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MONITORING AGREEMENT SMLOUVA O MONITORINGU
KLINICKEHO HODNOCENI
Protocol No: GM-IMAB-001-03 Cislc protokolu: GM-IMAB-001-03
(the “Protocol”) (dale jen protokol ™)
“A randomized Phase Il multicenter, Open  “ Randomizovana, multicentricka otena

Label Study Evaluating the Efficacy and Safetystudie faze Il hodnoticiéinnost a bezpmost
of IMAB362 in Combination with the EOX piipravku IMAB362 v kombinaci s rezimem
(Epirubicin, Oxaliplatin, Capecitabine) regimenEOX (Epirubicin, Oxaliplatin, Kapecitabin jako

as First-Line Treatment of Patients with lé¢ba prvni volby u paciefits CLDN18.2-
CLDN18.2-positive advanced pozitivnimi adenodarcinomy Zaludku, jicnu
Adenocarcinomas of the STomach, the  nebo gastroezofagealni junkce (FASTHale
esophagus or the gastroesophageal junction. jen “klinické hodnocenf’)

(FASTY (the “Study’)

This Agreement (the  Monitoring Tato smlouva (dale jen ‘“"smlouva o
Agreement') is effective as of __ e (the monitoringu") nabyva &innosti dne °
“Effective Dat€’) and is entered into by anddale jen “datum &innosti”) a uzavira se mezi
between  Astellas Pharma Global spol&nosti  Astellas Pharma Global
Development, Inc. located at One AstellasDevelopment, Inc., se sidlem One Astellas
Way, 60062, lllinois, United States of Americ&Vay, 60062, lIllinois, Spojené staty Americké
(“Sponsof), acting through its authorized(dale jen “zadavatel”), jednajici préstinictvim
representativePAREXEL International (IRL) svého opraveného zastupce, PAREXEL
Limited, located at 70 Sir John Rogersorinternational (IRL) Limited, se sidlem (dale
Quay, Dublin 2, Ireland CRO”), and jen “CRO”) a 70 Sir John RogersénQuay,
Nemocnice Znojmo p.o, located at MUDr.JanaDublin 2, Irsko (dale jen “CRQO”) &lemocnice
Janskeho 11 ,669 02 Znojmo,Czech Republfnojmo p.o., se sidlem MUDr.Jana Janskeho
Company No.: 00092584, TaxIDNo.11 ,669 02 Znojmo ,Ceska republika, d:
CZ00092584, Represented by: MUDr. Mirosla®0092584 ,DE: Cz00092584 , zastoupena:
Kavka, MBA (“Institution”). Sponsor, CRO MUDr. Miroslavem Kavkou, MBA(dale jen
and Institution are individually referred to as ‘@dravotnické z&zeni”). Zadavatel, CRO a
“Party” and are collectively known as thedravotnické zézeni budou dale oztavani
“Parties’. jednotliv jako "smluvni strana' a souhrna
jako "smluvni strany".

WHEREAS, served as the investigatoVZHLEDEM K TOMU, ZE jako hlavni
primarily responsible for conducting the StudzkouSejici byla odpaddna za provashi
(“Principal Investigator”); and klinického hodnoceni (déale jen hlavni

zkouSejicl); a

WHEREAS, served as the sub- VZHLEDEM K TOMU, ZE je spolu-
investigator responsible for assisting PrincipakousSejicim, odpasdna za asistenci hlavni
Investigator with conducting the StudyS{ib- zkouSejixci pi provadni klinického hodnoceni
Investigator”); and (dale jen spoluzkousejicl); a

WHEREAS, Ganymed Pharmaceuticals VZHLEDEM K TOMU, ZE Ganymed
GmbH (‘Ganymed'), previously trading asPharmaceuticals GmbH (dale je@danymed),
Ganymed Pharmaceuticals AG, through PSI dive podnikajici pod nazvem Ganymed
one of its affiliates, engaged Institution anEharmaceuticals AG, praetinictvim
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Principal Investigator to conduct the Study lbgpole&nosti PSI nebo progdnictvim rgkteré ze

separate agreement(s) (thegteement); and  svych sesterskych spdleosti, povrila, na
zaklad samostatné smlouvy (dale jen
"smlouva") zdravotnické Zz&eni a hlavniho
zkousSejiciho provedenim klinického hodnocenti;

a
WHEREAS, Sponsor wishes to monitor VZHLEDEM K TOMU, ZE zadavatel
the conduct of the Study; and si preje  monitorovat prbéh  klinického
hodnoceni; a

WHEREAS, Sponsor has therefore VZHLEDEM K TOMU, ZE zadavatel
entered into a separate agreement with CROugavel s CRO samostatnou smlouvu tak, aby
that CRO may, acting as an independe®RO, jako nezavisly smluvni dodavatel a s
contractor under the authority of Sponsgopwienim zadavatele provédjeho jménem
monitor the conduct of the Study on Sponsorsonitoring klinického hodnoceni. Zadavatel dale
behalf. Sponsor has also authorized CRO powiil CRO podpisem této smlouvy o
execute this Monitoring Agreement and makeonitoringu klinického hodnoceni a pro¢aim
payments on Sponsor’s behalf; plateb jménem zadavatele.

WHEREAS, Principal Investigator is noVZHLEDEM K TOMU, ZE hlavni zkousejici
longer working at Institution. The Parties agrg& nepracuje ve zdravotnickém izeeni se
that Sub-Investigator has lead the monitorisgnluvni strany dohodly , Ze spoluzkouSejici
activites contemplated under this Monitoringovede monitorovaci aktivity planované v ramci
Agreement on behalf of the Institution; and této smlouvy o0 monitoringu  Klinického

hodnoceni jménem Zdravotnickéhdgizani

WHEREAS, the terms of the Agreement VZHLEDEM K TOMU, ZE ustanoveni
and conduct of the Study thereunder shall nott#é smlouvy a provaai prislusného klinického
affected by this Monitoring Agreement; hodnoceni nebude touto smlouvou o monitoringu

klinického hodnoceni d&¢no;

NOW, THEREFORE, in consideration A tak, s pihlédnutim ke vzajemnym
of the mutual covenants contained herein, théislibim a zavazkm zde uvedenym se
Parties hereby agree as follows: smluvni strany dohodly nasledain
1. Services 1. Sluzby

1.1 Institution agrees to allow Sponsor arldl Zdravotnické Zézeni se zavazuje umoZznit
CRO or their designees, during regular businessdavateli a CRO nebo jejich zastapg v
hours and upon reasonable advance noticeb&ané pracovni daba na zaklag piisluSného
inspect and copy all data and work produaipozorrni v dostateném gFedstihu, provaghi
relating to the Study. Such monitoringontroly a pdizovani kopii veSkerych Udaja
activities are separate from the monitoringyslediki cinnosti, které se tykaji klinického
performed under the Agreement and wilodnoceni. Tyto monitorovadfinnosti jsou
include inspection of data previously monitoregrovad¢ny samostath a nezavisle na
Institution agrees to fully cooperate with CRO’'sonitoringu provaghého na zakladsmlouvy a
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and Sponsor’s monitoring procedures. fipato nich i monitoring udéj ktere jiz
predtim monitoringem prosly. Zdravotnické
zaizeni se zavazuje poskytnout CRO a
zadavateli f jejich monitoringovych aktivitach
plnou sodinnost.

1.2 To the extent that a Study subject's signe@ Pokud subjekt hodnoceni podepsal
informed consent form [CF”) does not permit informovany souhlas (dale jenlICF"), ktery
Sponsor and CRO or their designees to monit@povoluje zadavateli, CRO a jejich zastupc
his/her data, Institution shall have a revised IQFovadt monitoring jeho/jejich Gdéj musi
signed by such Study subject(s). The ICF musiravotnické zézeni takovy subjekt hodnoceni
be approved beforehand by Sponsor, InstitutippZadat o podepsani nové verze informovaného
and the applicable Institutional Review Boarsbuhlasu. Toto nové &ni informovaného
(“IRB™) or Ethics Committee EC"). souhlasu (ICF) musi byt idem schvaleno
zadavatelem, zdravotnickym izzenim a
piislusnou kontrolni komisi zdravotnického
zarizeni (dale jen IRB") nebo etickou komisi
(dale jen EC").

1.3. Institution and Sub-Investigator shall obtalh3. Zdravotnické zdézeni a spolu- zkousejici se
the consent of their respective Personnel for theevazuji ziskat od vSech osob podilejicich se na
collection, processing and export of theprovadni klinického hodnoceni souhlas se
personal data by Sponsor and CRO for Studyrromad’ovanim, zpracovanim a poskytnutim
related purposes (e.g. ensuring compliance wjgffich osobnich (d&j zadavatelem a CRO pro
data protection legislation; assessing tligely provaeéni klinického hodnoceni (tedy
Personnel’s qualifications to perform the Studyagiklad pro zaji&ni dodrzovani fedpisi o
and future projects; management and controlafhrae  osobnich 0d&; pro posouzeni
the Study; or disclosing to the national dwvalifikacnich predpoklad osob podilejicich se
foreign regulatory authorities the details of ama provadni klinického hodnoceni procély
of the Personnel's benefits under thigrovadni tohoto klinického hodnoceni a
Monitoring Agreement, as required by law) tbudoucich projekt pro (tely fizeni a dohledu
other countries. Institution shall obtain thead klinickym hodnocenim; a pro cely
consent of Sub-Investigator and the Personpelskytnuti informaci o odémach vyplacenych
that such transfer of personal data may berta =zaklad této smlouvy o0 monitoringu
countries where the level of data protection mélnického hodnoceni osobam podilejicim se na
not be of the same level as offered by the lawpmbvadni klinického hodnoceni, narodnii
Czech Repulbic. The Sub-Investigator amdezinarodnim orgdm statniho dozoru, v
Personnel shall be allowed to access theouladu s pozadavky platnych zakhnveetns
personal data which has been collected by CRfpadného poskytnutiéthto Udaj do jinych
and Sponsor, and to have any inaccuraemi. Zdravotnické Z&eni se zavazuje ziskat
personal data relating to them corrected. také souhlas spolu- zkouSejiciho a osob
podilejicich se na provédi klinického
hodnoceni s tim, Ze jejich osobni udaje mohou
byt poskytnuty do zemi, které nemaji stejnou
arover ochrany dat, jako je UrouezajiStna
zakony Ceské republiky. Spolu- zkousejici a
osoby podilejici se na provwad klinického
hodnoceni musi mit zaj&ty pristup ke svym
osobnim uddjm, které jsou shromdbvany
CRO a zadavatelem a maji saesrt pravo
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pozadovat opravu vSech rfepnych osobnich
adaj, které se jich tykaji.

2. Payment 2. Vyplata odmény

2.1 In consideration for performing the servicés1 Jako Uplatu za poskytovani sluzeb a&min
and Institution’s other obligations under thidalSich povinnosti na zakkadistanovené této
Monitoring Agreement, CRO on behalf ofmlouvy o monitoringu klinického hodnoceni,
Sponsor shall pay Institution for actual servicegplati CRO, jménem zadavatele,
performed as stated in the detailed budgetravotnickému zézeni odnénu za skuten¢
attached hereto as Schedule 1 to this Monitoripgpvedené sluzby, ve vySi uvedené v podrobném
Agreement. rozpaitu, ktery tvdi prilohu cislo 1 této
smlouvy o monitoringu klinického hodnoceni.

2.2 Institution shall provide a final invoice t@.2 Zdravotnické zZdzeni vystavi kon&ou
CRO no later than six (6) months following thiakturu CRO, a to nejpozf do Sesti (6) misial
date the last subject completes the Study at ttedata, kdy posledni pacient dokbiklinické
Institution and all CRO queries to Institution areodnoceni ve zdravotnickém izzeni a kdy
resolved. CRO shall not be responsible fbudou vSechny dotazy CRO u&r
making any payments if Institution does natravotnickému zZdzenifadreé vyieSeny. CRO
provide a final invoice within such six (6nenese odpadnost za vyplatu jakychkoli

month period. plateb, pokud zdravotnické iZaeni nedoda
koneg&nou fakturu ve Iht¢ téchto Sesti (6)
mesial.

2.3 Parties agree that the compensation her2i® Smluvni strany souhlasi s tim, Zze vyplacena

represents the fair market value for the servicesineéna edstavuje poctivou trzni odimu za

and has not been determined in a manner thaskytnuté sluzby a Ze vySe této aahy byla

takes into account the volume or value of apyojednana v rdmci poctiveého jednéani a nebyla

business otherwise generated between #tanovena zaisobem, ktery bere v Gvahu objem

Parties. nebo hodnotu ostatnich vzajemnych obchodnich
transakci mezi smluvnimi stranami.

2.4 Payments due shall be based on servige$ Splatné odgny budou vyplaceny z#&dre
completed in accordance with the terms pbskytnuté sluzby v souladu s ustanovenim
Schedule 1 of this Monitoring Agreement angkilohy 1 této smlouvy o monitoringu klinického
shall be made upon CRO verification of sudiodnoceni a budou uhrazeny poté, co CRO
services and receipt of invoice. Institution shatdné poskytnutiéthto sluzeb o&i a obdrzi
timely provide any additional documentation dakturu. Zdravotnické Zé&eni se zavazujecas
CRO requests in order to verify any paymeng®skytnout pipadnou dalSi dokumentaci, kterou
owed hereunder. si CRO vyZzada za &lem oeieni plateb
splatnych na zakladéto smlouvy.

2.5  All payments hereunder will be made t@.5.VesSkeré platby budou  poukazany
Institution.  Institution  shall be  solelyZdravotnickému zazeni, které je povinno proplatit

responsible focompensating proportions of th@dmenu spolu-zkousejici a jeho spolupracoumikv
total payment to the Sub-Investigator and otheguladu s vnii smémici zdravotnického z&eni
Personnel according to its own internat O Nenese odpdunost za to ze Zdravotnicke

guidelines. CRO shall not be responsible fé?é'zem provede platby jak je uvedencthanku
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ensuring that Institution makes any payments in

this Section 2.5.

3.

3.1.

Term and Termination

This Monitoring Agreement shall b&.1.
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3. Doba platnosti smlouvy a jeji ukogeni

Tato smlouva o monitoringu klinického

s v

deemed to have commenced on the Effectivednoceni nabyvacinnosti k datu dginnosti a
Date, and shall continue to be in force until thmati dokud nebudou vSechny sluzby, které maji
services are completed to Sponsor’s reasondiyé na jejim zaklagl poskytovany, poskytnuty

satisfaction.
4, Confidentiality 4,
4.1. Confidential Information shall have thé.1.

ke spokojenosti zadavatele.

MIéenlivost

Pojem dvérné informace maéa stejny

meaning as set forth in the Agreement and shalznam jako je uvedeny ve smlaua nakladani
be governed by the provisions set forth in tise divérnymi informacemi seridi piislusnymi

Agreement.
5. Representations and Warranties 5.
5.1. Institution represents, warrants aridl.

covenants to Sponsor and CRO that:

5.1.1.

5.1.2.

ustanovenimi smlouvy.

Prohlaseni a zaruky

Zdravotnické zézeni prohlaSuje, ti a

zavazuje seWi zadavateli a CRO, ze:

Institution is not bound by any othé&l.1. neni vazano Zadnou jinou smlouvou,

agreement, which could prevent, or be
violated by, or under which there would
be a default as a result of, the execution
and performance of this Monitoring
Agreement, and Institution will not enter
into any such conflicting agreements
during the term of this Monitoring
Agreement.

neither Institution, nor any of
employees, independent contractors, or
subcontractors providing services in
connection with the performance of this
Monitoring Agreement on behalf of

Institution has been debarred or
convicted of a crime for which a person
can be debarred under any applicable
laws or regulations, disciplined by,

excluded and/or banned by any relevant
regulatory agency from carrying out

clinical trials or participation in any

national, federal, state or local health
care program. During the term of this
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its.1.2.

ktera by mu mohla branit v pini
ustanoveni této smlouvy o monitoringu
klinického hodnoceni nebo byt s jejim
ustanovenim v rozporu a zdravotnické
zaizeni se po celou dobu platnosti této
smlouvy o monitoringu  Klinického
hodnoceni zavazuje neuzdv Zadnou
takovou smlouvu, ktera by byla v
rozporu s ustanovenim této smlouvy o
monitoringu klinického hodnoceni nebo
mu bréanila v jejich plani.

ani zdravotnické Haeni, ani zadny z
jeho zandstnand, nezavislych
smluvnich partnér ¢i subdodavatél,
ktefi jménem zdravotnického #Haeni
poskytuji sluzby v souvislosti s touto
smlouvou o monitoringu klinického
hodnocen, nemaji zakazinnosti ani
nebyli us¥dceni z trestnéhainu, ktery
by mohl vést k zakazwinnosti na
zaklad ustanoveni platnych zakbna
piedpisi, ani jim nebyl opravénymi
Gfady udlen disciplinarni trest ve forén
vylouceni a/nebo zakazu jejickéasti na
provadni klinickych hodnoceni, v ramci



5.1.3.

5.2.

clinical practice guidelines Committee”), will
Monitoringpredpisy pro klinickou praxi (dale jervybor")

be

Monitoring Agreement and for a period
of one (1) year after the expiration or
termination thereof, if Institution, or any
of its employees, independent
contractors, or subcontractors providing
services in connection with the
performance of this  Monitoring

Agreement on behalf of Institution is
excluded or debarred from participation
by any relevant regulatory agency or
other government payment program or
becomes otherwise ineligible to
participate in any such program,
Institution shall promptly notify CRO in

writing and CRO will notify Sponsor.

Upon the occurrence of such event,
whether or not such notice is given to
CRO, CRO may immediately terminate
this Monitoring Agreement.
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narodnich, federalnich, statnichci
mistnich  prograrin zdravotni pée.
Zdravotnické z&zeni se zavazuje - po
celou dobu platnosti této smlouvy o
monitoringu klinického hodnoceni a po
dobu jednoho (1) roku od ukéeni jeji
platnosti nebo jeji vypadi, se
zdravotnické z#zeni a vSichni jeho
zanestnanci, nezavisli smluvni partha
subdodavatelé, kitle jménem
zdravotnického z@zeni poskytuji sluzby
souvisejici s plenim této smlouvy o
monitoringu  klinického hodnoceni -
neprodled pisemg informovat CRO (a
CRO se zavazuje neprodterpisems
informovat zadavatele), pokud opr&wy
Giad kterékoli ze shora uvedenych osob
zakazecinnost nebo &ast na provathi
klinickych hodnoceni nebo pokud se

jakdkoli shora uvedend osoba stane
jakymkoli zpisobem nezjsobila k
Gcasti  na  provahi  klinického

hodnoceni. V fipad vyskytu takoveto
udélosti nize CRO vypowdét tuto
smlouvu o monitoringu  klinického
hodnoceni s okamzZitou platnosti, bez
ohledu na to, zda o této udalosti byia
nebyla informovana.

Institution has obtained or will obtairh.1.3 Zdravotnické Z&eni ziskalo nebo ziska a

and thereafter, will maintain, for the term
of this Monitoring Agreement, all
licenses, authorizations, approvals and
reviews required by applicable law in
order to conduct the Study and allow for
monitoring of the Study.

nasledg si po celou dobu platnosti této
smlouvy o monitoringu  Klinického
hodnoceni  udrzi vesSkeré licence,
povoleni, souhlasy a revize vyZzadované
platnymi zakony pro provadi a
monitoring klinického hodnoceni.

Any committee of which any of5.2. VSechny vybory, jejichlenem je gktera z
Institution’s personnel are members and whicsob angaZovanych zdravotnickymtizanim
(1) sets drug formularies, and/or (2) developso provadni klinického hodnoceni, které (1)

informed promptly, upon

Vytvar

lékové politiky a/nebo (2) vyt¥a

Agreement execution, of the existence of thisusi byt neprodlehpo podpisu této smlouvy o
Monitoring Agreement and the nature of th@onitoringu klinického hodnoceni, informovany

services being provided by Institution and its existenci

této smlouvy 0 monitoringu

personnel hereunder. Furthermore, Institutitdinického hodnoceni a o charakteru sluzeb,
shall require that each of its personnel follokteré zdravotnické Z&eni a jeho pracovnici na
the procedures set forth by the Committee zéklad této smlouvy o monitoringu klinického

avoid any appearance of impropriety that méwpdnoceni poskytuiji.
result from personnel's performance of theizeni zavazuje zajistit,
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Study. pracovnici byly vazani dodrzovanim posiup
piedepsanych ffslusSnym vyborem tak, aby
nemohlo dojit v souvislosti s prowadm
klinického hodnoceni k nezakonnému jednéni.

6. Anti-Corruption 6. Protikorup éni ustanoveni

6.1. Institution represents, warrants, ar&l. Zdravotnické Zé&eni prohlaSuje, ti za

covenants to Sponsor, as of the Effective Ddte a zavazuje seuvi zadavateli, Zze k datu
and at all times during the term of thi&innosti této smlouvy o monitoringu klinického
Monitoring Agreement, that: hodnoceni a po celou dobu jeji platnosti:

6.1.1. this Monitoring Agreement has not beénl.1l. nepovazuje tuto smlouvu o monitoringu

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

za pobidku, sknu nebo odrénu za to,

Ze zdravotnické Z&eni pouZiva,

nakupuje nebo ipdepisuje jakékoli

vyrobky zadavatele a neposkytuje
zadavateli Zzadnou nekalou vyhodu;

6.1.2. it will not, directly or indirectly, offer,6.1.2. nebudeifmo ¢i nepimo nabizet, platit,
pay, promise to pay, or authorize the slibit, Ze vyplati¢i povolovat vyplatu
payment of any money, or offer, give, jakychkoli finartnich ¢astek ani nabizet,
promise to give, or authorize the giving slibovat, poskytovat ¢i schvalovat
of any financial or other advantage or poskytnuti  jakékoli  finaéni  ¢i
anything of value to: neperzni vyhody nebo poskytnuti

hodnotné ¥ci:
) )
any (A) health care professional, (B) zadnému (A) zdravotnikovi, (B)
official or employee of any government Uiednikovi ¢i zamgstnanci jakéhokoli
or any department, agency, or statniho organwi Uradu (&etné statem
instrumentality thereof (including a vlastrenych ¢i  ovladanych firem a
state-owned or controlled enterprise or a statnich zdravotnickych #aeni), (C)
public health care institution), (C) politické strag ¢i jejim predstaviteim
political party or official thereof, or any nebo kandidditm na politické funkce; (D)
candidate for political office; (D) official piedstaviteli ¢i  zamgstnanci jakékoli
or employee of any public international mezinarodni vi@jnopravni organizace;
organization; or (E) any person acting in ani (E) zaddné osebjednajici z moci
an official capacity for or on behalf of a Giedni nebo jménem statniho organu,
government, department, agency, Gfadu, politické stranyi verejnopravni
instrumentality, party or  public organizace, za &lem (i) nezakonného
international organization, in each case of ovliviiovani ¢i odnmenovani za skutkyi
(A) — (E) above for the purpose of (i) rozhodnuti shora uvedenychiednil,
improperly influencing or rewarding any zamestnan@, osob, politickych stran,
act or decision of such official, kandidadti na politickou funkci ¢i
employee, person, party, candidate, or zdravotniki; nebo (ii) za Gelem pobidky
health care professional, or (ii) inducing shora uvedenychiédniki, zangstnand,
such official, employee, person, party, osob, politickych stran, kandidétna
candidate, or health care professional to politickou funkci¢i zdravotniki k tomu,
Page 7 of 13
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6.2.

do or omit to do any act in violation of
the lawful duty of such official,
employee, person, party, candidate, or
health care professional, or (i)
securing any improper advantage for
Sponsor, or (iv) improperly inducing
such official, employee, person, party,
candidate, or healthcare professional to
use its or his or her influence with a
foreign government or instrumentality
thereof to affect or influence any act or
decision of such government or
instrumentality; or

In

any officer, director, employee, agent, or
representative of another company or
organization, without that company’s or
organization’s knowledge and written

consent (a copy of which consent shall
be promptly provided by Institution to

Sponsor), with the intent to influence the
recipient’s action with respect to his or
her company's business, or to gain a
commercial benefit to the detriment of
the recipient's company or organization,
or to induce the recipient to violate a duty
of loyalty to his or her employer;

it shall at all times be bound by an@l.2.

Astellas: GM-IMAB3Q-03
rRecnice Znojmo p.o.
13.September 2017

aby se dopustili nedbalosti, opomenuti
nebo jiného nezakonného skutku; nebo
(iii) za Welem ziskani nezakonné vyhody
pro zadavatele; nebo (iv) zacalem
nezakonného ovlivmi shora uvedenych
Urednild, zangstnand, osob, politickych
stran, kandiddét na politickou funkci
nebo zdravotnik k tomu, aby vyuZili
svij vliv u zahrantnich ¢i domovskych
Giadi nebo jejich pob&ek k ovlivreni
jejich rozhodnuti; nebo

D)

Grednikovi,  fediteli, zandstnanci,
piedstaviteli nebo zastupci jakékoli jiné
firmy nebo organizace bezdomi této
firmy nebo organizace a bez jejiho
pisemného souhlasu fgemz se
zdravotnické z#zeni zavazuje Kkopii
takového souhlasu neprodéemadavateli
predlozit), s cilem ovlivnit skutkyci
chovani pijemce takové pobidky za
Ucelem ziskani nezékonné vyhody pro
zdravotnické  z#ézeni, za Gelem
poskozeni firmy nebo organizace, ve
které pfijemce pracujeci za &elem
poruseni povinnosti loajality ke svemu
zamestnavateli;

bude vzdy vazano a striktrdodrzovat

strictly comply with all applicable laws, rulesustanoveni vSech platnych zakonpredpisi,
regulations and industry codes which in amaizeni a oborovych norem, které jakymkoli
manner restrict or prohibit the giving ofpisobem omezuji¢ci zakazuji poskytovanii

anything of value to, or the

receipt

anything of value by, any official, agent oi

for

any health

professional;

6.3.

Institution’s invoices shall fairly and5.3.
accurately describe the nature of any serviqesctik a pesr® popsat

oprijimani hodnotnych &ci trednikim, zastupém
zamgstnan@m
employee of any government, political party quolitickych

public international organization, any candidataeezinarodnich
public office, or

statnich radi,
vefejnopravnich

vSech
stran ¢

organizaci, kanditlat na

carepolitické funkcegi zdravotnikim;
Zdravotnické z&zeni se zavazuje
charakter sluzeb

provided under this Monitoring Agreement; anghoskytovanych na zaklad této smlouvy o
monitoringu klinického hodnoceni; a

6.4.

It shall promptly notify Sponsor of thé&.4.

Zdravotnické z&zeni se zavazuje

occurrence of any fact or event which wouldeprodleg informovat zadavatele o vyskytu
render any representation, warranty or covengatékoli udalostici skutenosti, které by mohly
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in this Section incorrect or misleading. vést keepatreni ¢i omezeni jakéhokoli
prohlaSeni, zarukgi zavazku v tomt@lanku.

7. Independent Contractor 7. Nezavislost smluvniho vztahu

7.1. The relationship of Sponsor and CRO @nl. Vztah zadavatele a CRO na jedné stran
the one hand and Institution on the other is tratzdravotnického Z&eni na strah druhé je
of independent contractors. Neither is the agemtahem nezavislych smluvnich partiheZadny
of the other and neither has authority to make zastupt kterékoli smluvni strany nema
any statement, representation, commitment, pgavomoc  vydavat jakakoli  prohlaseni,
action of any kind which purports to bind upomavazovat druhou smluvni stranti jejim
the other without the other's prior writtefjménem provagt jakékoli prave zavazné
authorisation. The parties agree that m#utky, bez pedchoziho pisemného paeni
employee or independent contractor dbtyné smluvni strany. Smluvni strany se
Institution shall be considered an employee dbhody, Ze Zadny zatstnanec ani nezavisly
Sponsor or CRO, and that no employee smluvni partner zdravotnického izzeni
independent contractor of Institution shall beebudou povazovani za zastnance zadavatele
entitted to any benefits or eligible fomebo CRO a Ze Zzadny zaéstnanec ani
participation in any benefits plans provided twezavisly smluvni partner zdravotnického
employees of Sponsor or CRO. zarizeni nema narok na ziskani jakychkoli
vyhod, Wetré Gcasti na jakychkoli dchodovych
pripojisténich ¢i  odmenovacich schématech,
které svym zarstnan@m poskytuje zadavatel
nebo CRO.

7.2. Institution acknowledges and agrees tt¥a.  Zdravotnické Zé&eni bere naddomi a
Institution is solely responsible for the paymesbuhlasi s tim, Ze zdravotnické iizani je
of any and all contributions and taxes imposeglucné odpowdné za Uhradu vSech dani a
by any applicable governmental authority witbdvodi, které se na odénu vyplacenou jeho
respect to or measured by compensation paahréstnanédm nebo nezavislym smluvnim
to employees or independent contractors mdrtnefim vztahuji, na zaklad ustanoveni
Institution. platnych zakon.

8. Miscellaneous Provisions. 8. Rizna ustanoveni.

8.1. To enable Sponsor to comply with i8.1. Aby mohl zadavatel splnit své zakonné
legal obligations, in the event that any paymembvinnosti, plati, Ze vijgpad veSkerych plateb
or other transfer of value (hereinaftemebo poskytnuti jakékoli hodnotnécv (dale jen
“Payment’ or “Payments) is provided either "platba” nebo ‘platby™) piimo ¢i nepgimo
directly or indirectly to Institution or itsvyplacenych zdravotnickémuizzeni nebo jeho
personnel, or if reporting is otherwise requiregracovnikim, ¢i pro &ely splréni oznamovaci

it is understood by Institution that Sponsor wiflovinnosti, bere zdravotnické fifzeni na
report all Payments and may be required ¥ddomi, Ze zadavatel oznami veskeré platby a
report other value transferred to Institution er ihodnotné wci vyplacené nebo poskytnuté
personnel under this Monitoring Agreementdravotnickému Zdzeni nebo jeho pracovrikn
Institution understands that information abont zaklad této smlouvy 0 monitoringu
Payments or other value transferred #hnického hodnoceni. Zdravotnické izzeni
Institution or its personnel by Sponsor may liere na ¥domi, Ze informace o platbacti
made publicly available. The obligations of thi;jnych  hodnotnych  &cech, které byly
section shall survive the expiration or earli@dravotnickému zZdzeni nebo jeho pracovnikn
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termination of this Monitoring Agreement. vyplaceidy poskytnuty zadavatelem, mohou
byt verejné pristupné. Povinnosti uvedené v
tomto ¢lanku plati i poradnémc¢i predcasném
ukorgeni platnosti této smlouvy o monitoringu
klinického hodnoceni.

8.2. If any term or condition of this8.2. Pokud sedkteré z ustanoveni této smlouvy
Monitoring Agreement, the deletion of whiclo monitoringu Kklinického hodnoceni, jehoz
would not adversely affect the receipt of argruSeni by negativ¥n ovlivnilo ¢erpani vyhod
material benefit by any of the Parties hereundptynoucich z této smlouvy kteroukoli ze
shall be held illegal, invalid or unenforceablesmluvnich stran, stane neplatné, ¢iedé nebo
the remaining terms and conditions of thisevymahatelné, platnost, cidnost a
Monitoring Agreement shall not be affectedymahatelnost ostatnich podminek a ustanoveni
thereby and such terms and conditions shalltééo smlouvy o monitoringu Klinického
valid and enforceable to the fullest extehbdnoceni tim nebude ovltma a tato
permitted by law. ustanoveni #stanou platnd a vymahatelné v
plném rozsahu povoleném platnymi zakony.

8.3.  This Monitoring Agreement may not b8.3. Tuto smlouvu o monitoringu Kklinického
amended or modified except by writtehodnoceni je mozné énit ¢i upravovat pouze
document signed by the Parties. Failure by afoymou pisemnych dodaik podepsanych vSemi
Party to exercise or enforce any right conferrethluvnimi  stranami.  Pokud ¢&ktera  ze
upon it hereunder shall not be deemed to beraluvnich stran nebude vyuzZivat nebo vymahat
waiver of any such right nor operate to bar timektera sva prava na zakkatéto smlouvy, nelze
exercise or enforcement thereof at any time toto povazovat za vzdani se tohoto prava a
times thereatfter. piislusnd smluvni strana tbe tato prava
kdykoli znovu za&it vymahat nebo vyuZzivat.

8.4. The Parties hereby agree that tl8s4. Smluvni strany se dohodly, Ze tato smlouva

Monitoring Agreement may be executed io monitoringu Kklinického hodnoceniibe byt

counterparts, including pdfs, and all sughodepsana ve stejnopisechietnt dokument

counterparts shall constitute one agreemev, formatu pdf a Ze vSechny tyto stejnopisyivo

binding upon each Party. jednu a tutéz smlouvu, zavaznou pro vSechny
smluvni strany.

8.5.  This Monitoring Agreement, including.5. Tato smlouva o monitoringu Klinického

any exhibits and schedules attached herdtodnoceni, #etné vSech jejich filoh a dodatk,

constitutes the entire agreement between #teré jsou pilohou tohoto dokumentu,

Parties with respect to the subject matter herepfedstavuje jedinou a uUplnou dohodu mezi
smluvnimi stranami ve &ei prednetu této
smiouvy.

8.6. The defined terms in this Monitorin@.6. Definované terminy v této smlauvo

Agreement shall have the same meaning asmonitoringu klinického hodnoceni maji stejny

the Agreement. vyznam jako tytéz terminy ve smlauvo
provedeni klinického hodnoceni.

8.7. This Monitoring Agreement shall b&.7. Tato smlouva o monitoringu Kklinického
construed in accordance with and governed bgdnoceni a jeji vyklad s&di zakonyCeské
the laws of Czech Republic without givingepubliky , bez ohledu na konfliktni ustanoveni
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effect to conflict of law rules. zakan

8.8. Institution may not assign thi8.8. Zdravotnické zézeni nesmi tuto smlouvu o
Monitoring Agreement nor subcontract any ahonitoringu klinického hodnoceni postoupit na
its responsibilities hereunder without CROHeti subjekt ani vyuZivat pro pini casti ¢i
prior written consent. Any attemptedSech jeho povinnosti fdéti strany, bez
assignment or delegation in violation herepfedchoziho pisemného souhlasu CRO. Jakykoli
shall be null and void. This Agreement shgtiokus o pevod prav a povinnosti v rozporu se
inure to the benefit of Sponsor, and Sponsoskora uvedenym ustanovenim je neplatny a

and CRO's affiliates, successors and assigns.ne(tinny. Vyhody plynouci z této smlouvy se z

hlediska prava vztahuji na zadavatele a na
sesterské spalaosti zadavatele a CROg¢atns
jejich nastupt a zmocgnych subjeki.

8.9.  Whenever any notice is to be giveh9. VeSkera oznameni zasilana na zékiatb
hereunder, it shall be in writing and deliveresmlouvy musi mit pisemnou formu a musi byt
via overnight courier, mailed postage prepaid bprucena bd’ expresni  kuryrni  sluzbou,

certified or registered mail, return
requested, or personally delivered
appropriate Party at the address

receitoporienou postou s dotankou, faxem nebo
to tlwsobnim doréenim. Dordeni musi proghnout
indicated adresu ifislusné smluvni strany, ktera je

below, or at such other place or places as eitbgedena niZze, nebo na jinou adresu, kterou
Party may designate in a written notice to tipgislusna stranaipdem pisemhoznédmi druhé

other:

To Sponsor:

Astellas Pharma Global Development, Inc.

One Astellas Way,

60062, lllinois,

United States of America

Attention: Contracts and Outsourcing
cc: General Counsel

To Institution:

Nemocnice Znojmo p.o.,

MUDr.Jana Janskeho 11 ,

669 02 Znojmo,

Czech Republic

Attention: MUDr. Miroslav Kavka, MBA

To CRO:

PAREXEL International (IRL) Limited

70 Sir John Rogerson’s Quay

Dublin 2

Ireland

Attention: Site Contracts Department
Reference: GM-IMAB-001-03
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smluvni straa.

Zadavatel:

Astellas Pharma Global Development, Inc.
One Astellas Way,

60062, lllinois,

Spojené staty Americké

K rukam: Smlouvy a outsourcing

kopie: Pravni oddleni

Zdravotnické z#&zeni:

Nemocnice Znojmo p.o.,

MUDr.Jana Janského 11 ,

669 02 Znojmo,

Ceska republika

K rukam: MUDr. Miroslav Kavka, MBA

CRO:

PAREXEL International (IRL) Limited

70 Sir John Rogerson’s Quay

Dublin 2

Ireland

K rukam: Oddleni smluv se zdravotnickymi
zaizenimi

Znaka: GM-IMAB-001-03
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IN WITNESS WHEREOF, the Parties have NA DUKAZ SOUHLASU s ustanovenim této

caused this Monitoring Agreement to be smlouvy o monitoringu klinického hodnoceni
executed by duly authorized representatives. ho opraveni  zastupci smluvnich stran
podepsali.

PAREXEL International (IRL) Limited
on behalf of
ASTELLAS PHARMA GLOBAL DEVELOPMENT, INC.

BY/ PODPIS

NAME/JMENO:

TITLE/TITUL:

DATE/DATUM

Nemocnice Znojmo p.o.

BY/ PODPIS :

NAME/JMENO:MUDr. Miroslav Kavka, MBA
TITLE/TITUL: Director/ Reditel

DATE/DATUM
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