokumentd, tak jak jsou uvadény a definovany
v ICH, a maji tyto dokumenty v drzeni a pod
kontrolou. Toto ustanoveni (,,Z4znamy a
zpravy*; ,,Archivace zadznamu*) pietrva i po
ukonceni této smlouvy nebo po vyprseni jeji
platnosti.

6. Term and Termination. 6. Doba platnosti smlouvy a jeji
a. Term. This Agreement shall be | a. Doba platnosti smlouvy. Tato smlouva

effective as of the Effective Date until the
completion of the Study, unless it is earlier
terminated in accordance herewith.

bude u¢innd ode dne uUcinnosti do dokondéeni
studie, pokud nebude ukoncena diive Vv
souladu s timto ustanovenim.

b. Termination. Sponsor and/or CRO may
terminate this Agreement:

b. Ukoncéeni. Zadavatel a/nebo CRO
mohou tuto smlouvu ukongéit:

1. upon thirty (30) days written notice to
Institution and Principal Investigator for any
reason; or

1. z jakéhokoli divodu pisemnym
oznamenim  poskytovateli a  hlavnimu
zkousejicimu se lhitou tficeti (30) dnti; nebo

11. immediately upon written notice to
Institution and Principal Investigator if any of
the following conditions occur:

l. okamzit¢  pisemnym  ozndmenim
poskytovateli a hlavnimu zkouSejicimu v
pfipadé, ze bude splnéna kterdkoli z dale
uvedenych podminek:

A. if the authorization and approval to
perform the Study is not granted or withdrawn

A. pokud kontrolni fad neudéli svoleni k
provedeni studie a schvaleni jejiho provedeni
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by any regulatory agency or the cessation of
the Study is a requirement of the applicable
IRB or EC;

nebo pokud budou tyto odebrany, nebo pokud
pfislusna IRB nebo EK vznese zadost o
zastaveni studie;

B. if animal, human, or toxicological test
results, or the emergence of any AE, in the
opinion of Sponsor, support termination of the
Study;

B. pokud vysledky testl na zvifatech,
lidskych testl nebo toxikologickych textl
nebo vyskyt jakékoli nezadouci piihody podle
nazoru zkousSejiciho podporuji ukonceni
studie;

C. if Principal Investigator, Institution, or
Personnel fail to comply with the terms of the
Protocol, Applicable Laws, or otherwise
breaches a material term of this Agreement;

C. pokud hlavni zkouSejici, poskytovatel
nebo personal nedodrzi podminky protokolu ¢i
platnych pravnich ptfedpisti nebo jinak porusi
zasadni podminku této smlouvy;

D. if, for any reason, Principal
Investigator is unwilling or unable to continue
to serve as the principal investigator and a
successor, acceptable to both the Institution
and Sponsor, is not available; or

D. pokud hlavni zkouSejici neni =z
jakéhokoli divodu ochoten nebo schopen
nadale puasobit ve své pozici hlavniho
zkousejiciho a neni k dispozici jeho nastupce,
ktery by byl pfijatelny pro poskytovatel i
zadavatele; nebo

E. in the event CRO or Sponsor receives
any information which it, in good faith,
determines to be evidence of an actual, alleged,
possible or potential breach by Institution or of
Principal Investigator of any representation or

E. v ptipadé, ze CRO nebo zadavatel
obdrzi jakékoli informace, o nichz v dobré viie
rozhodnou, ze jsou dikazem skute¢ného,
domnélého, mozného nebo potencialniho
poruseni jakéhokoli prohlaSeni ¢i zaruky v této

warranty in this Agreement. smlouvé ze strany poskytovatele nebo
hlavniho zkousejiciho.

c. Obligations upon Termination or | c. Zavazky po ukonceni smlouvy nebo

Expiration. vyprseni jeji platnosti.

1. In the event of any termination or | i. V piipadé¢ ukonceni této smlouvy

expiration of this Agreement and in addition to
any obligations otherwise included in this
Agreement, Institution and  Principal
Investigator shall: (i) promptly return to CRO
or its designee any unused materials related
hereto, including, but not limited to,
Equipment (hereinafter defined), Study
Drug(s), comparator drug(s), if applicable, or,
upon Sponsor’s approval, Institution and

nebo vyprseni jeji platnosti a navic k zdvazkiim
jinak obsazenym v této smlouvé poskytovatel
a hlavni zkousejici: (i) ithned vrati CRO nebo
jeji  povéiené osobé veskeré nepouzité
materiadly souvisejici s touto smlouvou, mimo
jiné vcetn¢ vybaveni (definovaného nize),
hodnoceného ptipravku/hodnocenych
pfipravki  ¢i  piipadné  srovnavaciho
ptipravku/srovnavacich ptipravkd, nebo po

Principal Investigator will destroy such Study | schvéaleni zadavatelem takovy hodnoceny
Drug(s) and/or comparator drug(s) and send | ptipravek/hodnocené  piipravky  a/nebo
proof of destruction to Sponsor, at Sponsor’s | srovnavaci piipravek/srovnavaci ptipravky
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reasonable expense (in accordance with
Exhibit A); (ii) within thirty (30) days
following such termination or expiration,
provide CRO with all Study data, CRFs not
already submitted and all related queries,
regardless of whether complete or not; and
(i11) immediately upon notice of such
termination, cease enrolling subjects in the
Study and discuss the on-going treatment
needs of Study subjects to ensure continuity of
care, as appropriate.

zni¢i a zaSlou zadavateli ditkaz o takovém
zniceni na pfiméfené naklady zadavatele (v
souladu s ptilohou A); (ii) do tficeti (30) dnli
po takovém ukonceni smlouvy nebo vyprSeni
jeji platnosti poskytnou CRO veskeré udaje ze
studie, CRF, které jest¢ nebyly ptedlozeny, a
veskeré souvisejici dotazy, a to bez ohledu na
to, zda jsou kompletni, ¢i nikoli; a (iii)
okamzit¢ po oznameni o takovém ukonceni
pfestanou do studie zafazovat subjekty
hodnoceni a projednaji potieby subjekti
hodnoceni, pokud jde o pokracujici 1é€bu, aby

byla v pfisluSnych piipadech zajiSténa
kontinuita péce.
1l. In the event that this Agreement is | ii. V ptipadé, ze bude tato smlouva

terminated, CRO will be responsible for
compensating Institution for actual services
performed in accordance with the terms of this
Agreement and reasonable non-cancellable
expenses committed prior to notice of
termination if such expenses were committed
in accordance with the terms of this
Agreement.  Institution and  Principal
Investigator each understand that failure to
resolve discrepancies, errors or other required
information collected as part of the Study may
result in payment being withheld until
reasonable resolution is reached by the Parties.

ukoncena, bude CRO odpovédna za vyplaceni
odmény poskytovateli za sluzby skutecné
provedené¢ v souladu s podminkami této
smlouvy a za pfiméfené nezruSitelné vydaje
vzniklé pfed ozndmenim o ukonceni smlouvy,
pokud takové vydaje vznikly v souladu s
podminkami této smlouvy. Poskytovatel a
hlavni zkousSejici si jsou védomi toho, Ze
pokud nebudou odstranény rozpory ¢i chyby
nebo doplnény dalSi pozadované informace
ziskané v ramci studie, miZze to mit za nasledek
zadrzeni platby do doby, nez smluvni strany
doséhnou odpovidajiciho feseni.

1. This Section (Term and Termination;
Obligations upon Termination or Expiration)
shall survive the expiration or termination of
this Agreement.

1il. Toto ustanoveni (,,Doba platnosti
smlouvy a jeji ukonceni; ,,Povinnosti po
ukonceni smlouvy nebo vyprSeni jeji
platnosti®) pfetrva i po ukonceni této smlouvy
nebo po vyprseni jeji platnosti.

7. Compensation. 7. Odména.

a. Payment. In consideration for | a. Platba. V souvislosti s plnénim této
Institution and Principal Investigator’s | smlouvy  poskytovatelem a  hlavnim
performance pursuant to this Agreement, CRO | zkouSejicim CRO uhradi poskytovateli

shall pay Institution for actual services
performed as stated in the detailed Study
budget attached hereto as Exhibit A
(“Payment Schedule”). All payments shall be
payable to the Institution. Neither CRO nor

skuteén¢ provedené sluzby v souladu s
rozpoctem studie, ktery je k této smlouvé
pfipojen jako pfiloha A (,harmonogram
plateb®). VsSechny platby budou splatné
poskytovateli. CRO ani zadavatel nejsou podle
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Sponsor shall have any obligation to make any
payments to Principal Investigator pursuant to
this Agreement. The beneficiary details form is
attached hereto as Exhibit B (“Beneficiary
Details Form™).

této smlouvy povinni provést Zadné platby ve
prospéch hlavniho zkousejiciho. Formulaf
Udaje ptijemce platby tvoii piilohu B (,,Udaje
prijemce platby*)

b. Third Party Payer. Institution and
Principal Investigator shall not submit or cause
to be submitted any request for reimbursement
to a Study subject, federal or state health care
program or third party payer for services,
products or expenses that are paid for or
provided in connection with this Agreement.

Platby tfeti stranou. Poskytovatel ani
hlavni zkouSejici neptfedlozi ani neumozni
ptedlozeni jakékoli zadosti o uhradu subjektu
hodnoceni, narodnimu nebo  statnimu
programu zdravotni péce nebo treti stran¢ za
sluzby, produkty nebo vydaje, které jsou v
souvislosti s touto smlouvou zaplaceny nebo
poskytnuty.

c. Fair Market Value. The Parties
acknowledge and agree that the compensation
herein represents the fair market value for the
Study, and has not been determined in a
manner that takes into account the volume or
value of any business otherwise generated
between the Parties.

c. Spravedliva trzni cena. Smluvni strany
potvrzuji a souhlasi s tim, Ze odména podle této
smlouvy pfedstavuje spravedlivou trzni cenu
za studii a nebyla stanovena zptisobem, ktery
by bral v 1uvahu objem nebo hodnotu
jakéhokoli obchodu jinak vzniklého mezi
smluvnimi stranami.

8. Equipment. CRO or its designee may
provide certain equipment to Institution and
Principal Investigator, a description of which
and the terms of the use of which shall be
attached hereto as Exhibit C, if necessary,
(collectively, the “Equipment”) solely for use
in performance of the Study.

8. Vybaveni. CRO nebo jeji povéfena
osoba muze poskytovateli a hlavnimu
zkouSejicimu poskytnout uréité vybaveni,
jehoz popis a podminky pouziti budou podle
potieby piipojeny k této smlouvé jako ptiloha
C, (souhrnn¢ dale jako ,,vybaveni*) pouze pro
pouziti pfi provadéni studie.

9. Confidential Information.

9. Duvérné informace.

a. Confidential Information. All
information provided to Institution and/or
Principal Investigator or developed and/or
discovered by Institution and/or Principal
Investigator pursuant to this Agreement,
including, but not limited to, the Protocol, the
investigator’s brochure, and all materials, data,
and reports generated in connection with the
Study, including, but not limited to, Study data
and CRFs (collectively “Confidential
Information™) is confidential. Confidential
Information is the sole and exclusive property
of Sponsor. Notwithstanding the foregoing,

a. Duvérné informace. Vsechny
informace poskytnuté poskytovateli a/nebo
hlavnimu zkousejicimu nebo vytvofené a/nebo
zjisténé poskytovatelem a/nebo hlavnim
zkousejicim podle této smlouvy, mimo jiné
vcetn¢ protokolu, souboru informaci pro
zkousejiciho a veskerych materiali, udaji a
zprav vytvofenych v souvislosti se studii,
mimo jiné vcetné¢ udaji ze studie a CRF
(souhrnné dale jako ,,ddvérné informace®)
jsou duvérné. Duvérné informace jsou
vyhradnim a  vyluénym  vlastnictvim
zadavatele. Poskytovatel si bez ohledu na vyse
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Institution shall retain ownership to Study | uvedené  podrzi  vlastnictvi  zdravotni
subject medical records. dokumentace subjektii hodnoceni.
b. Confidentiality Obligations. Institution | b. Zavazky zachovavat davérnost

and Principal Investigator agree to hold
Confidential Information in confidence and
shall not disclose Confidential Information to
any third party or use such Confidential
Information for any purpose other than the
performance of this Agreement, without the
prior written consent of Sponsor. Institution
and Principal Investigator shall be permitted to
disclose Confidential Information only (i) to
those Personnel who have a need to know and
who are bound by an obligation of
confidentiality, or (ii) which is required to be
disclosed to potential Study subjects during the
recruitment process to obtain informed
consent, or (iii) which is required to be
disclosed to Study subjects who are or were
enrolled in the Study, or their lawful
representatives, solely in order to maintain
informed consent or as the Confidential

informaci. Poskytovatel a hlavni zkousSejici

souhlasi s tim, ze =zachovaji divérnost
davérnych informaci a nesdéli daveérné
informace Zzadné tfeti strané ani takové
divérné  informace  bez  ptedchoziho

pisemného souhlasu zadavatele nepouziji k
zadnym jinym ucelim nez k plnéni této
smlouvy.  Poskytovateli ~a  hlavnimu
zkousejicimu bude povoleno sdélovat diivérné
informace pouze (i) persondlu, ktery je
potfebuje znat a ktery je vazan povinou
mlcenlivosti; nebo (ii) které je nutné sdélit
potencidlnim subjektim hodnoceni béhem
naboru pro ucely ziskdni informovaného
souhlasu; nebo (iii) které¢ je nutné sdélit
subjektim hodnoceni, jez jsou nebo byly
zatazeny do studie, nebo jejich zdkonnym
zastupcim, a to pouze pro udrzeni
informovaného souhlasu nebo pokud diivérné

Information relates to their health or safety. informace souviseji s jejich zdravim ¢i
bezpecnosti.
c. Exceptions. The obligations of | c. Vyjimky. Zavazky zachovavat

confidentiality and non-use contained herein
shall not apply to the portion of the
Confidential Information which:

davérnost informaci a nepouzivat je, které jsou
obsazeny v této smlouvé, se nevztahuji na tu
¢ast davérnych informaci, ktera:

1. is known to Institution and Principal
Investigator prior to disclosure hereunder, as

1. je  poskytovateli a  hlavnimu
zkousejicimu znama pred ziskanim udaju

evidenced by competent written records; podle této smlouvy, jak je doloZeno
pfislusnymi pisemnymi zdznamys;
1l. is, at the time of disclosure hereunder, | ii. je v dobé sdéleni podle této smlouvy

or thereafter, becomes publicly available
through no breach of this Agreement by
Institution and Principal Investigator;

nebo poté vetejn¢ dostupnd, aniz by tomu tak
bylo z dGvodu poruseni této smlouvy
poskytovatelem a hlavnim zkousejicim;

iil. was rightfully received before or after
disclosure hereunder, from a third party
entitled to disclose such information on a non-
confidential basis;

iii. byla pted sdélenim podle této smlouvy
nebo poté zakonné¢ obdrzena od tfeti strany,
ktera byla opravnéna takové informace §ifit na
neduveérném zakladé;
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v. can be proven by written records to
have been independently developed by
Institution and Principal Investigator without
the use of, or reference to, Confidential
Information; or

iv. u niZ muze byt pisemnymi zdznamy
prokdzano, Zze byla nezavisle vytvofena
poskytovatelem a hlavnim zkouSejicim bez
pouziti divérnych informaci nebo odkazu na
né; nebo

V. is required by Applicable Laws to be
disclosed, provided that Institution and
Principal Investigator give Sponsor and CRO
prompt written notice of such requirement, and
assistance as necessary, such that Sponsor
shall have the opportunity to apply for a
protective order, or for confidential treatment
of such Confidential Information, and, if such
order is not obtained, only the minimum
amount of Confidential Information to satisfy
such requirement will be disclosed.

v. u niz je platnymi pravnimi predpisy
vyzadovano sdileni za predpokladu, ze
poskytovatel a hlavni zkouSejici takovy
pozadavek bezodkladné pisemné ozndmi
zadavateli a CRO a poskytnou mu potifebnou
asistenci, aby mél zadavatel ptilezitost pozadat
o ochranny ptikaz nebo o divérné nakladani s
takovymi duvérnymi informacemi, a pokud
takovy prikaz nebude ziskan, bude sdéleno
pouze minimalni mnozstvi  davérnych
informaci, které tento pozadavek uspokoji.

d. Emergency. In the event that a Study
subject requires emergency medical care,
Institution and Principal Investigator may
disclose Confidential Information on a “need-
to-know” basis to those medical professionals
directly involved in providing such emergency
care, but only to the extent reasonably
necessary to treat such subject. Institution and
Principal Investigator shall inform such
medical professionals receiving Confidential
Information pursuant to the foregoing of the
confidential nature of the Confidential
Information disclosed. Any such disclosures
made in accordance with this paragraph shall
not otherwise relieve Institution and Principal
Investigator of their confidentiality obligations
contained herein as they relate to such
information.

d. Akutni ptipady. V ptipad¢€, Ze subjekt
hodnoceni bude potiebovat akutni lékatskou
péci, poskytovatel a hlavni zkouSejici mohou
zdravotnickym pracovnikim, ktefi je potfebuji
znat, protoze se piimo podileji na takové
akutni péci, sdelit potiebné divérné informace,
avSak pouze v mife pfiméfené nutné pro lécbu
takového subjektu hodnoceni. Poskytovatel a
hlavni zkousSejict budou takového
zdravotnického pracovnika, ktery davérné
informace obdrzi podle vySe uvedenych
ustanoveni, informovat o duvérném charakteru
sdélenych divérnych informaci. Jakékoli
takové sdéleni divérnych informaci provedené
v souladu s timto odstavcem jinak nezbavuje
poskytovatel a hlavniho zkousSejiciho jejich
zavazkl zachovavat divérnost obsazenych v
této smlouvé, protoze s takovymi informacemi
souviseji.

e. Return of Confidential Information.
Upon termination or expiration of the
Agreement and at the written request of CRO
or Sponsor, Institution and Principal
Investigator shall return to CRO all
Confidential Information in tangible form,
including any and all copies thereof, except

e. Vréceni divérnych informaci.
Poskytovatel a hlavni zkousSejici po ukonceni
této smlouvy nebo po vyprseni jeji platnosti a
na pisemnou zadost CRO nebo zadavatele vrati
CRO vsechny davérné informace v hmotné
podobé, vcetné veskerych kopii; poskytovatel
a hlavni zkousejici si vSak mohou ponechat
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Institution and Principal Investigator may
retain one (1) copy of such Confidential
Information, solely to determine the scope of
their obligations hereunder save that in either
case such retained Confidential Information
shall be retained on a confidential basis.

jednu (1) kopii takovych davérnych informaci,
a to vyhradné pro stanoveni rozsahu svych
zavazkl vyplyvajicich z této smlouvy, pfi¢emz
v kazdém z téchto ptipadid budou takové
archivované duvérné informace uchovavany
na divérném zaklade.

f. Survival. Institution’s and Principal
Investigator’s obligations under this Section
(Confidential Information) shall survive the
expiration or termination of this Agreement for
a period of ten (10) years.

f. Pretrvani platnosti ustanoveni.
Zavazky poskytovatele a hlavniho
zkousejiciho vyplyvajici z tohoto ustanoveni
(Davérné informace) pretrvaji po dobu deseti
(10) let po ukonceni této smlouvy nebo
vyprseni jeji platnosti.

10. Inventions. 10. Vynilezy.
a. Existing Intellectual Property. The | a. Existujici duSevni vlastnictvi. Smluvni

Parties recognize and understand that the
existing inventions and technologies owned by
or licensed to Institution, Principal
Investigator, Sponsor, or CRO are their
separate property, respectively, and are not
affected by this Agreement and no Party shall
have any claims to, or rights in, such existing
inventions and technologies of the other
Parties.

strany uzndvaji a berou na védomi, Ze
existujici vynalezy a technologie, které jsou
vlastnictvim poskytovatele, hlavniho
zkousejiciho, zadavatele nebo CRO nebo na
néZ maji poskytovatel, hlavni zkouSejici,
zadavatel nebo CRO ud¢lenou licenci, jsou
jejich samostatnym majetkem, tato smlouva se
na n¢ nevztahuje a zddna smluvni strana nema
narok na takové existujici vyndlezy a
technologie ostatnich smluvnich stran ani k
nim nema zadnd prava.

b. Inventions. Any invention, data,
discovery, process, know-how, or
improvements made or developed as a result of
the Study or related to the Study Drug (whether
or not patentable) (each an “Invention’) shall
be promptly reported to Sponsor and shall be
deemed the property of Sponsor. Institution,
Principal Investigator, and Personnel hereby
assign to Sponsor or its designee all right, title,
and interest in and to Inventions and
Institution,  Principal  Investigator  and
Personnel shall execute any documents as
Sponsor may reasonably request in order to
secure and enforce its rights hereunder.
Sponsor or its designee shall have full power
and authority to file and prosecute patent
applications  claiming such Inventions

b. Vynélezy. Jakykoli vynalez, udaje,
objev, proces, know-how nebo vylepSeni
provedena nebo vyvinutd v disledku studie
nebo souvisejici s hodnocenym piipravkem
(bez ohledu na to, zda jsou patentovatelné, ¢i
nikoli) (kazdy dale jako ,,vynalez*) budou
okamzit¢ nahldSena zadavateli a budou
povazovdana  za  majetek  zadavatele.
Poskytovatel, hlavni zkouSejici a personal
timto postupuji zadavateli a jeho povéfené
osob¢ veskera prava a naroky k vynaleztim a
podily na vynalezech a podepisi jakékoli
dokumenty, které muze zadavatel divodné
pozadovat pro zajiSténi a uplatnéni svych prav
podle této smlouvy. Zadavatel nebo jeho
poveéfend osoba maji plnou pravomoc a
opravnéni zpracovat a predlozit patentové
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throughout the world and Institution, Principal
Investigator, and Personnel agree to do all
things reasonably necessary to assist Sponsor
in obtaining and enforcing any patents thereon,
at Sponsor’s reasonable expense.

ptihlasky k takovym vyndlezim na celém
svét¢ a poskytovatel, hlavni zkouSejici a
persondl souhlasi s tim, ze u¢ini vSechny véci,
které jsou pfiméfené¢ nezbytné k tomu, aby
zadavateli napomohli pfi nasledném ziskéani a
vymahani patenti na piiméfené naklady
zadavatele.

c. Survival. The obligations described in
this Section (Inventions) shall survive the
expiration or termination of this Agreement.

c. Pietrvani platnosti ustanoveni.
Zavazky uvedené v tomto ustanoveni
(,,Vynalezy*) ptetrvaji i po ukonceni této
smlouvy nebo po vyprseni jeji platnosti.

11. Representations and Warranties. 11. ProhlaSeni a zaruky.
a. Authorizations. a. Svoleni.
1. Each Party represents and warrants that | 1. Kazda smluvni strana prohlasuje a

it has the requisite authority and rights to enter
into this Agreement;

zarucuje, Ze ma potiebnou pravomoc a pravo
uzaviit tuto smlouvu.

il. Institution and Principal Investigator
each represents and warrants it/he/she has
obtained or will obtain, and thereafter, will
maintain, for the term of this Agreement, all
licenses, authorizations, approvals, and
reviews required by Applicable Laws in order
to conduct the Study;

ii. Poskytovatel 1 hlavni zkouSejici
prohlasuji a zarucuji, ze kazdy z nich obdrzel
nebo obdrzi a poté po dobu platnosti smlouvy
bude udrzovat v platnosti veskeré licence,
svoleni, schvéleni a pfezkoumani vyzadovana
platnymi pravnimi predpisy pro provedeni
studie.

1ii. Sponsor represents and warrants it has
obtained or will obtain, and thereafter, will
maintain, for the term of this Agreement, those
Study-related authorizations and approvals as
required by Applicable Laws for sponsorship
of clinical trials.

1il. Zadavatel prohlasuje a zarucuje, Ze
obdrzel nebo obdrzi a poté po dobu platnosti
smlouvy bude udrzovat v platnosti svoleni a
schvaleni souvisejici se studii v souladu s
pozadavky platnych pravnich ptedpist pro
zadédvani klinickych hodnoceni.

b. Exclusion and Debarment.

Vylouceni a zakaz odborné ¢innosti.

(b)

1. Each Party represents and
warrants that it/he/she has not been excluded
and/or banned by any relevant regulatory
agency from carrying out clinical trials or from
participation in any national, federal, state, or
local health care program;

1. Kazda smluvni strana prohlasuje
a zaruCuje, Ze nebyla zddnym pfisluSnym
kontrolnim organem vyloucena z provadéni
klinickych hodnoceni nebo =z ucasti v
jakémkoli ndrodnim, federalnim, staitnim nebo
mistnim programu zdravotni péce a/nebo Ze ji
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provadéni klinickych hodnoceni nebo Ze ji
ucast v nich nebyla zakazana.

1i. Institution and Principal
Investigator each represent and warrant that
Institution and Principal Investigator and
its/his/her respective Personnel have not been
debarred, convicted of a crime for which a
person can be debarred under any Applicable
Laws, or disciplined by any relevant regulatory
agency;

1l Poskytovatel i hlavni zkousejici
prohlasuji a zarucuji, Ze jim ani jejich
pfisluSnému persondlu nebyla zakazana
odbornd cCinnost, ze nebyli usvédceni z
trestného ¢inu, za ktery je mozné podle
platnych pravnich ptedpisi udélit zakaz
odborné ¢innosti a Ze proti nim nebylo vedeno
disciplinarni  fizeni Zzaddnym  piisluSnym
kontrolnim orgédnem.

1ii. If the Institution, IRB or EC, any
independent institutional review board or
ethics committee utilized by the Institution, or
any regulatory agency commences an
investigation of, or takes any action against,
the Principal Investigator or Personnel, upon
knowledge of the investigation or action taken,
Institution shall promptly notify Sponsor.
Upon the occurrence of such event, whether or
not such notice is given, Sponsor may
immediately terminate this Agreement.

1ii. Pokud poskytovatel, IRB nebo
EK, jakékoli nezdvisld instituciondlni
hodnotici komise nebo etickd komise
pouzivand poskytovatelem nebo jakykoli
kontrolni organ zahdji Setfeni nebo podnikne
jakékoli kroky proti hlavnimu zkousSejicimu
nebo persondlu, poskytovatel o tom bude
neprodlené¢ informovat zadavatele. Po vyskytu
takové udalosti miize zadavatel tuto smlouvu
ukoncit, a to bez ohledu na to, zda mu bylo
takové oznameni poskytnuto, ¢i nikoli.

c. Anti-Bribery and Anti-Corruption. C. Boj proti uplatkatstvi a korupci.

1. Each Party represents and warrants | i. Kazdd smluvni strana prohlasuje a
that: zarucuje, ze:

A. this Agreement has not been provided | A. tato smlouva nebyla se poskytovatelem

as an incentive to, or in exchange or as a
reward for, Institution and/or Principal
Investigator using, purchasing, or prescribing
any Sponsor products, or to obtain for or to
confer on Sponsor any other improper
advantage; and

a/nebo hlavnim zkouSejicim uzaviena jako
pobidka, vyménou za pouzivani, zakoupeni
nebo predepisovani jakychkoli vyrobkil
zadavatele ani jako odména za né, nebo pro
ziskani jiné nepatfi¢né vyhody pro zadavatele
¢1 udéleni nepatiicné vyhody zadavateli; a

B. it/he/she shall at all times be bound by
and strictly comply with Applicable Laws and
local and applicable industry codes which
restrict or prohibit the improper giving of
anything of value to, or the receipt of anything
of value by, any official, agent or employee of
any government, political party or public

B. bude vzdy vazana platnymi pravnimi
predpisy a mistnimi a platnymi oborovymi
kodexy, které omezuji nebo zakazuji nevhodné
poskytovani ¢ehokoli hodnotného nebo pfijeti
¢ehokoli hodnotného ufednikem, zmocnénou
osobou nebo zaméstnancem jakékoli vladni
organizace, politické strany nebo vefejné
mezindrodni organizace, jakymkoli
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international organization, any candidate for
public office, or any health care professional.

kandidatem na vefejny ufad nebo jakymkoli
zdravotnickym pracovnikem, a bude je ptisné
dodrzovat.

il. Institution and Principal Investigator
each represents and warrants that its/his/her
invoices and any necessary supporting
documentation are truthful and accurately
describe the nature of any services provided
under this Agreement.

il. Poskytovatel 1 hlavni zkousejici
prohlasuji a zarucuji, Ze jejich faktury a
nezbytna podpirnd dokumentace odpovidaji
pravdé a piesné popisuji povahu jakychkoli
sluzeb poskytovanych podle této smlouvy.

d. Notification. During the term of this
Agreement and for one (1) year thereafter,
Institution and Principal Investigator shall
promptly notify Sponsor of the occurrence of
any fact or event, which would render any
representation or warranty in this Section
(Representations and Warranties) incorrect or
misleading.

d. Oznameni. Poskytovatel a hlavni
zkousSejici béhem platnosti této smlouvy a
jeden (1) rok poté budou neprodlené
informovat zadavatele o vyskytu jakékoli
skutecnosti nebo piihody, které by ucinily
jakékoli prohlaSeni ¢i zdruku v tomto
ustanoveni  (,,ProhlaSeni a  zaruky*)
neptesnymi nebo zavadéjicimi.

e. Effect of Breach. In the event of
termination for breach of this Section
(Representations and Warranties), neither
Sponsor nor CRO shall have any liability to
Institution and Principal Investigator for any
charges, fees, reimbursements, or other
compensation or claims under this Agreement,
including for services previously performed,
and Institution and Principal Investigator shall
be responsible for any loss, cost, claim,
liability, penalty, or damage Sponsor and/or
CRO may incur resulting from the breach of
this Section (Representations and Warranties).

e. Uginek poruseni. V piipadé ukondeni
smlouvy z diivodu poruSeni tohoto ustanoveni
(,,Prohlaseni a zaruky*) zadavatel ani CRO
nenesou vuci poskytovateli a hlavnimu
zkousejicimu  odpovédnost za  jakékoli
poplatky, odmény, tthrady nebo jiné ndhrady ¢i
naroky vyplyvajici z této smlouvy, véetné téch
splatnych za jiz provedené sluzby, a
poskytovatel a hlavni zkousejici odpovidaji za
jakoukoli ztratu, naklady, narok, zéavazek,
postih nebo Skodu, ktera muze zadavateli
a/nebo CRO vzniknout v disledku poruseni
tohoto ustanoventi (,,Prohlaseni a zaruky*).

f. Investigation. In the event that a Party
reasonably believes there has been any
misconduct in relation to the Study, any Party
shall provide all reasonable assistance to any
investigation into any alleged research
misconduct undertaken by or on behalf of a
Party, the results of which shall, subject to any

f. Setieni. V ptipadg, Ze se smluvni strana
oduvodnéné domniva, ze v souvislosti se studii
doslo k jakémukoli pochybeni, smluvni strany
poskytnou veskerou pfiméfenou pomoc pii
jakémkoli Setfeni Udajného pochybeni pii
vyzkumu provadéném smluvni stranou nebo
jejim jménem, jehoz vysledky si smluvni

obligations of confidentiality, be | strany mezi sebou oznami za dodrzeni zavazku
communicated among the Parties. zachovani divérnosti.
12. Investigator _Financial Interests. | 12. Finan¢ni zajmy zkousSejiciho. Hlavni

Principal Investigator will, and Institution shall

zkousSejici poskytne a poskytovatel zajisti, Ze
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ensure that co-investigators/sub-investigators
involved in the Study at Institution will,
provide CRO with the appropriate financial
disclosures required for compliance with
Applicable Laws on forms as Sponsor or its
designee may supply or approve. During the
term of the Agreement, and for one (1) year
thereafter, Institution  and  Principal
Investigator shall promptly notify Sponsor of

spoluzkousejici, kteti se podileji na studii u
poskytovatele, poskytnou CRO pfislusna
financni prohlaSeni potfebnd pro dodrzeni
platnych pravnich pfedpisi, a to na
formularich, jez muze zadavatel nebo jeho
povétena osoba dodat ¢i schvalit. Poskytovatel
a hlavni zkouSejici béhem platnosti této
smlouvy a jeden (1) rok poté budou zadavatele
neprodlen¢ informovat o vyskytu jakékoli

any material change in the information | zdsadni zmény v informacich sdélenych v
disclosed on a previous form. predchozim formuléfi.

13.  Publications. 13.  Publikace.

a. Publication. The Parties agree that the | a. Publikovéani. Smluvni strany souhlasi s

first publication or presentation of the Study’s
results shall only be made as a part of a primary
manuscript based on the results obtained by all
Study sites conducting the Protocol. Primary
manuscript describes at the minimum the
methods and results of the primary Study
outcome(s) and safety data as defined in the
Protocol and pre-specified data analysis plans.
Submission of publications based on data
subsets  from  individual institutions
participating in the Study must not precede the
primary manuscript, and such publications
must reference the primary manuscript. After
such primary manuscript or, if a primary
manuscript has not been submitted within
eighteen (18) months of the completion of a
Study at all other sites (completion being the
“Last Subject Last Visit” date), Institution and
Principal Investigator shall have the right to
publish or present Study results obtained at
Institution, subject to the terms of this
Agreement.

tim, ze prvni zvefejnéni nebo prezentace
vysledkl studie budou provedeny pouze jako
soucast primarniho rukopisu zalozen¢ho na
vysledcich ziskanych vSemi pracovisti studie
provadéjicimi  protokol. Primarni rukopis
popisuje alespon metody a vysledky z
primarnich zavéra studie a idaje o bezpecnosti
tak, jak jsou definovany v protokolu, a ptredem
specifikované plany analyzy dat. Predlozeni
publikaci zaloZenych na podskupinach udajt z
jednotlivych zdravotnickych zafizeni, ktera se
studie UcCastni, nesmi pfedchazet primarnimu
rukopisu, a takové publikace museji obsahovat
odkaz na priméarni rukopis. Poskytovatel a
hlavni zkousejici maji pravo po takovém
primarnim rukopisu, nebo pokud nebyl
primarni rukopis pfedloZzen do osmnécti (18)
mesicli od dokonceni studie na vSech ostatnich
pracovistich (dokonc¢enim je datum ,,posledni
navstévy posledniho subjektu hodnoceni®),
zvetejnit nebo prezentovat vysledky studie
ziskané ve poskytovateli, a to podle podminek
této smlouvy.

b. Review and Comment. Prior to any
publication or presentation based on data
subsets from Institution related to this
Agreement, Institution and  Principal
Investigator shall provide Sponsor with a copy
of such proposed publication or presentation

b. Prezkoumdni a  ptfipominkovani.
Poskytovatel a hlavni zkouSejici pted
jakoukoli publikaci nebo prezentaci zaloZzenou
na podskupinach udajt ze poskytovatele, ktera
souvisi s touto smlouvou, poskytnou
zadavateli kopii takové navrhované publikace
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for review and comment at least forty-five (45)
days prior to submission for publication or
presentation for Sponsor to review and request
removal of Confidential Information. For the
purposes of publication otherwise in
accordance with the terms of this Agreement,
Confidential Information shall not include
Study results or methodology. In addition, if
requested by Sponsor, any publication or
presentation shall be delayed for a period not
to exceed sixty (60) days to allow Sponsor to
file patent applications or take other such
measures as Sponsor deems appropriate to
establish and preserve its proprietary rights.

nebo prezentace za UCelem piezkoumani a
pfipominkovani, a to alespon ctyficet pét (45)
dnti pted takovym ptedlozenim k publikovani
¢i prezentovanim, aby ji zadavatel mohl
posoudit a mohl pozddat o odstranéni
divérnych informaci. Pro tcely publikovani,
které¢ je jinak v souladu s podminkami této
smlouvy, nebudou davérné informace
zahrnovat vysledky studie ani jeji metodiku.
Kromé toho, pokud o to zadavatel pozada,
bude jakakoli publikace nebo prezentace
odlozena o dobu neptesahujici Sedesat (60)
dnii, aby zadavatel mohl podat patentové
ptihlaSky nebo pfijmout dal$i opatieni, kterd
bude povazovat za vhodna k =zajisténi a
zachovani svych vlastnickych prav.

c. Authorship and Relationship.
Institution and Principal Investigator shall, and
shall ensure that Personnel shall, (i) comply
with the International Committee of Medical
Journal  Editors (“ICMJE”)  criteria
concerning authorship and disclosure of
relationships with industry (unless the target
congress or journal has  different
requirements); and (ii) disclose in any
manuscript, journal submission, and elsewhere
as appropriate or required, any potential
conflict of interest, including any financial or
personal relationships with Sponsor, the names

c. Autorstvi a vztah. Poskytovatel a
hlavni zkousSejici budou a zajisti, Zze personal
bude (i) splhovat kritéria Mezinarodniho
vyboru  editori  1ékafskych  Casopisi
(LICMJE®), kterd se tykaji autorstvi a
zvetejiiovani vztahli s oborem (pokud cilovy
kongres nebo Casopis nema jiné pozadavky); a
(i1) zvetejni v kazdém rukopisu, ptispévku do
Casopisu a jinde, kde je to vhodné nebo nutné,
jakykoli potencidlni stfet z4jmul, vcetné
jakychkoli finan¢nich nebo osobnich vztaht se
zadavatelem, jména vSech osob, které poskytly
redakéni podporu s jakymikoli rukopisy nebo

of any individuals who have provided editorial | jinymi publikacemi, a vSechny zdroje
support for any manuscripts or other | financovani studie nebo publikace.
publications, and all funding sources for the

Study or publication.

d. Survival. The obligations described in | d. Pretrvani platnosti ustanoveni.
this Section (Publications) shall survive the | Zavazky uvedené v tomto ustanoveni

expiration or termination of the Agreement.

(,,Publikace*) pretrvaji i po ukonceni této
smlouvy nebo po vyprseni jeji platnosti.

14. Indemnification and Liability. 14.  OdSkodnéni a odpovédnost.
a. Sponsor _Indemnification. Sponsor | a. Odskodnéni ze strany zadavatele.
shall defend and indemnify Institution, its | Zadavatel bude branit a  odskodni

affiliates where the Study is being conducted,
any Additional Approved Locations, Principal

poskytovatel, jeho ptidruzené spolecnosti, v
nichz je studie provadéna, jakékoli dalsi
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Investigator, and the Personnel (hereinafter
collectively referred to as “Indemnitees” or
individually as an “Indemnitee”) from any
and all third party claims, demands, costs,
expenses (including, without limitation,
reasonable attorneys’ fees), liabilities, and/or
losses (collectively “Claims”) which may be
asserted against any Indemnitee for physical
injury, illness, or death of any Study subject to
the extent that such injury, illness, or death was
directly caused by the Study Drug or
procedures performed in accordance with the
Protocol.

schvélena mista provadéni studie, hlavniho
zkousejiciho a personal (dale spole¢né jen
,,0d§kodnéné osoby“ nebo jednotlivé jako
,0dSkodnéna osoba“) ve véci veskerych
narokli, pozadavkil, nakladt, vydaji (mimo
jiné vcetné piimétenych poplatkli za pravni
sluzby), zévazkG a/nebo ztrat tfetich stran
(souhrnné dale jako ,,naroky*), které mohou
byt vii¢i jakékoli odskodnéné osobé uplatnény
v souvislosti s ijmou na zdravi, onemocnénim
¢i umrtim subjektu hodnoceni, pokud bylo
takové onemocnéni, jma na zdravi nebo umrti
pfimo zptisobeno hodnocenym piipravkem
nebo Ukony provedenymi v souladu s
protokolem.

Sponsor’s  obligation to indemnify is
dependent upon: (i) Institution and Principal
Investigator promptly notifying Sponsor in
writing of any Claims, provided, however, any
failure to provide such prompt notice shall not
relieve Sponsor of its obligation to indemnify
hereunder except to the extent that such failure
or delay prejudices Sponsor’s ability to defend
such Claim; (i1) Indemnitees cooperating in the
handling thereof; and (iii) Sponsor having sole
control of the disposition of such Claim,
provided that no settlement of the Claim shall
include an admission of liability on the part of
an Indemnitee without such Indemnitee’s prior

Povinnost zadavatele poskytnut odskodnéni je
zavisla na tom, ze: (i) poskytovatel a hlavni

zkousejici neprodlen¢ pisemné  oznami
zadavateli  jakékoli naroky, avSak =za
pfedpokladu, Ze  neposkytnuti  tohoto

neprodlené¢ho ozndmeni zadavatele nezbavuje
povinnosti poskytnout odSkodnéni podle této
smlouvy kromé ptfipadi, kdy takové
neposkytnuti nebo opozdéné poskytnuti ohrozi
schopnost zadavatele se proti takovému naroku
branit; (ii) odSkodnéné osoby v této véci
spolupracuji; a (iii) zadavatel ma vyhradni
kontrolu nad naklddanim s takovym narokem
za predpokladu, ze vyrovnani naroku nebude

written consent, which shall not be |bez piedchoziho pisemného  souhlasu

unreasonably withheld. odskodnéné osoby zahrnovat pfiznani
odpovédnosti ze strany takové odSkodnéné
osoby, pfiCemz ten nebude bezdivodné
odepten.

b. Institution Liability. Sponsor’s | b. Odskodnéni ze strany poskytovatele.

indemnification obligations shall not apply to
the extent any Claims arise out of, and
Institution shall be liable for: (i) a material
failure by Indemnitee to adhere to the terms of
this Agreement, the Protocol or any written
instructions from Sponsor or CRO, provided,
however, a Protocol deviation that is medically
necessary to protect the health or safety of a

Zavazky zadavatele poskytnout odSkodnéni se
nevztahuji na ptipady, kdy naroky vyplynou z
nize uvedenych skute¢nosti, za néz bude
odpovédno poskytovatel: (i) zdsadni poruSeni
podminek této smlouvy, protokolu nebo
pisemnych pokyna zadavatele nebo CRO ze
strany  odSkodnéné osoby, avSak za
predpokladu, Ze odchyleni od protokolu, které
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Study subject and is consistent with prevailing
standards of medical care shall not constitute a
failure to adhere to the Protocol; (ii) violation
of Applicable Law by any Indemnitee; or
(i11) the negligence or willful misconduct of
any Indemnitee.

je z lékatského hlediska nezbytné pro ochranu
zdravi ¢i bezpecnosti subjektu hodnoceni a
odpovida béznym standardiim lékatské péce,
nebude piredstavovat poruseni protokolu; (ii)
poruseni platnych pravnich piedpist jakoukoli
odskodnénou osobou; nebo (iii) nedbalost ¢i

zameérné pochybeni jakékoli odSkodnéné
osoby.
c. CRO Liability. CRO shall be liable for | c. Odpovédnost CRO. CRO ponese

its negligence, willful misconduct or omissions
during the performance of its services under
this Agreement.

odpovédnost za svou nedbalost, zamérné
pochybeni nebo opomenuti pii poskytovani
sluzeb podle této smlouvy.

d. Survival. The obligations described in
this Section (Indemnification and Liability)
shall survive the expiration or termination of
the Agreement.

d. Pretrvani platnosti ustanoveni.
Zavazky uvedené v tomto ustanoveni
(,,OdSkodnéni a odpovédnost™) pretrvaji 1 po
ukonceni této smlouvy nebo po vyprseni jeji
platnosti.

15. Insurance. During the term of the
Agreement, Institution, Sponsor, and CRO
shall maintain insurance or a program of self-
insurance in levels sufficient to meet their
respective liabilities as set forth herein. Upon
written request, a Party shall provide the
requesting Party with a certificate of insurance
as evidence of the coverage required above.

The Sponsor represents and confirms that they
will ensure clinical trial insurance in line with
the applicable legislation.

The Institution represents that pursuant to
Section 45(2)(n) of Act No. 372/2011 Coll. on
Medical Services, as amended, they have taken
out liability insurance for damage caused
during the provision of health care.

15.  Pojisténi. Poskytovatel, Zadavatel a
CRO budou béhem doby platnosti smlouvy
udrzovat pojisténi nebo program samopojisténi
na urovni postacujici pro splnéni jejich
ptislusnych zévazka tak, jak jsou zde
stanoveny. Smluvni strana na pisemnou Zadost
poskytne smluvni strané, kterd si to vyzada,
potvrzeni o pojiSténi jako dikaz pojistného
kryti pozadovaného vyse.

Zadavatel prohlasuje a potvrzuje, ze dle platné
pravni Upravy zajisti pojisténi klinického
hodnoceni.

Poskytovatel zdravotnich sluzeb prohlaSuje, ze
ma dle § 45 odst. 2 pism. n) zakona ¢. 372/2011
Sb., o zdravotnich sluzbach, ve znéni
pozdé€jsich piredpist, wuzavienu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu
zpusobenou pii poskytovani zdravotni péce.

16. Subject Injury. Sponsor agrees to
reimburse Institution for the reasonable and
necessary costs of medical diagnosis and
treatment provided including for
hospitalization in the event that a Study subject
sustains a physical injury or illness as a direct

16.  Ujma subjektu hodnoceni. Zadavatel
souhlasi s tim, Zze poskytovateli uhradi
pfiméfené a nezbytné nadklady na diagnostiku
a lécbu, vcetn¢ hospitalizace poskytnutou v
ptipadé€, ze subjekt hodnoceni utrpi jmu na
zdravi nebo onemocni v pifimém dusledku
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result of the use of the Study Drug or
performance of any procedure required by the
Protocol, provided that: (i) the Study Drug or
required procedure was properly administered
in accordance with the Protocol and any other
written instructions provided to Institution and
Principal Investigator by CRO or Sponsor; and
(i1) the injury was not caused by the negligence
or misconduct of Institution and Principal
Investigator or Personnel. Further, Sponsor
shall not be responsible for any such medical
treatments that are due to disease progression,
pre-existing medical conditions, or underlying
disease (whether previously diagnosed or not).

pouziti  hodnocen¢ho  pfipravku  nebo
provedeni jakéhokoli ukonu vyzadovaného
protokolem, za ptedpokladu, Ze: (i) hodnoceny
ptipravek byl spravné podan nebo ze
pozadovany ukon byl spravné proveden v
souladu s protokolem a jakymikoli dalSimi
pisemnymi pokyny, které zadavatel nebo CRO
poskytli poskytovateli a hlavnimu
zkous$ejicimu; a (i) Gjma na zdravi nebyla
zptisobena nedbalosti nebo  pochybeni
poskytovatele a hlavniho zkouSejiciho nebo
personalu. Zadavatel dale nenese odpovédnost
za zadnou 1écbu, ktera je dasledkem progrese
onemocnéni, jiz existujicich zdravotnich obtizi
nebo zakladniho onemocnéni (bez ohledu na
to, zda jiz byly diagnostikovany, ¢i nikoli).

17.  Reporting. To enable Sponsor to
comply with its legal obligations, in the event
that any payment or other transfer of value
(hereinafter “payment” or “payments”) is
provided either directly or indirectly to
Institution,  Principal  Investigator, or
Personnel, or if reporting is otherwise required,
it is understood by Institution that Sponsor will
report all payments and may be required to
report other value transferred to Institution,
Principal Investigator, or Personnel under this
Agreement.  Institution and  Principal
Investigator understand that information about
payments or other value transferred to
Institution, Principal Investigator, or Personnel
by CRO may be made publicly available. The
obligations of this Section (Reporting) shall
survive the expiration or earlier termination of
this Agreement.

17.  OhlaSovaci povinnost. Poskytovatel si
je védom toho, ze v pripad¢, ze jsou jakakoli
platba nebo jiné plnéni (dale jen ,,platba“ nebo
,platby*) poskytnuty pfimo nebo nepiimo
poskytovateli, hlavnimu zkouSejicimu nebo
persondlu, nebo pokud je ohlaSeni jinak
vyzadovano, zadavatel ohléasi vSechny platby a
miZze byt povinen ohlasit dalsi pfevody hodnot

ve  prospéch  poskytovatele, hlavniho
zkousejictho nebo personalu podle této
smlouvy, aby mohl splnit své pravni

povinnosti. Poskytovatel a hlavni zkousSejici
jsou si védomi toho, ze informace o platbach
nebo jiném pievodu hodnot ve prospéch
poskytovatele, hlavniho zkousejiciho nebo
persondlu ze strany CRO mohou byt vefejné
dostupné. Zavazky popsané v tomto
ustanoveni (,,Ohlasovaci povinnost*) pfetrvaji
1 po ukonceni této smlouvy nebo po vyprSeni
jeji platnosti.
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18. Miscellaneous.

18. Rizna ustanoveni.

a. Notices. Whenever any notice is to be
given hereunder, it shall be in writing and
delivered via overnight courier, mailed postage
prepaid by certified or registered mail, return
receipt requested, sent by electronic mail, or
personally delivered to the appropriate Party at
the address indicated below, or at such other
place or places as either Party may designate in
a written notice to the other:

a. Ozndmeni. Kdykoli je tfeba ucinit
jakékoli oznameni podle této smlouvy, musi
byt pisemné a musi byt pfislusné smluvni
stran¢ doruceno expresni kuryrni sluzbou, jako
ptedplacend postovni zasilka doporuc¢ené nebo
jako cenné psani s dodejkou, elektronickou
postou nebo osobn¢ na nize uvedenou adresu
nebo na takové misto ¢i mista, ktera muze
kterakoli ze smluvnich stran sdélit druhé strané
pisemnym oznamenim.

To Sponsor:

Je-li uréeno zadavateli:

Astellas Pharma Global Development, Inc

Astellas Pharma Global Development, Inc

2375 Waterview Drive,
Northbrook IL 60062, USA

|
|

2375 Waterview Drive,
Northbrook IL 60062, USA

To CRO:

Je-1i uréeno CRO:

ICON Clinical Research Limited

ICON Clinical Research Limited

South County Business Park, Leopardstown,
Dublin 18, Ireland

South County Business Park, Leopardstown,
Dublin 18, Irsko

To Institution:

Je-1i ur¢eno poskytovateli:

Fakultni nemocnice v Motole

Fakultni nemocnice v Motole

V Uvalu 84, 150 06 Praha 5,
Czech Republic

V Uvalu 84, 150 06 Praha 5
Ceska republika
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To Principal Investigator:

Je-1i ur¢eno hlavnimu zkousejicimu:

Notice shall be deemed to have been received
at the earlier to occur of receipt or five (5) days
from the date of mailing (in the case of a letter)
or in the case of electronic mail, notice shall be
deemed to have been received two (2) days
from the date of sending.

Ozndmeni se povazuje za doruCené pii
obdrzeni nebo pét (5) dnt ode dne odeslani (v
ptipadé dopisu), nebo v piipadé elektronické
posty se oznameni povazuje za dorucené dva
(2) dny od data odeslani, podle toho, co
nastane nejdrive.

b. Assignment.

b. Postoupeni.

1. Institution and Principal
Investigator Assignment. Neither Institution
nor Principal Investigator may assign this
Agreement without Sponsor or CRO’s prior
written consent, which shall not be
unreasonably withheld, provided, however,
Institution may assign this Agreement without
such prior consent only in connection to: (i) an
assignee or successor in interest (by merger,
operation of law, or otherwise); or (ii)a
purchaser of all or substantially all of its
business to which this Agreement relates.
Institution shall provide Sponsor and CRO
with prior written notice of such assignment
and Sponsor and/or CRO shall have thirty (30)
days to terminate the Agreement without
penalty to any Party. In the event Institution
assigns this Agreement as permitted herein, the
assignee shall assume, in writing, all rights,
terms, conditions, and obligations of the
assignor and shall be deemed “Institution” for
all purposes hereof.

1. Postoupeni _poskytovatelem a
hlavnim zkousSejicim. Poskytovatel ani hlavni
zkousSejici nemohou tuto smlouvu postoupit
bez predchoziho pisemného  souhlasu
zadavatele nebo CRO, pficemz ten nebude
bezdivodné odepten, avsak za predpokladu, ze
poskytovatel mize tuto smlouvu postoupit bez
takového predchoziho souhlasu pouze v
souvislosti S: (1) postupnikem  nebo
opravnénym nabyvatelem (fuzi, ze zdkona ¢i
jinak); nebo (ii) kupcem veskerého jeho
podnikdni nebo podstatného podilu jeho
podnikani, s nimz tato smlouva souvisi.
Poskytovatel poskytne zadavateli a CRO
predchozi pisemné oznameni o takovém
postoupeni a zadavatel a/nebo CRO budou mit
tficet (30) dni na ukonceni smlouvy bez
postihu vic¢i kterékoli smluvni strané. V
pfipadé, ze poskytovatel tuto smlouvu
postoupi tak, jak je povoleno touto smlouvou,
postupnik pisemné prevezme veSkera prava,
podminky a zavazky postupitele a bude pro
ucely této  smlouvy povazovan za
,»poskytovatel.

1l. Sponsor  Assignment. Upon
written notice to Institution and Principal
Investigator, Sponsor may assign this
Agreement to: (i) any affiliate; (ii) an assignee

i. Postoupeni zadavatelem. Po
pisemném oznameni poskytovateli a hlavnimu
zkous$ejicimu muze zadavatel tuto smlouvu
postoupit: (i) pfidruzené spole¢nosti;  (ii)
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or successor in interest (by merger, operation
of law or otherwise); or (iii) a purchaser of all
or substantially all of its business to which this
Agreement relates.

postupnikovi nebo opravnénému nabyvateli
(fuzi, ze zékona ¢i jinak); nebo (ii) kupci
veSkerého jeho podnikani nebo podstatného
podilu podnikéni, s nimz tato smlouva souvisi.

1il. CRO Assignment. Upon written
notice to Institution and Principal Investigator,
CRO may assign this Agreement to Sponsor or
its designee.

1ii. Postoupeni smluvni vyzkumnou
organizaci. Po  pisemném  oznameni
poskytovateli a hlavnimu zkouSejicimu mize
CRO tuto smlouvu postoupit zadavateli nebo
jeho povétené osobg.

1v. Effect. No assignment shall
relieve a Party of the performance of any
accrued obligation which such Party may have
incurred or accrued prior to the date of such
notice of assignment. Any attempted
assignment in violation hereof shall be null and
void.

iv. Utinek.  Zadné  postoupeni
nezbavi smluvni stranu plnéni jakékoli vzniklé
povinnosti, kterou takova smluvni strana
mohla ziskat nebo ji mohla vzniknout pfede
dnem takového ozndmeni o postoupeni.
Jakykoli pokus o postoupeni v rozporu s timto
ustanovenim bude neplatny.

c. Subcontracting. Neither Institution nor
Principal Investigator may subcontract any of
its/his/her respective responsibilities
hereunder without Sponsor or CRO’s prior
written consent, which shall not be
unreasonably withheld. For avoidance of
doubt, such consent is not required for
Institution to perform the Study at Additional
Approved  Locations. Any  attempted
delegation in violation hereof shall be null and
void.

c. Vyuziti sluzeb subdodavateli.
Poskytovatel ani hlavni zkouSejici nesmi
smluvné zadat Zadnou ze svych ptisluSnych
povinnosti vyplyvajicich z této smlouvy
subdodavateli bez ptedchoziho pisemného
souhlasu zadavatele nebo CRO, ktery nebude
byt bezdiivodné odeptfen. Aby se piedeslo

pochybnostem,  takovy  souhlas  neni
vyzadovan pro provedeni studie
poskytovatelem na dalSich schvalenych

mistech provadéni studie. Jakykoli pokus o
delegovani v rozporu s timto ustanovenim
bude neplatny.

d. Independent Contractor. It is agreed by
the Parties that Institution and Principal
Investigator are acting as independent
contractors of Sponsor and CRO hereunder
and not as employees, agents, or joint
venturers of or with Sponsor or CRO.
Institution and Principal Investigator shall not
have any authority to represent, bind or act on
behalf of Sponsor or CRO.

d. Nezavisly smluvni dodavatel. Smluvni
strany souhlasi s tim, Ze poskytovatel a hlavni
zkousejici pusobi jako nezavisli smluvni
dodavatel¢ zadavatele a CRO podle této
smlouvy a nikoli jako zaméstnanci ¢i
zmocnéné osoby zadavatele nebo CRO ani
jako spolecny podnik se zadavatelem nebo
CRO. Poskytovatel ani hlavni zkouSejici
nemaji opravnéni Cinit prohldseni jménem
zadavatele nebo CRO, zavazovat je ani jednat
jejich jménem.

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9

4strann4 — zadavatel-CRO-poskytovatel-hlavni zkousejici, Ceska
republika, verze ze dne: 18. kvétna 2021; verze 1.9

Page 30 of 51




Astellas Protocol# _

Fakultni nemocnice v Motole
PI

e. Publicity. e. Publicita.
1. Each of the Parties agree they shall not | i. Z4dna ze smluvnich stran nepouZije
use the name of any other Parties (including | ndzev ~ jiné  smluvni  strany  (vCetné

Sponsor’s affiliates) for any advertising or
promotional purposes without the prior written
consent of the entity whose name is proposed
to be used. No news release, publicity or other
public announcement, except for publication
otherwise in accordance with the terms of this
Agreement, either written or oral, regarding
this Agreement or performance hereunder or
results arising from the Study, shall be made
by Institution or Principal Investigator without
the prior written approval of Sponsor. In order
for the Institution to satisfy its reporting
obligations, it may identify Sponsor as the
Study sponsor and disclose the amount of
funding received from Sponsor for the Study,
but it shall not include in any such report any
information which identifies any Study Drug
by name or the therapeutic area(s) involved in
the Study. All advertising of the Study must be
reviewed and approved by Sponsor prior to
use.

pridruzenych spole¢nosti zadavatele) pro ucely
propagace ¢i reklamy bez ptedchoziho
pisemného souhlasu pravnické osoby, jejiz
nazevn méd byt podle navrhu pouzit.
Poskytovatel ani hlavni zkouSejici nevydaji
bez ptfedchoziho pisemného  souhlasu
zadavatele zadnou tiskovou zpravu, nebudou
provadét propagaci ani neucini zadné jiné
vetejné prohlaseni ve véci této smlouvy, plnéni
podle této smlouvy nebo  vysledkil
vyplyvajicich ze studie, a to pisemné ani Ustni,
kromé téch, jez budou provedeny pro ucely
publikovani, které je jinak v souladu s
podminkami této smlouvy. Aby poskytovatel
mohlo splnit své oznamovaci povinnosti, mtize
zadavatele identifikovat jako zadavatele studie
a zvefejnit vysi finanénich prostiedk
obdrzenych od zadavatele pro studii; zZadna

takovda zprava vSak nebude obsahovat
informace uvadéjici nazev hodnoceného
pfipravku nebo 1écebnou oblast/lécebné

oblasti, které jsou predmétem studie. Veskera
inzerce musi byt pfed pouZzitim zkontrolovana
a schvalena zadavatelem.

il. As part of the registration of the Study
on www.clinicaltrials.gov  and/or  other
applicable clinical trial registries (such as:
http://www.sukl.cz/modules/evaluation/ and
http://clinicaltrialsregister.eu/), Sponsor may
disclose the Institution’s name and contact
information (including, but not limited to, the
Institution’s address and telephone number)
and the name of the Principal Investigator.

il. V ramci zaregistrovani studie na
webovych strankach www.clinicaltrials.gov
a/nebo v jinych pfislusnych registrech
klinickych studii
(http://www.sukl.cz/modules/evaluation/ a
http://clinicaltrialsregister.eu/) mize zadavatel
zvefejnit ndzev a  kontaktni  udaje
poskytovatele (mimo jiné vcetné¢ adresy a
telefonniho ¢isla poskytovatele) a jméno
hlavniho zkousejiciho.

f. Modifications. This Agreement may
not be amended or modified except by written
amendment signed by the Parties.

7.

f. Upravy. Tato smlouva smi byt
pozménéna nebo upravena pouze
prostiednictvim pisemného dodatku

podepsaného smluvnimi stranami.
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g. Severability. If any term or condition
of this Agreement, the deletion of which would
not adversely affect the receipt of any material
benefit by any of the Parties hereunder, shall
be held illegal, invalid, or unenforceable, the
remaining terms and conditions of this
Agreement shall not be affected thereby and
such terms and conditions shall be valid and
enforceable to the fullest extent permitted by
Applicable Law.

g. Oddélitelnost jednotlivych ustanoveni
smlouvy. Pokud bude jakakoli podminka této
smlouvy, jejiz odstranéni by nemélo
neptiznivy vliv na ziskani jakékoli zasadni
vyhody vyplyvajici z této smlouvy kteroukoli
ze smluvnich stran, povaZovana za
nezakonnou, neplatnou nebo nevymahatelnou,
zbyvajici podminky této smlouvy tim nebudou
ovlivnény a takové podminky budou platné a
vymahatelné v maximalni mife povolené
platnymi pravnimi predpisy.

h. No Waiver. Failure by any Party to
exercise or enforce any right conferred upon it
hereunder shall not be deemed to be a waiver
of'any such right nor operate to bar the exercise
or enforcement thereof at any time or times
thereafter.

h. Neupusténi od prav. Pokud kterakoli
smluvni strana nebude uplatiovat ¢i vymahat
jakékoli pravo, které ji bylo podle této smlouvy
udéleno, nebude to povazovano za vzdani se
jakéhokoli takového prava ani za upusténi od
jeho uplatnéni nebo vymahani kdykoli pozdéji.

1. Headings. The headings and captions
of the articles and sections of this Agreement
shall be for convenience only.

1. Nadpisy. Nadpisy a zahlavi ¢lanki a
odstavct této smlouvy jsou uvadény pouze pro
jeji zptehlednéni.

J- Force Majeure. None of Sponsor,
Institution, Principal Investigator, or CRO will
be liable for delay in performing or failure to
perform obligations under this Agreement if
such delay or failure results from
circumstances outside its reasonable control
(including, without limitation, any act of God,
governmental  action, accident, strike,
terrorism, bioterrorism, lock-out, or other form
of industrial action) (“Force Majeure”) and
notice of such delay or failure is promptly
provided to the other Parties. Any incident of
Force Majeure will not constitute a breach of
this Agreement and the time for performance
will be extended accordingly; however, if it
persists for more than thirty (30) days, then the
Parties may enter into discussions with a view
to alleviating its effects and, if possible,
agreeing on such alternative arrangements as
may be reasonable in all of the circumstances.

] Vys$8i moc. Zadavatel, poskytovatel,
hlavni zkousejici ani CRO nebudou odpovédni
za prodlevy pfi plnéni ani za neplnéni zavazki
vyplyvajicich z této smlouvy, pokud je takova
prodleva nebo neplnéni diisledkem okolnosti,
jez neméd smluvni strana pod piiméfenou
kontrolou (mimo jiné vcetné jakékoli vyssi
moci, vladniho zasahu, nehody, stavky,
terorismu, bioterorizmu, zastaveni provozu
nebo jiné formy pramyslového zasahu), a

pokud je tato skute¢nost bezodkladné
oznamena ostatnim smluvnim stranam (,,vyssi
moc®). Jakykoli  pfipad vy$§i moci

nepredstavuje poruseni této smlouvy a doba
pro plnéni bude odpovidajicim zpisobem
prodlouzena; pokud vsak tato situace bude
trvat déle nez tficet (30) dni, smluvni strany
mohou zacit jednat o zmirnéni jejich ucinkt a
pokud je to mozné, mohou se dohodnout na
jinych opatienich, jez mohou byt za vSech
okolnosti pfiméfena.
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k. Choice of Law. The validity,
interpretation and performance of this
Agreement shall be governed and construed in
accordance with the laws of Czech Republic.
For any legal action arising from or related to
this Agreement, the Parties hereby consent and
submit solely to the jurisdiction and venue of
the courts located at Czech Republic and agree
that such courts shall be the sole courts utilized
and hereby waive any jurisdictional or venue
objections to such court.

k. Pravo smlouvy. Platnost, vyklad a
plnéni této smlouvy se fidi a vyklada v souladu
s pravem Ceské republiky. V piipadé
jakychkoli pravnich krokti vyplyvajicich z této
Smlouvy nebo s ni souvisejicich strany timto
souhlasi a podfizuji se vyhradné¢ soudni
prislusnosti a ptislusnosti soudit nachazejicich
se v Ceské republice a souhlasi s tim, Ze tyto
soudy budou jedinymi vyuzivanymi soudy, a
timto se vzdavaji jakychkoli namitek
tykajicich se ptislusnosti nebo ptislusnosti k
tomuto soudu.

l. Language. This Agreement has been
executed in Czech and English. In case of any
discrepancy between these two language
versions, the Czech version shall prevail when
construing the Agreement.

1. Jazykové verze. Tato smlouva je vyhotovena
v Ceském a anglickém jazyce. V pripade
jakéhokoliv rozporu téchto jazykovych verzi
ma pfi vykladu smlouvy prednost ceska verze.

m. Entire Agreement/Counterparts. This
Agreement, including any exhibits and
schedules attached hereto, constitutes the
entire agreement between the Parties with
respect to the subject matter hereof. This
Agreement may be signed in 4 counterparts,
each of which will be deemed an original but
all of which together will constitute one and
the same instrument. Any signature page
delivered by facsimile or electronic image
transmission shall be binding to the same
extent as an original signature page. Upon
request, any Party that delivers a signature

page by facsimile or electronic image
transmission shall deliver an original
counterpart to the other Parties. The

Agreement can also be signed with a
guaranteed electronic signature based on a
qualified certificate or a qualified electronic
signature.

m. Celistvost smlouvy/stejnopisy. Tato
smlouva véetn¢ ptiloh a dodatkd, které jsou k
ni pfipojeny, piedstavuje celou dohodu mezi
smluvnimi stranami s ohledem na ptfedmét této
smlouvy. Tato smlouva mize byt podepsana
ve 4 stejnopisech a kazdy z nich bude
povazovan za original, avSak vSechny
stejnopisy dohromady budou tvofit jeden a
tentyz dokument. Jakadkoli podpisova strana
doru¢end faxem nebo -elektronicky bude
zavazna ve stejném rozsahu jako originalni
podpisova strana. Na vyzadani musi smluvni
strana, ktera zasle podpisovou stranku faxem
nebo elektronicky, dorucit ostatnim smluvnim
stranam originalni stejnopis. Smlouvu Ize
podepsat rovnéz zaruCenym elektronickym
podpisem na zdkladé kvalifikované¢ho
certifikatu, nebo kvalifikovanym
elektronickym podpisem.

n. Contract Register. The Parties consent to the
publication of the Agreement by the
Institution to meet the obligations prescribed
to them by the applicable and effective
legislation, especially Act No. 340/2015 Coll.

n. Registr smluv. Smluvni strany souhlasi s
uvetejnénim smlouvy poskytovatelem
zdravotnich sluzeb za ucelem splnéni
povinnosti ulozenych mu platnou a ucinnou
pravni Upravou, a to zejména zédkonem C.
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on the Contract Register, as amended, and also
instructions and decisions of the Ministry of
Health of the Czech Republic. The published
Agreement will not include any personal
details of natural persons not publicly
available in a public register, confidential
information under this Agreement or the trade
secret agreed upon by the Parties in
accordance with Section 504 of the Civil Code
as follows: study protocol and design, detailed
budget, number of study subjects and their
compensation, duration of the study, detailed
information about the Sponsor’s insurance.
For publication of the Agreement within the
meaning of this section, the Sponsor/CRO
shall provide a redacted version of the
Agreement in a machine-readable format to
the Institution.

The Institution shall publish the
Agreement in the Contract Register and
shall notify the Sponsor / CRO of the

ﬁublication at email address ||| Gz

The other Party, Sponsor acknowledges that
the Institution, as a state-subsidized
organization, is obliged, at the request of a
third party, to provide information pursuant to
Act No. 106/1999 Coll. on the Free Access to
Information, as amended.

340/2015 Sb., o registru smluv, ve znéni
pozd¢jsich ptedpisi, a dale pokyny a
rozhodnutimi ~ Ministerstva  zdravotnictvi
Ceské republiky. Ve smlouvé nebudou
zvetejnény osobni tdaje fyzickych osob, které
nejsou vetejné dostupné ve vetejném rejstiiku,
divérné informace dle této smlouvy a dale pak
obchodni tajemstvi, které si smluvni strany
sjednavajici ve smyslu ustanoveni § 504
obcanského zékoniku takto: protokol a design
studie, detailni rozpocet, pocet subjekti
hodnoceni a jejich odménovani, délka trvani
studie, detailni informace o pojisténi
zadavatele. Za i¢elem uvetejnéni této smlouvy
ve smyslu tohoto odstavce poskytne zadavatel
/" CRO poskytovateli zdravotnich sluzeb
revidovanou verzi smlouvy ve strojové
¢itelném formatu.

Uvetejnéni smlouvy v registru smluv provede
poskytovatel zdravotnich sluzeb, a o
uvetejnéni bude zadavatele / CRO informovat

na emailovou adresu | IENEEEEENEE

Druh4a smluvni strana, Zadavatel bere na
védomi, ze poskytovatel zdravotnich sluzeb
jakoZto statni ptispévkova organizace, je
povinna na dotaz tfeti osoby poskytnout
informace podle zdkona ¢. 106/1999 Sb., o
svobodném pfistupu k informacim, ve znéni
pozdé&jsich predpist.

Signature page follows.

Nasleduje podpisova strana.
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IN WITNESS WHEREOF, the Partiecs have NA DUKAZ CEHOZ smluvni = strany
caused this Agreement to be executed by duly =zajistily, aby tato smlouva byla podepsana
authorized representatives as of the Effective jejich fadné povéfenymi zastupci k datu
Date. ucinnosti.

Astellas Pharma Global Development, Inc.

(signed by ICON Clinical Research Limited on behalf of Astellas Pharma Global Development,
Inc.) (podepsal/a ICON Clinical Research Limited jménem spolecnosti Astellas Pharma Global
Development, Inc

By / Podepsal(a):

Name / Jméno:

Title / Pozice:

Date / Datum:

ICON Clinical Research Limited

By / Podepsal(a):

Name / Jmeno: [ ENEEEN

Title / Pozice:

Date / Datum:

Fakultni nemocnice v Motole

By / Podepsal(a):

Name / Jméno:

Title / Pozice:

Date / Datum:
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By / Podepsal(a):

Date / Datum:
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Beneficiary Detail Form Udaje p¥ijemce platby
Beneficiary Detail Form attached as a Formular s udaji ptijemce plateb je ptilozen
separate document jako samostatny dokument
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PRILOHA C

EQUIPMENT

VYBAVENI

The following equipment is required for the
study and may be provided by Astellas
(through a vendor contracted by Astellas or
CRO) in some cases:

Pro studii je zapotiebi nasledujici vybaveni,
které muaze byt v nékterych ptipadech
poskytnuto spole¢nosti Astellas
(prostednictvim dodavatele smluvné
vazaného spolecnosti Astellas nebo CRO))

Provision. Title and ownership to the
Equipment provided for use in performing the
Study shall be retained by CRO or its designee
if such designee is supplying the Equipment,
and Institution shall return the Equipment to
CRO or its designee upon the earliest to occur
of CRO’s request, termination, or expiration of
this Agreement.

Poskytnuti. Vlastnickd prava a vlastnictvi
vybaveni poskytnutého k pouziti pti provadéni
studie si ponecha CRO nebo jeho povétena
osoba, pokud je takova povéfena osoba
dodavatelem vybaveni, a poskytovatel vrati
vybaveni CRO nebo jeho povérené osobé na
zadost CRO nebo pii ukonceni této smlouvy ¢i
uplynuti jeji platnosti, a to podle toho, co
nastane nejdiive.

Responsibility. As related to the Equipment,
Institution and Principal Investigator shall be
responsible for any costs, expenses or
liabilities including those that resulting from
the negligence, willful misconduct or improper
use of such Equipment by Institution, Principal
Investigator or Personnel. Institution will use
commercially reasonable efforts to care for and
return Equipment in the same condition as
received and will not be held responsible for
normal wear and tear.

Odpovédnost. Pokud jde o vybaveni,
poskytovatel a hlavni zkouSejici ponesou
odpovédnost za naklady, vydaje a zavazky,
véetné téch, které vyplyvaji z nedbalosti,
umyslného pochybeni nebo nespravného
pouzivani takového vybaveni poskytovatelem,
hlavnim  zkouSejicim nebo  personalem.
Poskytovatel vynalozi komercné piimétené
usili na péci o vybaveni a jeho vraceni ve
stejném stavu, v jakém bylo obdrzeno, a
nebude odpovédné za normalni opotiebeni.

Condition. In the event that any Equipment
provided hereunder is defective, CRO or its

designee shall repair or replace such
Equipment. ALL EQUIPMENT IS
PROVIDED “AS-IS” AND CRO AND

SPONSOR MAKE NO REPRESENTATION

Podminka. V ptipadé, ze je jakékoli vybaveni
poskytnuté podle této smlouvy zavadné, CRO
nebo jeho povéfend osoba takové vybaveni

opravi nebo je vyméni. VESKERE
VYBAVENI JE POSKYTOVANO V
AKTUALNIM STAVU A CRO A

4 Party — Sponsor-CRO-Inst.-PI Czech Republic Version Date: May
18,2021; Version 1.9
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OR WARRANTY, EXPRESS, IMPLIED OR
STATUTORY, INCLUDING, WITHOUT
LIMITATION, WARRANTIES OF
MERCHANTABILITY, SATISFACTORY,
QUALITY, TITLE, NON-INFRINGEMENT,
EXCLUSIVITY, OR FITNESS FOR A
PARTICULAR PURPOSE.

ZADAVATEL NECINI ZADNE
PROHLASENI ANI  NEPOSKYTUIJI
ZARUKU, VYSLOVNOU,

PREDPOKLADANOU ANI VYPLYVAJICI
ZE ZAKONA, MIMO JINE VCETNE
ZARUKY PRODEJNOSTI,
SPOKOJENOSTIL, KVALITY,
VLASTNICKEHO PRAVA, NEPORUSEN]
PRAV, VYLUCNOSTI NEBO VHODNOSTI
PRO URCITY UCEL.
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EXHIBIT D

PRILOHA D

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNI DOLOZKY

Attached as separate document.

Ptilozeno jako samostatny dokument.
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