CONFIDENTIAL DUVERNE
Clinical Trial Agreement Smlouva o provedeni klinického
hodnoceni
between mezi
GENMAB A/S GENMAB A/S

(Cvr-No. 21023884)
Kalvebod Brygge 43,
DK-1560 Copenhagen V

Denmark

reiresented bi

(Cvr-No. 21023884)
Kalvebod Brygge 43,
DK-1560 Copenhagen V

Dansko

zastouiena'

(hereinafter referred to as “the Company”)

(dale jen ,spole¢nost")

on the one side and

na jedné strané a

FAKULTNI NEMOCNICE V MOTOLE
state budgetary organization
V Uvalu 84
105 06 Praha 5
Czech Republic
Identification number: 00064203
Tax identification number: CZ00064203

reiresented bi

FAKULTNI NEMOCNICE V MOTOLE
statni prispévkova organizace
V Uvalu 84
105 06 Praha 5
Ceska republika
Identifikacni Cislo: 00064203
Danové identifikacni Cislo: CZ00064203

zastouiena'

(hereinafter referred to as “the
Institution”)

(dale jen ,poskytovatel™)

on the other side

na strané druhé
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WHEREAS, Company is sponsoring and
conducting a multicenter study of the
product Epcoritamab (GEN3013;
DuoBody®-CD3xCD20) (the Study Drug”)
of which the protocol is entitledn “A
PHASE 1B/2, OPEN-LABEL TRIAL TO
ASSESS THE SAFETY AND PRELIMINARY
EFFICACY OF EPCORITAMAB (GEN3013;
DUOBODY® CD3XCD20) IN
COMBINATION WITH OTHER AGENTS IN
SUBJECTS WITH B-CELL NON-HODGKIN
LYMPHOMA” (the “Protocol”) as amended
from time to time, a copy of which has

been rovided to the
h (the

~Investigator"), hereinafter referred to
as (the “Trial”)

VZHLEDEM K TOMU, ZE SPOLECNOST JE

ZADAVATELEM A PROVADI
MULTICENTRICKOU  STUDII ~ PRIPRAVKU
Epcoritamab (GEN3013; DuoBody®-

CD3xCD20) (,hodnoceny pripravek")
s ndzvem protokolu ,OTEVRENE KLINICKE
HODNOCENT FAZE 1B/2 POSUZzUJicH
BEZPECNOST A PREDBEZNOU UCINNOST
EPCORITAMABU  (GEN3013; DUOBODY
CD3XCD20) V KOMBINACI S DALSIMI
PRIPRAVKY U PACIENTO S B-BUNECNYM

NON-HODGKINOVYM LYMFOMEM"
(,protokol") v platném znéni, jehoz kopie
byla predana

(,zkousejici“) dale jen (,klinické
hodnoceni");

WHEREAS, the parties wish to enter into
a clinical trial agreement under which the
Institution agrees to participate in the
Trial to be conducted according to the
Protocol by its employed physician the
Investigator; and

Vzhledem k tomu, ze smluvni strany si preji
uzavfit smlouvu o provedeni klinického
hodnoceni, podle které poskytovatel
souhlasi se svym zapojenim do klinického
hodnoceni, které bude provedeno podle
protokolu zaméstnanym lékarem -
zkousejicim; a

WHEREAS, this Agreement does not cover
the arrangements between Company and
Investigator and thus, a separate Clinical
Trial Agreement with the Investigator and
Company shall be executed, on the basis
of which the Investigator and Trial
personnel shall be reimbursed for the
performance of the Trial.

Vzhledem k tomu, ze tato smlouva
neupravuje ujednani mezi spolecnosti a
zkousSejicim, a proto bude mezi spolecnosti
a zkousejicim uzaviena samostatna smlouva
o provedeni  klinického hodnoceni, na
zadkladé které bude rovnéz zkousejici
a personal klinického hodnoceni odménén za
provedeni tohoto klinického hodnoceni.

WHEREAS, Company has engaged IQVIA
Limited se sidlem 3 Forbury Place, 23
Forbury Road, Reading, RG1 3JH, UK
including its affiliates and subsidiaries (the
“CRO"), a contract research organization,
acting as an independent contractor on
behalf of Company for the purpose of
administering the Trial including payment
administration of amounts due under this
Agreement; and

VZHLEDEM K TOMU, ZE spolecnost povéfila
spole¢nost IQVIA Limited se sidlem 3
Forbury Place, 23 Forbury Road, Reading,
RG1 3JH, UK vcletné jejich sesterskych
a dcefinych spolecnosti (,CRO"“), smluvni
vyzkumnou organizaci, zastupujici
spolec¢nost jako nezavisly subjekt za ucelem
spravy klinického hodnoceni, vCetné spravy
plateb splatnych dle této smlouvy; a

WHEREAS, the Institution acting through
the Investigator wishes to conduct the
Trial and to include patients in the Trial as
specified in the aforementioned Protocol.

VZHLEDEM K TOMU, ZE poskytovatel,
jednajici prostfednictvim zkousejiciho, ma
zadjem provést klinické hodnoceni a nabor
pacientd do klinického hodnoceni zplsobem,
ktery je specifikovan vyse uvedenym
protokolem.

WHEREAS, the Trial will be conducted
based on authorization no.:
sukls216928/2020, issued by the Czech
State Institute for Drug Control on
04Dec2020 and approved by Ethics
Committee  no.: 773/2020 on 24

VZHLEDEM K TOMU, ZE klinické hodnoceni
bude provedeno na =zakladé povoleni ¢.:
sukls216928/2020, vydaného Statnim
Ustavem pro kontrolu [&Civ dne
4. prosince 2020 a schvaleni etické komise
C.: 773/2020 dne 24. zari 2020 a schvaleni
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September 2020 and approved by Local
Ethics Committee no.: EK-1945/20 on 02
December 2020.

lokalni etické komise ¢.: EK-1495/20 ze dne
2. prosince 2020.

NOW, THEREFORE, the following has been

PROTO NYNI byla uzavfena smlouva

(hereinafter referred to as “the
Services”) by the Institution acting
through the Investigator under this
agreement as well as its appendices
(together “the Agreement”) are to
conduct the Trial by recruiting and
following patients in strict
accordance with:

agreed: v nasledujicim znéni:

1. ARTICLE 1 1. CLANEK 1

Services Sluzby

1.1 The services to be rendered | 1.1 Sluzbami, které je poskytovatel,

jednajici prostrednictvim zkousejiciho,
povinen poskytovat (dale jen
.Ssluzby") dle této smlouvy a jejich
priloh  (spole¢né ,smlouva®“), je
provedeni tohoto klinického hodnoceni
prostiednictvim naboru a sledovani
pacientl v prisném souladu:

(i) the ICH Harmonised Tripartite
Guidelines for Good Clinical
Practice dated 1 May 1996
(effective 17 January 1997) or
updated subsequently (“ICH
GCP”) and the Declaration of
Helsinki of the World Medical
Association, setting forth the
ethical principles for medical
research involving human
subjects;

(i) s harmonizovanou trojstrannou
smérnici spravné klinické praxe ICH
vydanou 1. kvétna 1996 (s
uc¢innosti od 17. ledna 1997),
v platném znéni (,ICH GCP")
a Helsinskou deklaraci Svétové
Iékarské asociace, stanovujici etické
zdsady pro lékarfsky vyzkum
s Ucasti lidskych subjektl;

(ii) all applicable national and/or
local laws, regulations and
guidelines including without
limitation those relating to the
protection of human subjects in
the conduct of clinical studies,
in particular in accordance with
Act No. 378/2007 Coll., on
Pharmaceuticals, and on the
Amendment of Related Acts, as
amended (“Act on
Pharmaceuticals”), and Decree
No. 226/2008 Coll., on Good
Clinical Practice and on the
Detailed Conditions of Clinical
Evaluation of Medicinal
Products (,Decree on Good
Clinical Practice");

(ii) se vSemi platnymi vnitrostatnimi a/
nebo mistnimi pravnimi predpisy,
nafizenimi a pokyny mimo jiné
véetné téch, které se tykaji ochrany
lidskych subjektl v pribéhu
provadéni klinickych  hodnoceni,
zejména v souladu se zakonem ¢.
378/2007 Sb., olécivech, ao
zménach nékterych souvisejicich
zdkonl, v platném znéni (,zékon
o lécivech") v platném znéni
a vyhlaskou ¢ 226/2008 Sb.,
o spravné klinické praxi a o blizsich
podminkach klinického hodnoceni
lé¢ivych  pripravkd  (,vyhlaska
o spravné klinické praxi“);

(iii) all legal and administrative
requirements of regulatory
authorities or ethics
committees relating to the
Study Drug to be tested among
others, but not limited to, in
strict accordance with all
relevant provisions of Act on

(iii) se vSemi pravnimi a spravnimi
pozadavky regulaénich organt nebo
etickych komisi tykajici se
hodnoceného pripravku, ktery je
predmétem testovani, véetné
napriklad, v pfisném souladu se
vSéemi pfislusnymi ustanovenimi
zakona o léCivech; se vsemi
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Pharmaceuticals; all relevant
data protection laws, including
Regulation (EU) 2016/679 of 27
April 2016 (the General Data
Protection Regulation "GDPR"),
and as amended from time to
time, as well as the Company’s
instruction for Processing of
Personal Data (as outlined in
the terms and conditions of the
data processing agreement
between the parties dated
(“Data

Processing Agreement”));

prislusnymi pravnimi predpisy
o ochran& osobnich Gdajd, véetné
narizeni (EU) 2016/679 ze dne 27.
dubna 2016 (obecné narizeni
o ochrané Gdaji ,GDPR"), ve znéni
pozdé&jdich predpist, jakoz i pokyny
spolecnosti ke zpracovani osobnich

Udajd (jak je uvedeno
v podminkach smlouvy
o zpracovani  osobnich Udajt
uzaviené mezi smluvnimi stranami
dne (,Smlouva

o0 zpracovani osobnich tdajd“));

(iv) the Protocol (as amended from
time to time by protocol
amendments) and this
Agreement, as well as;

(iv) s protokolem (podle potrfeby

podléhajicim Gpravam ve formé
dodatkd k protokolu)  a touto
smlouvou, a dale

(v) with the rules of Good Clinical

(v) s pravidly spravné klinické praxe;

Practice;
(vi) the specific Investigator (vi) s konkrétnimi povinnostmi
obligations (outlined in zkousejiciho (uvedeny v pfiloze 2

Appendix 2 hereof).

této smlouvy).

Article 1.1 (i) - (vi) hereinafter collectively
referred as “the Standards”.

Clanek 1.1 (i) az (vi) jsou dale spole¢né
oznacovany jako ,normy".

1.2 Institution wundertakes to work
diligently and to use all reasonable
endeavours to perform the Services
timely and in accordance with the
Standards and to enroll at least the
agreed number of patients in the
Trial. Institution undertakes to
ensure that the Investigator
complies with its obligations and
responsibilities in relation to the Trial
and the relevant contractual
documentation concluded between
the Investigator and the Company,
and with the specific Investigator
obligations stipulated in Appendix 2
hereof.

1.2

Poskytovatel se zavazuje k peclivé
realizaci  vSech  svych  cinnosti,
k vynalozeni  veskerého sili ke
v€asnému provedeni sluzeb v souladu
snormami ak naboru alespon
dohodnutého poctu  pacientd  do
klinického hodnoceni. Poskytovatel se
zavazuje zajistit, ze zkousSejici bude
v souvislosti s klinickym hodnocenim
plnit vSechny své zavazky a povinnosti
a dodrZzovat  ustanoveni  smluvnich
dokumentd uzavfenych mezi
zkouSejicim  a spole¢nosti  a rovnéz
plnit své konkrétni povinnosti
zkouSejiciho, které jsou uvedeny
v pFiloze 2 této smlouvy.

1.3 By signing of this Agreement the
Institution declares that its
employees are able to properly
conduct the Trial and that they have
the necessary prerequisites. Further,
Institution declares that neither it,
nor its employees, have any
personal relationship to the subject
matter of the Trial which could cause
a conflict of interest or interfere with
the progress of the Trial, in
particular with regard to other
concurrent trials it and/or they

1.3

Podpisem této smlouvy poskytovatel
prohlasuje, Ze jeho zaméstnanci jsou
schopni  fadné  provést  klinické
hodnoceni a maji k tomu potiebné
predpoklady. Dale poskytovatel
prohlasuje, ze ani on ani jeho
zaméstnanci nemaji k predmétu
klinického hodnoceni zadny osobni
vztah, ktery by mohl vyvolat stret
zajm0 nebo narusit pribéh klinického
hodnoceni, zejména s ohledem na jina
soubézneé provadéna klinicka
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participate in.

hodnoceni, kterych se Ucastni.

1.4 Under no circumstances shall the | 1.4 Poskytovatel neni za Zadnych okolnosti
Institution subcontract or otherwise bez predchoziho vyslovného
delegate any Trial-related activity or pisemného souhlasu spolecnosti
any other obligations under this opravnéno k uzavieni subdodavatelské
Agreement or the Agreement itself smlouvy nebo jinym zplsobem prevést
to a third party without the express jakoukoli Cinnost ¢ jiné zavazky
prior written consent of the vztahujici se ke klinickému hodnoceni
Company. Any approval of podle této smlouvy, ani nesmi tuto
a subcontract by the Company does smlouvu  postoupit treti strané.
not grant the right to any approved Jakékoli schvaleni subdodavatelské
subcontractor to further subcontract smlouvy spolecnosti neudéluje
its obligations without first obtaining schvalenému subdodavateli pravo dale
the express prior written consent of postupovat své zavazky, aniz by v této
the Company. The Institution shall souvislosti ziskal predchozi pisemny
ensure that any approved souhlas spolec¢nosti. Poskytovatel je
subcontractor shall be subject to all povinen zajistit, aby se na kazdého
of the terms applicable to the schvaleného subdodavatele obdobné
Institution under this Agreement vztahovaly veskeré platné podminky
mutatis mutandis; the Institution této smlouvy, které se vztahuji na
shall be responsible and remain poskytovatele samotného;
liable for the performance of all poskytovatel je i naddle odpovédny za
obligations of the Institution under plnéni vSech povinnosti poskytovatele
this Agreement and any breach vyplyvajicich ztéto smlouvy a za
thereof by any subcontractor. The jakékoli jejich poruseni kterymkoli
Company will be entitled to subdodavatelem. Spole¢nost bude
subcontract or otherwise delegate all opravnéna plnit prostfednictvim
or part of its activities and/or any subdodavatele vSechny nebo Cast
other  obligations under  this svych cinnosti a/nebo jakékoli jiné
Agreement to a third party, including zavazky podle této smlouvy ¢i jejich
a contract research organisation, plnénim povérit tfeti stranu, vcetné
without the prior written consent of smluvni vyzkumné organizace, a to
the Institution. bez predchoziho pisemného souhlasu

poskytovatele.

1.5 The Institution through the | 1.5 Poskytovatel prostiednictvim
Investigator shall immediately cease zkousejictho s okamzitou  platnosti
enrolling patients into the Trial upon pfestane s ndborem pacientd do
receipt of written notice from the klinického hodnoceni poté, co od
Company, or the Company’s spoleCnosti ¢ jejiho  povéreného
designee, that the maximum number zastupce obdrzi pisemné oznameni, ze
of patients to be enrolled under the bylo dosazeno maximalniho poctu
Protocol has been reached or the pacientl, ktefi maji byt dle protokolu
Trial has been placed on hold for any zarazeni, nebo bylo-li klinické
reason. hodnoceni z jakéhokoli ddvodu

pozastaveno.

1.6 The Institution hereby confirms that | 1.6 Poskytovatel timto potvrzuje, ze neni

Institution is not, nor has ever been
debarred or disqualified from
participating in clinical research by
the European Medicines Agency
(“EMEA"), any United States
regulatory authority, or by any other
regulatory authority. Further, the
Institution agrees not to use or
involve any person or organisation in

nebo nebyl predmétem vylouceni nebo
zdkazu Ucasti na klinickém vyzkumu
rozhodnutim Evropské agentury pro
IéCivé pripravky (European Medicines
Agency) (,EMA™) nebo jiného
regulac¢niho organu. Poskytovatel dale
souhlasi, Ze v souvislosti s klinickym
hodnocenim nebude vyuzivat sluzeb di
nezapoji jinou osobu i organizaci, jez
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connection with Trial that is or has
been debarred or disqualified by any
regulatory authority from
participating in clinical research. In
the event that the Institution or any
person or organization the
Institution uses or involves in
connection with the Trial should
become debarred or disqualified
during the course of the Trial or
receives notice of an action or threat
of action with respect to debarment
or disqualification, the
Institutionagrees to promptly notify

the Company in writing, and the
Company will have the right to
terminate this Agreement

immediately without further cost or
liability.

byla predmétem vylouceni nebo
zdkazu Ucasti na klinickém vyzkumu
rozhodnutim jakéhokoli regulacniho
organu. V pripadé, Ze dojde k tomu, ze
je poskytovatel nebo jakdakoli osoba
nebo organizace, jejichz sluzeb
poskytovatel v souvislosti s klinickym
hodnocenim vyuzivd nebo kterou do
klinického hodnoceni zapojilo,
predmétem vylouceni nebo zakazu
Ucasti v prib&hu klinického hodnoceni
nebo obdrzi oznameni o Fizeni nebo
pohrizku fizenim v souvislosti
s vyloucenim ¢i  zakazem  Ucasti,
souhlasi poskytovatel s tim, Zze o tom
bude spolec¢nost neprodlené pisemné
informovat, pricemz spolecnost bude
mit pravo ukoncit tuto smlouvu
s okamzitou platnosti, aniz by ji pfitom
vznikly dalsi naklady ¢i zavazky.

1.7 In the event that Investigator | 1.7 V pfipadé, ze dojde k situaci, kdy
becomes either unwilling or unable zkousSejici neni ochoten nebo schopen
to perform the duties required by plnit povinnosti na zakladé této
this Agreement, Institution shall smlouvy, bude poskytovatel v dobré
cooperate, in good faith and vife spolupracovat na rychlém nalezeni
expeditiously, to find a replacement nahradniho zkousejiciho, odpovédnost
Investigator.The responsibility for za radny/konecny vybér nahradniho
the proper/final selection of the zkouSejiciho je na  spolecnosti.
replacement Investigator lies with Poskytovatel vSak bude i po nalezeni
the Company. However, Institution nahrady vazan odpovidajicimi
shall continue to be bound by all povinnostmi a podminkami této
relevant obligations and conditions smlouvy. Pokud se smluvni strany po
of this Agreement following any serioznim  jednani v dobré vire
replacement. If the parties upon nedohodnou na nastupci, mize
serious and good faith negotiations spole¢nost ukoncéit tuto smlouvu
cannot agree on a successor, the pisemnym oznamenim, které
Company may terminate this poskytovateli poskytne deset dnl (10)
Agreement by providing ten (10) pfedem. Poskytovatel zajisti, aby
days’ prior written notice to the nahradni zkousejici podepsal dodatek
Institution. The Institution shall k této smlouvé a byl tak vazan
ensure that any replacement ustanovenimi této smiouvy.
Investigator signs an amendment to
this Agreement and is thus bound to
the provisions hereof.

1.8 If the Company or its representative | 1.8 Pokud spoleCnost nebo jeji zastupce

provides financial disclosure forms to
the Institution pursuant to U.S.
regulatory requirements, then the
Institution agrees to ensure that, for
the Investigator and each other
listed or identified person who is
directly involved in the treatment or
evaluation of patients, the
Investigator and each such other
person shall promptly return to the
Company a financial disclosure form

preda poskytovateli formular
prohlaseni o financnich zadjmech
(Financial Disclosure Form) podle

pozadavkl regulacnich orgdnl v USA,
je poskytovatel povinen zajistit, aby
zkousSejici i vSechny dalSi evidované
osoby pFimo nebo neprimo se podilejici
na lé¢b& nebo posuzovani pacientl
bezodkladné spolec¢nosti odevzdaly
vyplnéné  a podepsané  prohlaseni
o finan¢nich zdjmech, v nichz budou
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that has been completed and signed
by the Investigator or such other
person (as applicable), which shall
disclose any applicable interests held
by the Investigator or such other
person (as applicable) or their
respective spouses or dependent
children. The Company may withhold
payments if it does not receive
a completed and signed form from
the Investigator and such other
persons. The Institution shall ensure
that all such forms are promptly
updated as needed to maintain their
accuracy and completeness during
the Trial and for one (1) year after
its completion. The Institution
acknowledges that the completed
forms may be subject to review by
governmental or regulatory
agencies, the Company, and their
representatives, and the Institution
consents, and shall ensure that the
Investigator and such other persons
who complete such forms shall
consent, to such review and to the
transfer of such financial disclosure
forms and data to other countries,
including the US and countries
outside the European Economic
Area, for the purposes of review and
obtaining regulatory approval, even
though data protection may not exist
or be as developed in those
countries as in the country of such
person.

uvedeny jakékoli relevantni financni
zajmy zkousSejiciho nebo popf. dané
druhé osoby Ci jejich
manzela/manzelky popfipadé
nezaopatfenych déti. Spolecnost je
opravnéna pozastavit platby, pokud
zkousejici Ci  jind osoba vyplnény
a podepsany formulaf  neodevzda.
Poskytovatel zajisti, aby vSechny tyto
formulare byly podle potfeby
bezodkladné aktualizovany a byla tak
zachovana jejich presnost a Uplnost
v prib&hu trvani klinického hodnoceni
a po dobu jednoho (1) roku po jeho
dokonceni. Poskytovatel timto bere na
védomi, Ze vyplnéné formulare se
mohou stat predmétem kontroly ze
strany statnich nebo regulacnich
organd, spoleénosti a jejich zastupcd,
pricemz poskytovatel udéluje svij
souhlas s touto kontrolou a s predanim
téchto formulaid prohlaseni
o finan¢nich zadjmech do jinych zemi
mimo Evropsky hospodarsky prostor,
véetné USA pro Gcely kontroly
a schvaleni ze strany regulacnich
organd, ato iv ptipadé, Ze v dané
zemi neexistuje systém ochrany
osobnich dajd nebo tento systém neni
vyvinuty v takové mire jako v zemi
dané osoby, pricemz zajisti, aby tento
souhlas udélil zkousSejici i jiné osoby,
které formuldr vyplnuji.

2.

ARTICLE 2

2. CLANEK 2

Study Materials, Equipment and Protocol

Materidly studie, vybaveni a protokol

2.1

The Company or  Company’s
designee shall provide to the
Institution and/or the Investigator
information needed to conduct the
Trial, the materials, including the
Study Drug, case report forms
(“CRF"), infusion pumps and
laboratory Kkits, set forth in the
Protocol (collectively, the "“Study
Materials”) in a sufficient quantity to
conduct the Trial. During the Trial
the Institution may handle blood and
tissue specimens or other samples
utilized in the Trial (collectively, the
“Samples”). The Institution
acknowledges that the  Study
Materials and the Samples may be

2.1 Spole¢nost nebo osoba povérena
spoleCnosti  poskytne poskytovateli

a/nebo zkousejicimu informace
potfebné k provedeni klinického
hodnoceni, materialy stanovené
protokolem, vcéetné  hodnoceného
pfipravku, zdznam{ subjektu
hodnoceni (,CRF"), infuznich pump
a laboratornich sad (souhrnné
.materialy studie"), ato
v dostatecném mnozstvi pro provedeni
klinického  hodnoceni.  V pribé&hu
klinického hodnoceni maze
poskytovatel nakladat se vzorky krve
a tkani nebo S jinymi vzorky
pouzivanymi vV ramci klinického
hodnoceni (souhrnné Lvzorky"“).
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experimental in nature, and
therefore shall use prudence and
reasonable care in the use, handling,
storage, transportation, disposition,
and containment of the Study
Materials and any of their derivatives
and the Samples. Institution shall
use the Study Materials and the
Samples solely for the conduct of the
Trial and in accordance with the
Protocol and shall not transfer any of
the Study Materials or the Samples
to any third party except as required
under the Protocol.

Poskytovatel bere na védomi, Zze
materialy studie a vzorky mohou byt
experimentalni povahy, a proto musi
pfi pouzivani, manipulaci, skladovani,
prepravé, likvidaci a kontrole vzorkd,
materidld studie a z nich ziskanych
materidld postupovat s obezfetnosti
a nalezitou péci. Poskytovatel bude
pouzivat materidly studie a vzorky
vyhradné k provadéni klinického
hodnoceni a v souladu s protokolem
a nepreda zadné materiadly studie nebo
vzorky jiné treti strané, s vyjimkou
ptipadd, kdy je to vyzadovano
protokolem.

2.2 Company via vendor shall supply | 2.2 Spolecnost prostfednictvim treti osoby
the Study Drug to the pharmacy of zajisti distribuci zasilky hodnoceného
the Institution, where the shipment IéCiva do lékarny poskytovatele, kde je
shall be received and examined by lékarnik prevezme a zkontroluje (jako
the pharmacist (in the same manner jiné zasilky - tzn. neni-li posSkozena, v
as any other shipment - e.q. pfipad® zvldstnich pozadavki na
whether the delivery is unharmed, in transport, byly-li tyto pozadavky
case of any specific requirements as dodrzeny, prijem zasilky potvrdi),
to the means of transport also hodnocené |é¢ivo bude v lékarné
whether such requirements were uchovavano a nasledné si na Zadanku
duly met, and confirms due zkouSejici hodnocené |éCivo vyzvedne
acceptance of the delivery), Study na misto vykonu klinického hodnoceni,
Drug shall be  stored and kde je za né pIné odpovédny.
furthermore, on the basis of an order
form, the Investigator shall collect
the Study Drug and transport it to
the Institution site.

2.3 CRO shall notify the Institution via e- | 2.3 CRO je povinno oznamit do 3
mail, to email address or by phone pracovnich dnl pred dodanim, kdy
to the appointed pharmacist, who is bude zdsilka do Iékarny predana,
authorized for the Trial by pharmacy budto emailem na emailovou adresu
of the Institution, within 3 working nebo telefonicky farmaceutovi, ktery je
days prior to the delivery, as to klinickym hodnocenim za nemocnicni
when the shipment is to be delivered Iékarnu povéren.
to the pharmacy.

2.4 CRO shall secure delivery to|2.4 CRO zajisti dodavku na adresu: FN
following address: Fakultni Motol, nemocni¢ni Iékarna, V Uvalu 84,
nemocnice Motol, nemochnicni 150 06 Praha 5, Ceska republika, a
lékarna, V Uvalu 84, 150 06 Praha 5, oznadi  ji jménem povérenych
Czech Republic, with label of the lékarnikdy.
authorized pharmacist.

2.5 After completion or termination of | 2.5 Po dokonceni nebo ukonceni klinického

the Trial and/or upon termination or
expiration of this Agreement, any
remaining Study Materials and
Samples must be returned to the
Company immediately in accordance
with  the instructions of the
Company.

hodnoceni a/nebo po ukonceni nebo
uplynuti platnosti této smlouvy musi
byt veskeré zbyvajici materidly studie
a vzorky vraceny neprodlené
spolecnosti v souladu s pokyny
spolecnosti.
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respect to any patient who (i) is not
qualified to participate in the Trial
based on the inclusion and exclusion
criteria contained in the Protocol or
(ii) is not eligible to be included in all
statistical analyses of the Study due
to failure on the part of the
Institution or Investigator to comply

2.6 The Company or a third party on | 2.6 Spole¢nost nebo tfeti strana jménem
behalf of Company may provide to spolecnosti mohou poskytovateli
Institution  without charge, the poskytnout potifebné vybaveni pro
equipment required for the conduct provedeni klinického hodnoceni na
of the Trial based on a separate loan zakladé  samostatné smlouvy o
agreement between the Company vypljéce mezi spolecnosti a
and the Institution (the poskytovatelem (dale jen ,vybaveni“).
“Equipment”). The Equipment is the Vybaveni je vyhradnim majetkem
sole property of the Company or the spoleCnosti nebo tfeti strany, ktera
third party providing the Equipment. vybaveni poskytuje. Poskytovatel je
Institution will use Equipment in povinen vybaveni pouzivat v souladu
accordance with the Protocol and s protokolem a pfislusnymi pokyny pro
applicable instructions for the pouzivani vybaveni a pouze pro Ucely
Equipment and only for the Trial or klinického hodnoceni nebo pro jiné
for such other purposes as Company Ucely, které byly pisemné schvaleny
may approve in writing. Institution spolecCnosti. Poskytovatel je povinen
shall reasonably safeguard the vybaveni odpovidajicim  zplsobem
Equipment against loss or damage. chranit pred ztratou nebo poskozenim.
Institution agrees to be financially Poskytovatel se po dobu, po kterou ma
responsible to cover any loss or vybaveni ve svém drzeni, zavazuje
damage of the Equipment while in nést naklady v pripadé ztraty i
Institution’s custody, which exceeds poskozeni vybaveni nad ramec
ordinary wear and tear and/or lacks bézného opotifebeni a/nebo neni
a reasonable causal relationship to v pfimérené pri¢inné souvislosti
proper performance of the Trial. s Fadnym provadénim klinického
Institution further agrees that unless hodnoceni. Poskytovatel ddle souhlasi
otherwise authorized in writing by s tim, ze pokud spole¢nost nebo CRO
the Company or CRO, Institution will nestanovi pisemné jinak, nebude
not alter the Equipment in any way. poskytovatel vybaveni zadnym
Institution shall either dispose of (if zpUsobem upravovat. Poskytovatel je
so requested by Company or CRO) povinen vybaveni na naklady
or return the Equipment in working spoleCnosti  zlikvidovat (pokud o to
order with normal wear and tear spole¢nost nebo CRO pozada) nebo jej
excepted, at Company’s cost, to vratit spoleCnosti v provozuschopném
Company or as otherwise instructed stavu s vyjimkou bézného opotrebeni
by Company immediately after nebo s nim naloZit jinym zplsobem dle
completion of the Trial or pokynl spoleénosti ihned po dokoné&eni
termination of this Agreement or klinického hodnoceni nebo ukonceni
within a reasonable period of time platnosti této smlouvy ¢i v primérené
upon Company’s request. Ihdté na zadost spole¢nosti.

3. ARTICLE 3 3. CLANEK 3

Fees Poplatky

3.1 Subject to articles 3.2 - 3.5 below, | 3.1 V souladu s podminkami odst. 3.2 az
the agreed fees and the calculation 3.5 nize, byly poplatky a zplsob jejich
thereof are agreed as set out in vypoCtu dohodnuty tak, jak je
Appendix 1. stanoveno v pfiloze 1 této smlouvy.

3.2 No payments shall be required with | 3.2 Platby nelze poZadovat v souvislosti

s pacientem, ktery (i) neni zpUsobily
k Uc€asti v klinickém hodnoceni na
zakladé kritérii pro zarazeni
a vyrazeni, kterd jsou uvedena
v protokolu nebo (ii) nemlze byt
zahrnut do statistickych analyz v ramci
studie z dlvodu nedodrzeni protokolu
ze strany poskytovatele nebo
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with the Protocol. zkousejiciho.

3.3 The Institution will not be entitled to | 3.3 Poskytovatel nebude mit narok na

any additional compensation, or to zadnou dalsi odménu, ani na zruseni
cancel or alter this Agreement, in nebo zménu celé této smlouvy ¢i jeji
whole or in part, for any reason Casti  z jakéhokoli dlvodu, véetné
including without limitation should napriklad situace, kdy sluzby vyzaduji
the Services require additional dodatecny personal nebo jiné dalsi
staffing or other extra expenses. vydaje.

3.4 It is agreed and explicitly confirmed | 3.4 Zkousejici souhlasi a vyslovné
by the Investigator that payments potvrzuje, Ze platby spolec¢nosti za
from the Company for the Services sluzby budou vyplaceny vyhradné
shall be paid exclusively to the poskytovateli, pficemz  spolecnost
Institution and that the Company nebude odpovédna za Zzadné platby
shall not be liable for any payments zkousSejicimu, pokud se spolecnost
to Investigator, unless otherwise a zkousejici pisemné nedohodnou jinak
agreed between the Company and prostiednictvim podepsané dohody.
the Investigator in a written signed
agreement.

3.5 No screening costs shall be required | 3.5 Nelze pozadovat proplaceni nakladl na
to be paid for any prospective screening potencialniho pacienta,
patient where the Institution or the u kterého muiZe poskytovatel nebo
Investigator could reasonably have zkousejici dlvodné predpokladat, Ze
known that the prospective patient nesplini kritéria pro zarazeni a vyrazeni
would not satisfy the inclusion and z klinického hodnoceni.

exclusion criteria for the Trial.

3.6 The remuneration set forth in this | 3.6 Odména stanovena v tomto clanku 3

Article 3 and Appendix 1 of this a v priloze 1 této smlouvy predstavuje
Agreement shall constitute the jedinou odménu poskytovateli za Ucast
Institution’s sole remuneration for na klinickém hodnoceni aza
the participation in, and the poskytovani sluzeb v souvislosti s nim.
provision of the Services in Poskytovatel dale souhlasi s tim, Zze
connection with, the Trial. The vzhledem ktomu, Ze spoleCnost
Institution further agrees that, since poskytne poskytovateli hodnocené
the Company will provide the Study pripravky a materidly studie bezplatné
Drugs and Study Materials to the a platba poskytovateli podle pfilohy 1
Institution free of charge and the pokryje veskeré naklady a vydaje
payment to the Institution under vzniklé  poskytovateli v souvislosti
Appendix 1 will cover any costs and s klinickym hodnocenim, nema
expenses arising at the Institution in poskytovatel pradvo od pacientd piimo
connection with the Trial, the ¢i nepfimo pozadovat nebo obdrzet
Institution shall not directly or odménu za jakykoli materidl, [écbu
indirectly seek or receive nebo sluzbu, které jsou vyzadovany
compensation from patients or public protokolem a poskytovany nebo
health insurance companies for any hrazeny CRO jménem spolecnosti
material, treatment or service that is spolecnosti, mimo  jiné  vcietné
required by the Protocol and hodnoceného pripravku, screeningu
provided or paid by the CRO on pacientd, infuzi, sluzeb lékare
behalf of the Company, including, a zdravotni  sestry, diagnostickych
but not limited to, Study Drug, vySetfeni a podavani hodnoceného
patients screening, infusions, pripravku.

physician and nurse services,
diagnostic tests, and Study Drug
administration.

The Institution shall be solely Poskytovatel nese vylu¢nou
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responsible for the payment of their
own taxes and other fees possibly
accruing, levied or payable in
addition to the payments set forth in
this Agreement.

odpovédnost za odvod a Uhradu
pfipadnych jemu vzniklych, uvalenych
nebo jim splatnych dani a dalSich
poplatkli, kromé& plateb stanovenych
v této smlouvé.

The parties agree that the amount of
payment specified in Appendix 1
represents the fair market value for
the Services that the Institution and
has agreed to render under this
Agreement and the amount of
payment has not been determined in
any manner that takes into account
the volume or value of any referrals
or business otherwise generated
between the Institution and the
Company.

Smluvni strany se dohodly, Zze vyse
platby uvedena v pfiloze 1 predstavuje
realnou trzni hodnotu sluzeb, které se
poskytovatel zavazal poskytnout na
zakladé této smlouvy, pfiemz vyse
platby nebyla stanovena zadnym
zplsobem, ktery zohledfiuje objem
nebo hodnotu pochazejici z jakychkoli
jinych doporuceni  nebo  jiného
obchodniho vztahu mezi
poskytovatelem a spolec¢nosti.

4, ARTICLE 4

4,

CLANEK 4

Payment Schedule and Withdrawal of

Harmonogram _plateb a ukonceni _ucasti

Patients pacientd
4.1 Subject to the articles 4.2 - 4.3 | 4.1 V souladu s podminkami odst. 4.2 az

below, Appendix 1 sets forth the
agreed payment schedule as well as
payment conditions.

4.3 nize, obsahuje pfiloha 1 dohodnuty
harmonogram plateb a platebni
podminky.

4.2 The right to payment under this
Agreement may not be assigned,
pledged as security or otherwise
transferred without the prior written
approval of the Company.

4.2

Pravo na platbu podle této smlouvy
nelze bez predchoziho pisemného
souhlasu spolecnosti postoupit,
zastavit jako zajisténi nebo jinak
prevést.

4.3 Upon completion of the Trial or
earlier termination of this Agreement
as provided herein, the Institution
shall reimburse the Company for any
amounts that were paid by the CRO
on behalf of the Company that
exceed the amounts to which the
Institution was entitled under this
Agreement.

4.3

Po dokonceni klinického hodnoceni
nebo pfi predéasném ukonceni této
smlouvy, jak je stanoveno v této
smlouvé, vrati poskytovatel
spoleCnosti vSechny c¢astky, které byly
spoleCnosti CRO jménem spolecnosti
vyplaceny a jez jsou nad rdmec castek
splatnych  poskytovateli dle této
smlouvy.

4.4 Company may withhold up to fifteen
percent (15 %) of each payment due
to Institution for the Trial until final
payment, which will be made after
(i) the last patient visit according to
this Agreement has been completed,
and (ii) Investigator has completed
and submitted to Company all CRFs
for completed visits, and (iii) all data
queries have been resolved in
accordace with the Protocol, and (iv)
all Study Materials and Equipment
have been returned to the Company
or otherwise disposed of pursuant to
the Company’s instructions.

4.4

Spole¢nost je opravnéna zadrzet az
patnact procent (15 %) z kazdé platby
splatné ve prospéch poskytovatele za
provadéni klinického hodnoceni, ato
do doby, nez bude uhrazena posledni
platba, kterd bude provedena (i) po
provedeni posledni navstévy pacienta
dle této smlouvy, a (ii) poté, co
zkousejici vyplni a preda spolec¢nosti
vSechny CRF k provedenym navstévam
(ii) poté, co budou vsechny zadosti
tykajici se (daji vyFeSeny v souladu
s upravou dle protokolu a (iv) poté, co
budou vSechny materidly studie
a veskeré vybaveni vraceny
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spolecnosti nebo s nimi bude nalozeno
[¢] v .
dle pokynu spolecnosti.

5. ARTICLES 5. CLANEKS

Confidentiality Zachovani duvérnosti osobnich tdaju

5.1 The Institution, including each of its | 5.1 Poskytovatel, vcetné vsSech jeho
employees, consultants and other zaméstnancd, lékard a  daldiho
personnel (internal including the personalu (internich, véetné
Investigator as well as external) zkousSejiciho i externich) maji
shall treat all Study Materials and povinnost zachazet se vSemi materialy
other information obtained from or studie a jinymi informacemi ziskanymi
on behalf of the Company or od spolecnosti nebo jejim jménem i
generated by the Institution in vytvorenymi poskytovatelem pri
preparation for or during the course pfipravé nebo v prib&hu provadéni
of performing the Services, including sluzeb, mimo jiné véetn& ddvérnych,
without limitation confidential, védeckych, zdravotnich a technickych
scientific, medical and technical informaci  a Gdaji  tykajicich  se
information and data related to the spoleC¢nosti a/nebo CRO, klinického
Company and/or CRO, the Trial, the hodnoceni, hodnoceného pfipravku
Study Drug and/or the Services a/nebo sluzeb (souhrnné ,informace"),
(collectively, the “Information”) as je? jsou davérnym  a vyluénym
confidential and the exclusive majetkem spolecnosti nebo CRO jako
property of the Company or the s dGv&rnymi udaiji; pricemz
CRO; and the Institution shall not poskytovatel nepfeda tyto informace
disclose such Information to third tretim stranam, nezverejni je, ani je
parties or to the public or use such nepouzije k jinym Gcéeldim nez
Information for any purpose other k poskytovani sluzeb. Aniz by bylo
than the performance of the omezeno vySe uvedené, poskytovatel
Services. Without limiting the mizZe predat informace pouze tém
foregoing, the Institution may zamé&stnanclim a smluvnim partnerim
disclose Information only to those poskytovatele, ktefi takové informace
employees and contractors of the pozaduji pro Ucely plnéni této smlouvy
Institution  who  require  such a jsou vazani povinnosti zachovani
Information for the purposes of this mlcenlivosti a nepouzivani, jejiz
Agreement and who are bound by an podminky nejsou méné pfisné, nez je
obligation of confidentiality and non- stanoveno  touto smlouvou. PFi
use no less stringent than set forth predavani informaci kterémukoli
herein. Upon disclosing Information z t&chto zaméstnancd nebo smiluvnich
to any such employees or partnerl poudi poskytovatel tyto
contractors, the Institution shall zameéstnance nebo dodavatele
advise them of the confidential o divérném charakteru prfedanych
nature of the Information, and shall informaci a pozada je, aby prijali
require them to take all necessary veskera nezbytna a pfimérena opatreni
and reasonable precautions to za ucelem zabranéni jejich
prevent the unauthorized disclosure neopravnénému predani.
thereof.
In the event Company shall come V pripadé, Ze spoleCnost ziska pristup
into contact with any patient’s k jakymkoli  zdravotnim  z&dznamim
medical records, Company shall hold pacienta, je povinna v souvislosti
in confidence the identity of such s témito zaznamy zachovat
patient to the extent required by mlicenlivost, co se tyce identity
applicable law(s) regarding the pacienta, ato v takovém rozsahu,
confidentiality of such patient’'s ktery je pozadovan platnymi pravnimi
records. predpisy.

5.2 This undertaking does not apply to | 5.2 Tento =zavazek se nevztahuje na
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information, as shown by written
records, that,

informace uvedené v pisemnych
zadznamech, které

(a)was known to the Institution
prior to the date of this
Agreement;

(a) byly poskytovateli znamy pred
datem podpisu této smlouvy;

(b)was generally known to the
public prior to the date of this
Agreement;

(b) byly obecné znamy pred datem
podpisu této smlouvy;

(c) becomes generally known to the
public other than by breach of
this confidentiality obligation;
or

(c) byly zvefejnény jinym zplsobem,
nez porusenim povinnosti
zachovani micenlivosti dle této
smlouvy; nebo

(d)is acquired from a third party,
without  violation of this
confidentiality obligation.

(d) byly ziskany od treti strany, aniz
by doSlo k poruseni povinnosti
zachovani milcenlivosti dle této

smlouvy.

5.3 In the event that the Institution is | 5.3 V pripadé, Ze je poskytovatel povinen
required to disclose Information predat informace na zakladé prikazu
pursuant to an order or requirement nebo pozadavku soudu, spravniho
of a court, administrative agency, or orgadnu nebo jiného vladniho organu,
other governmental body, the oznami to poskytovatel spolec¢nosti a
Institution shall provide the CRO v ptimérené |hité pfedem, aby
Company and CRO with reasonable tak spolec¢nost méla moznost pozadat
advance notice thereof to enable the o ochranné opatfeni nebo tomuto
Company to seek an appropriate pfedani zamezit. V takovém pfipadé
protective order or to prevent the poskytne poskytovatel spolecnosti
disclosure. In such situation, the a/nebo CRO za Uuclelem ziskani
Institution shall provide reasonable ochranného opatifeni nebo zamezeni
assistance to the Company and/or predani pfimérenou soucinnost.

CRO to obtain a protective order or
to prevent disclosure.

5.4 Upon the request by the Company | 5.4 Na Zadost spole¢nosti a/nebo CRO
and/or CRO or upon termination of nebo po ukonceni platnosti této
this Agreement, the Institution shall smlouvy doruci poskytovatel
immediately deliver to the Company spolecnosti neprodlené veskeré
all Information and all copies thereof informace a vSechny jejich kopie, které
in its possession or in the possession ma poskytovatel nebo jeho
of its employees, agents or zaméstnanci, povéfené osoby i
representatives; provided, however, zastupci v drzeni; poskytovatel si vSak
that the Institution may retain one ponecha jednu kopii  jakychkoli
copy of any Information as is informaci nezbytnych pro regulacni
necessary for regulatory or Ucely nebo Uuclely pojisténi, pricemz
insurance purposes, subject to its i nadale se na né vztahuje zavazek
ongoing obligation to maintain the zachovavat dGvérnost téchto
confidentiality of such Information. informaci. Tim neni dotéena povinnost
This is without prejudice to the poskytovatele vést prislusné zaznamy
obligations of the Institution to keep a dokumentaci, ktera je mu ulozena
the relevant records and prislusnymi pravnimi predpisy.
documentation imposed by the
applicable legal regulations.

5.5 The Institution acknowledges and | 5.5 Poskytovatel bere na védomi

agrees that the Company will not
have any adequate remedy at law if

a souhlasi s tim, Ze spolecnost nebude
mit k dispozici zadny odpovidajici
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the Institution violate their
obligations of confidentiality and
non-use set forth herein. Therefore,
the Company shall have the right, in
addition to any other rights it may

have, to obtain in any court of
competent jurisdiction (to the extent
permissible by law) temporary,
preliminary and permanent
injunctive relief to restrain any
breach, threatened breach, or

otherwise to specifically enforce such
obligations.

opravny prostredek, pokud
v O . 7

poskytovatel porusi svuj zavazek

zachovani milcéenlivosti a nepouzivani

stanoveny v této smlouvé. Spolecnost
ma proto kromé svych pripadnych
jinych prav ipravo obratit se na
prislusny soud a domdhat se (v
rozsahu pripustném podle pravnich
prepist) vydani do&asného,
predbézného  atrvalého  soudniho
zakazu za Ucelem omezeni jakéhokoli
poruseni, hrozby porusSeni, nebo
domaéahat se dodrzovani t&chto zavazk{
jinym konkrétnim zplsobem.

prevent or be construed to prevent
or limit the Company from complying

5.6 The Company, the CRO and the | 5.6 Spole¢nost, CRO a poskytovatel jsou
Institution shall hold in confidence povinni zachovavat ddvérnost
any Personal Data, including but not jakychkoli osobnich udajd, mimo jiné
limited to data concerning the health véetnd Udaju tykajicich se zdravotniho
of a person involved in the Trial, to stavu osoby, ktera se Ucastni
the extend required by applicable klinického hodnoceni, v rozsahu
laws, rules, guidelines and pozadovaném platnymi pravnimi
regulations. predpisy, pravidly, pokyny

a nafizenimi.

5.7 Each of the parties hereto shall not | 5.7 Z&dna ze smluvnich stran nepfeda bez
disclose to any third party the terms predchoziho pisemného  souhlasu
of this Agreement without the prior druhé smluvni strany podminky této
written consent of the other party, smlouvy zadné treti strané, s vyjimkou
except to advisors, investors, and svych poradcl, investorl a dalich
others on a need-to-know basis osob, které tyto informace potrebuji
under circumstances that reasonably znat v rozsahu nezbytné nutném,
ensure the confidentiality thereof, or pricemz je takto mohou predat pouze
to the extent required by law, za okolnosti, kdy je odpovidajicim
regulation or court order. zplsobem zajisténo zachovani

dbvérnosti téchto informaci, nebo
v rozsahu  vyzadovaném  platnymi
pravnimi predpisy, nafizenim nebo
soudnim nafizenim.

6. ARTICLE 6 6. CLANEK 6

Publication Zverejnéni/Publikace

6.1 Except as otherwise required by | 6.1 Nestanovi-li platné pravni predpisy
applicable law or regulation or as a narizeni jinak nebo neni-li jinak
provided for in articles 6.4 and 9.2 stanoveno v odstavcich 6.4 a 9.2 nize,
below, neither party shall use the neni zadna ze smluvnich stran
name of the other in any press opravnéna pouzivat jméno druhé
release or product advertising or for smluvni strany v jakékoli tiskové
any other commercial purpose zpravé nebo reklamé na produkt nebo
without the prior written consent of pro jakykoli jiny komerc¢ni Ucel bez
the other, which consent shall not be predchoziho pisemného  souhlasu
unreasonably  withheld by the druhé smluvni strany, pricemz tento
Institution. souhlas s pouzivanim jména nebude

poskytovatelem bezdlvodné odepren.

6.2 Nothing in this Agreement shall | 6.2 Z&dné zustanoveni této smlouvy

spoleCnost neomezuje, ani by nemélo
byt vykladano jako omezujici, co se
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(in  the Company’s reasonable
opinion) with any applicable
securities laws and stock exchange
regulations, including without
limitation, any obligation to publish
information concerning the progress
or results of the Trial or from using
the Institution’s name in regulatory
submissions, Trial-related scientific
publications and clinical trial
registries and websites.

ty¢e dodrzovani (podle odivodné&ného
nazoru spolec¢nosti) platnych pravnich
predpist o cennych papirech a nafizeni
o burze cennych papirQ, vetné
napriklad povinnosti zverejnit
informace tykajici se prib&hu nebo
vysledkd klinického hodnoceni, nebo
v souvislosti s pouzitim jména
poskytovatele v podanich urcenych
regulaénim organim, ve védeckych
publikacich zabyvajicich se tématy
souvisejicimi s klinickym hodnocenim
a registrech & webovych strankach
tykajicich se klinickych hodnoceni.

6.3 The Institution will not be permitted | 6.3 Poskytovateli nebude povoleno
to publish the results of the Trial. zverejnovat vysledky klinického
The Investigator will have the right hodnoceni. Zkousejici bude mit pravo
to publish the results of the research zverejnovat vysledky vyzkumu
generated at the Institution in provadéného u  poskytovatele v
accordance with the provisions set souladu s ustanovenimi smlouvy o
out in the Clinical Trial Agreement klinickém hodnoceni mezi spole¢nosti a
between the Company and the zkousSejicim.
Investigator.

7. ARTICLE 7 7. CLANEK 7

Intellectual Property Dusevni vlastnictvi

7.1 All right, title and interest in and to | 7.1 VSechna prava, majetkové naroky
inventions, improvements, a podily souvisejici s vynalezy,

discoveries, developments and trade
secrets (whether or not patentable)
and all intellectual property rights
therein that are conceived, reduced
to practice or otherwise made in
whole or in part by or on behalf of
the Institution in connection with the
Trial (collectively, “Inventions”) shall
without further remuneration for the
Institution be exclusively owned by
the Company, and/or the Company
shall execute all material rights with
respect to such Intellectual property,
which shall be deemed a Work on

Hire (in Czech: “Dilo na
objednavku”). In case some of the
individual intellectual property
ownership above cannot be

transferred to the Company pursuant
to the Czech Law, or, if any of the
above is not permissible by law, the
relevant Inventions shall be licensed
to the Company in the broadest
scope and extent of time permissible
for no additional fee. Accordingly,
the Institution hereby assigns to the
Company every assignable right,
title and interest unencumbered and

zlepsovacimi navrhy, objevy, pfispévky
k vyvoji a obchodnimi tajemstvimi (at
jiz patentovatelnymi ¢i nikoliv), jakoz
i veSkera prava k dusevnimu
vlastnictvi, jeZz bylo zcela nebo z Casti
vymysleno, poprvé dovedeno do faze
praktického  vyuzZiti nebo  jinak
vytvofeno poskytovatelem nebo jeho
jménem v souvislosti s klinickym
hodnocenim (souhrnné ,vynalezy"“), se
stavaji vyluénym majetkem
spoleCnosti, aniz by poskytovateli
vznikal narok na dalsi odménu a/nebo

spolecnost bude v souvislosti
s takovym  duSevnim  vlastnictvim,
které se povazuje za ,dilo na
objednavku" uplatfovat veskera sva

hmotna prava. (Pozn. prekl.: anglicky
original ,,Work on Hire", v Cestiné dilo
na objedndvku.) V pripadé, ze nékteré
z vySe uvedenych jednotlivych prav
dusevniho vlastnictvi nelze pfevést na
spoleCnost podle pravnich predpist

Ceské republiky nebo neni-li jedno
z uvedenych ustanoveni podle
pravnich predpisi pripustné, bude

k pfislusnym vynalezm spoleénosti
4 o v .
bez dalSich poplatku udélena licence,
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worldwide in and to all Inventions.
The Institution, upon learning of an
Invention, shall promptly notify the
Company.

.....

mozné casové obdobi. Poskytovatel
proto postoupi spolec¢nosti v souvislosti
s veSkerymi vynalezy vSechna jakkoli
nezatizend prava, naroky a podily
v celosvétovém rozsahu. Poskytovatel
se zavazuje spolecnost o objeveném
vynalezu neprodlené informovat.

7.2 The Institution and its employees | 7.2 Poskytovatel a jeho zaméstnanci
and subcontractors shall do all acts i subdodavatelé ucini veskeré kroky,
necessary or desirable to provide the které jsou nezbytné <¢i  potrebné
Company with all information and k tomu, aby spolecnosti byly
records and execution of all poskytnuty veskeré informace
documents necessary or desirable in a zaznamy a vyhotoveny nezbytné
the evaluation of the Inventions, in a potfebné dokumenty pro Gcely
the filing and prosecution of all vyhodnoceni vynalez(, podani
patent applications relating thereto, a vyrizeni vSech souvisejicich
in obtaining the issuance of any patentovych prihlasek, acely udéleni
patents issuing based upon such patentl na zakladé té&chto patentovych
patent applications, and in the prihlasek a zachovani platnosti
maintenance thereof. If the patentl. Pokud spole¢nost rozhodne,
Company determines that a patent ze by v souvislosti s patentem méla
application should be filed on an byt podana patentova prihlaska,
Invention, the Company will prepare pfipravi a poda spoleCnost pfrislusné
and file appropriate patent patentové prihlasky ve vSech zemich,
applications in all countries it deems ve kterych to povazZuje za vhodné,
appropriate and will pay the pricemz uhradi veskeré naklady
reasonable and appropriate cost of vynalozené na pfipravu, podani
preparing, filing and maintenance a zachovani  platnosti  patentovych
thereof. Title to all patent prihlasek. Spole¢nost je v souvislosti
applications and any patents issuing s veSkerymi vynalezy vlastnikem vSech
therefrom covering any Inventions patentovych prihldéek a patent(, které
shall be in the Company. The byly na jejich zakladé vydany.
Institution shall not file any patent Poskytovatel nepoda Zzadnou
application in its own name. patentovou prfihlasku svym vlastnim

jménem.

7.3 The Institution shall take all| 7.3 Poskytovatel je povinen ucinit veskeré

necessary steps, including, but not
limited to, obtaining the necessary
assignment of rights from each
person participating in the Trial,
including the Investigator and all
other persons involved in the Trial,
to assure that the Company acquires
sufficient title to all Inventions,
patent applications and patents. In
particular, in relation to Inventions
made or generated by one or more
employees of the Institution, the
Institution undertakes to exercise its
rights under any relevant statutory
provisions so as to claim such
employee Invention for itself and to
assign the rights to such employee
Invention to the Company. Claims
for statutory compensation related

kroky, vcCetné napriklad zajisténi
prevodu prav od vSech osob
podilejicich se na klinickém hodnoceni,
véetné zkousSejictho a vSech dalsich
osob, které jsou do klinického
hodnoceni zapojeny, aby tak pro
spoleCnost byla zajisténa dostatecna
vlastnickd prava ke vdem vynalezim,
patentovym piihlaskdm a patentim.
Poskytovatel se zejména v souvislosti
s vynalezy, které byly vytvofeny
jednim  nebo vice zaméstnanci
poskytovatele, zavazuje uplatfovat
sva prava podle jakychkoli prislusnych
zdkonnych ustanoveni zplsobem, kdy
samo uplatni narok na vynadlez
zameéstnance a nasledné postoupi tato
prava zaméstnance k vynalezu
spolenosti. Naroky zaméstnanci na
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to such Invention by employees shall zakonem stanovenou odménu

at first instance be compensated by v souvislosti s takovym  vynalezem
the Institution in accordance with vyplaci prfimo poskytovatel v souladu
the applicable statutory guidelines se zakonnymi pravidly pro vypocet
for the calculation of such takové odmény, spole¢nost se vsak
compensation, but the Company zavazuje proplatit poskytovateli tuto
undertakes to  reimburse the zaméstnanciim odtvodnéné
Institution any such compensation vyplacenou odménu.

reasonably paid to employees.

7.4 The Company shall solely own all | 7.4 Spole¢nost je vyhradnim vlastnikem

right, title and interest in and to the vedkerych prav, majetkovych narokl
Study Materials and any and all a podili, co se tyle materidld studie
information, data or other materials a vedkerych informaci, (daji nebo
delivered to the Institution by or on jinych materialG dodanych spole&nosti
behalf of the Company as well as nebo jménem spolec¢nosti
any derivatives, progeny, or poskytovateli, vcietné vSech z nich
improvements developed therefrom, odvozenych nebo vzeslych informaci,
and all assignable intellectual Gdajd & materidld nebo zlepSovacich
property rights therein shall be navrhl, pfic¢emz spole¢nost je v jejich
assigned to the Company. Further, souvislosti  vlastnikem vSech prav
all data and work product arising out k dusevnimu vlastnictvi. SpoleCnost je
of or relating to the Trial, including, dale vlastnikem vsech udajl
without limitation, the Records, a produktl vzniklych pfi praci na
CRFs, reports, and specimens shall klinickém hodnoceni nebo v souvislosti
be owned by the Company, and all snim, véetné napiiklad zdznamd,
assignable intellectual property zdznam{ subjektu hodnoceni (CRF),
rights therein shall be assigned to prehledl, vzorkd a s nimi souvisejicich
the Company. Accordingly, the prav k dusevnimu vlastnictvi.
Company shall have, in its sole SpoleCnost je tedy vyse uvedené
discretion, the right to publish, opravnéna dle vlastniho uvazeni
disclose, disseminate, and use, in zverejnit, predat, Sifit a pouzit v plném
whole or in part, the same for any nebo CasteCném rozsahu k jakémukoli
and all purposes, including, without Ucelu, vcetné napfiklad podani Uradu
limitation, in and for submissions to pro kontrolu potravin a léCiv (FDA),
the FDA, EMEA or other regulatory Evropské agenture pro lécivé pripravky
agencies. (EMA) a dal$im regulaénim organim.
7.5 Notwithstanding provisions of Article | 7.5 Bez ohledu na ustanoveni c¢lanku 7.3
7.3 above regarding the vyde, ohledné Uhrady odGvodnéné
reimbursement for compensations vyplacenych odmén zaméstnancim,
reasonably paid to employees, the smluvni strany prohlasuji, ze vSechny
parties hereby declare that all fees poplatky a/nebo odmeény, které jsou
and/or compensation due to be paid poskytovateli spolecnosti splatné, jsou
by the Company to the Institution jiz zahrnuty do celkovych poplatkl
are already embraced in the total splatnych spole¢nosti v souladu
fees payable by the Company s Clankem 3 této smlouvy. Smluvni
pursuant to Article 3 hereof. The strany rovnéz prohlasuji, ze takova
parties also declare that such odména neni zjevné neprimérena
compensation is not apparently budoucimu zisku vyplyvajicimu
disproportional to the future profit z téchto vynalezd ve smyslu ¢&l. 58
related to such Inventions within the odst. 6 zakona ¢. 121/2000 Sb.,
meaning of Art. 58(6) of Act No. 0 pravu autorském, o pravech
121/2000 Coll., on Copyright, Rights souvisejicich s pravem autorskym a o
Related to Copyright and on the zméné& nékterych zakonl( (autorsky
Amendment of  Certain Laws zakon), ve znéni pozdé&jsich predpisi
(Copyright Act), as amended (,autorsky zakon“) a ve smyslu ¢l. 9
(“"Copyright Act”) and within the odst. 4 zdkona ¢. 527/1990 Sb.,
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meaning of Art. 9(4) of Act No.
527/1990 Coll. on Inventions and
Rationalisation Proposals, as
amended. If the cooperation of the
Institution in connection with
exercising the Company's rights is
associated with an excessive time
and financial burden, the parties
undertake to negotiate an
amendment to this Agreement. The
amendment to this Agreement will
provide for an adequate
compensation for time and financial
burdens that are not foreseeable at
the time of concluding this
Agreement.

o vynalezech, primyslovych vzorech
a zlepSovacich  navrzich, v platném
znéni, Pokud by soucinnost
poskytovatele pfi uplatnéni prav
spolecnosti byla spojena s nadmérnou
casovou a financ¢ni zatézi, smluvni
strany se zavazuji jednat o dodatku
k této smlouvé. Dodatkem k této
smlouvé by byla stanovena adekvatni
kompenzace za casovou a financni
zatéz, kterd neni v dobé uzavirani
smlouvy predvidatelna.

8. ARTICLE 8 8. CLANEK 8

Record Keeping and Data Protection Vedeni zdznami a ochrana osobnich Gdajd

8.1 During the term of this Agreement, | 8.1 Po dobu trvani této smlouvy je
the Institution shall maintain all data poskytovatel povinen uchovavat
obtained or generated by the vSechny Udaje, které ziska ci vytvofi
Institution in the course of providing v prib&hu poskytovani sluzeb, véetné
the Services, including all vSech pocitacovych zdznam{
computerized records and files a soubord kromé zdrojovych
excluding source medical records of lékar'skych zaznamQ pacientd, na které
the patients which are subject to se vztahuje platnd pravni Uprava
valid regulation under Act No. uvedend v zadkoné ¢. 372/2011 Sb.
372/2011 Coll. (collectively, (,zaznamy"), na bezpecném mistég,
“Records”), in  asecure area které je odpovidajicim zplsobem
reasonably protected from fire, chranéno proti ohni, zniceni, kradezi
destruction, theft and any other a jakémukoli dalSimu neopravnénému
unauthorised access, manipulation, pristupu, nakladani ¢i Uprave, pricemz
or modification, whereby any access kazdy pristup, nakladani ¢ zména
to, manipulation with or modification Gdajd musi byt zaznamendana pro Ucely
of records is logged for the purpose zdokumentovani informaci kdo, kdy
of documenting when, who and why a pro¢ pfislusny adaj vytvoril, ziskal
such records were created, accessed k nému pfristup ¢i proved! jeho zménu.
or modified.

8.2 The Institution shall maintain the | 8.2 Poskytovatel je povinen uchovavat
Records in a safe and secure manner zdznamy bezpednym zplsobem po
for twenty-five (25) years after the dobu pétadvaceti (25) let od ukonceni
end of the Trial, or such longer klinického hodnoceni nebo po dobu
period as is required by applicable delSi, je-li to vyzadovano platnym
law or regulation. After expiration of pravnim predpisem ¢i nafizenim. Po
the agreed retention period, all uplynuti dohodnuté doby uchovavani
Records shall be returned to the budou vSechny zadznamy vraceny
Sponsor by the Institution at the Zadavateli na jeho naklady v misté
Sponsor’s expense. If the Sponsor Poskytovatele. Pokud si Zadavatel
does not collect the Records at the nevyzvedne zaznamy u Poskytovatele
Instituion within 2 months after the ve |hit¢ 2 mésicd po skonceni
end of the retention period, the dohodnuté doby uchovani, bude
Institution will be entitled to destroy Poskytovatel opravnén zaznamy
the Records. zlikvidovat.

8.3 This is without prejudice to the | 8.3 Tim neni dotcena povinnost
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obligation of the Institution to keep

poskytovatele uchovavat dokumenty

the documents listed in the Decree uvedené ve vyhldSce o spravné
on Good Clinical Practice and klinické praxi avést zdravotni
maintain medical records. zaznamy.

8.4 Notwithstanding the foregoing, the | 8.4 Bez ohledu na vySe uvedené,
Institution may retain one copy of poskytovatel smi uchovat jednu kopii
any Records as is necessary for jakychkoli  zdznamd, které jsou
regulatory or insurance purposes, nezbytné pro regulacni Ucely ¢&i Ucely
subject to its ongoing obligation to pojisténi, ato za predpokladu, zZe
maintain the confidentiality of such postupuje v souladu se svou trvalou
Records. povinnosti zachovavat ddvérnost

téchto zdznamd.

8.5 The Institution declares that it will | 8.5 Poskytovatel prohlasuje, Ze nebude
not exercise any liens or other rights v souvislosti se zaznamy z zadného
over any Records for any reason dlvodu uplatfiovat zastavni nebo jina
whatsoever. prava.

8.6 The Institution shall permit the | 8.6 Poskytovatel umozni spolec¢nosti,
Company, national, local and foreign vnitrostatnim, mistnim a zahrani¢nim
regulatory authorities and their regula¢nim organim a jejich
designees access at reasonable povéfrenym osobam v rozumnou dobu
times to the Records and all facilities pfistup k zdznamim a do veskerych
and equipment related to the zafizeni i k vybaveni, které je spojeno
performance of the Trial. Such audit/ s provadénim klinického hodnoceni.
monitoring visit shall be announced Takova kontrola/monitoring musi byt
to the Institution at least three (3) poskytovateli oznamena alespon tri (3)
days in advance, unless the acts and dny predem, s vyjimkou piipadd, kdy
omissions of the Institution and/or konkrétni inspekci vyvolalo jednani ci
the Investigator has given rise to a opomenuti na stané poskytovatele
specific inspection visit. Standard a/nebo zkousejiciho. Touto cinnosti
operations of the Institution shall not nesmi byt narusen bézny chod
be disturbed by such poskytovatele.
audit/monitoring visit.

8.7 The Institution undertakes vis-a-vis | 8.7 Poskytovatel se spolecnosti zavazuje
the Company to ensure that each zajistit, aby kazdy pacient, ktery byl
patient enrolled in the Trial (i) is do klinického hodnoceni zafazen, (i)
duly informed about the essence, the byl fadné informovan o podstaté,
significance, and the consequences vyznamu a ddsledcich klinického
of the Trial, and (ii) gives his/her hodnoceni a (ii) udélil pisemny souhlas
consent to his/her involvement in se svou Ucasti v klinickém hodnoceni
the Trial in writing prior to the pfed jeho zahajenim a (iii) byl radné
commencement of the Trial, and (iii) informovan o svych pravech podle
is duly informed about their rights platnych pravnich predpist o osobnich
pursuant to applicable personal data Udajich.
legislation.

8.8 In relation to personal data | 8.8 Poskytovatel vystupuje v souvislosti se

processing contained in the Records
on clinical trial, the Institution act as
a data processor (in Czech:
zpracovatel osobnich udajd) with all
its obligations provided for in laws
regulating personal data processing
and in this Agreement. The scope,
purpose and time of Personal Data
processing in detail, guarantees of

zpracovanim osobnich zaznam{
obsaZzenych v zaznamech o provedeni
klinického hodnoceni jako zpracovatel

osobnich Udaji (v angli¢tingé: data
processor) se vsemi zavazky
stanovenymi pravnimi predpisy
upravujicimi zpracovani  osobnich
Gdajd a v souladu s touto smlouvou.
Rozsah, (el acdas podrobného
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the Institution regarding technical
and organisational measures for the
protection of Personal Data and
obligations resulting thereof are
provided for in the Data Processing
Agreement. This is without prejudice
to the obligation to manage medical
records in accordance with applicable
legislation in respect of which the
Institution is in the position of data
controller.

zpracovani osobnich udaju, zaruky
poskytovatele tykajici se technickych
a organizacnich opatfeni na ochranu
osobnich Gdaji az né& vyplyvajici
povinnosti jsou stanoveny ve smlouvé
0 zpracovani osobnich Udajd. Tim neni
dotlena povinnost spravovat zdravotni
zaznamy v souladu s platnymi
pravnimi  predpisy, jez se na
poskytovatele vztahuji z dlvodu jeho
role spravce udajd.

8.9 For the purpose of this Agreement,

“Personal Data” shall have the
meaning as set out in GDPR,
including any information (in
manual, electronic or any other

form) relating to an identifiable or
identified natural person obtained by
the Institution, Company and/or any
of its affiliates, as the case may be,
in the course of or in connection with
the Institution’s performance of the
Trial. Furthermore, “Processing” shall
have the meaning as set out in
GDPR, including any operation or set
of operations which are performed
upon Personal Data, whether or not
by automatic means and may
include the transfer of data to any
country, either within or outside the
European Economic Area.

8.9 Pro Ucely této smlouvy ma vyraz
»,0sobni Udaje® vyznam stanoveny
v obecném nafizeni GDPR, vcetné
veskerych informaci (v ru¢né
zaznamenane, elektronické nebo
jakékoli jiné formé), které se tykaji
identifikovatelné nebo identifikované

fyzické osoby, ziskané
poskytovatelem, spolec¢nosti a/nebo
kterymkoli z jejich pridruzenych

subjektd v prib&hu nebo v souvislosti
s provadénim  klinického hodnoceni
poskytovatelem. Vyraz ,zpracovani*
ma dale vyznam stanoveny v obecném
narizeni GDPR, vcetné jakékoli operace

nebo souboru operaci, které jsou
s osobnimi Udaji provadény, at uz
automatickymi prostfedky ¢i nikoli,

a mdZe zahrnovat predani Gdaji do

kterékoli zemé&, v ramci Evropského
hospodarského prostoru nebo mimo
néj.

9. ARTICLE 9

9. CLANEK9

Independent Contractor Relationship

Vztah s nezavislym dodavatelem

9.1 Nothing in this Agreement shall
create, imply or evidence any
partnership or joint venture between
the Institution and the Company or
any relationship between them of
principal and agent or employer and
employee. The Institution on the one
hand, and the Company on the other
hand, agree that neither shall have
the power or right to bind or obligate
the other, nor shall either hold itself
out as having such authority.

9.1 zadné ustanoveni této smlouvy
nezaklada, neznamena a neprokazuje,
co se tyCe vztahu mezi poskytovatelem
a spole¢nosti zadné partnerstvi nebo

vztah zmocnitele a zastupce nebo
zameéstnavatele a zaméstnance.
Poskytovatel na jedné strané

a spolec¢nost na strané druhé souhlasi
s tim, Zze ani jedna strana nebude mit
pravomoc nebo pravo zavazat nebo
ulozit druhé strané povinnost, ani
nebude vystupovat zplsobem, kterym
by prezentovala, Ze takové opravnéni
ma.

9.2 No right, expressed or implied, is
granted by this Agreement to any
party to use in any manner the
trademarks or the name of the
others or any other trade name,

9.2 7adna ze smluvnich stran neni touto
smlouvou  vyslovné ¢ nepfimo
opravnéna jakymkoli zplsobem
pouzivat obchodni zndmky nebo jméno
jiné strany ¢i jiné obchodni jméno,
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service mark, or trademark owned
by or licensed to the others in
connection with the performance of
this Agreement. Notwithstanding the
foregoing, the Company may use the
name of the Institution in connection
with regulatory filings with respect to
the Study Drug.

ochranou znamku pro sluzby nebo
obchodni  zndmku, jez jsou ve
vlastnictvi jinych stran nebo
licencované jinym stranam
v souvislosti s plnénim této smlouvy.
Bez ohledu na vySe uvedené,
spolecnost mize v souvislosti
s podanimi  regulaénim  organim
pouzivat nazev poskytovatele ve
spojeni s hodnocenym pripravkem.

10. ARTICLE 10

10.

CLANEK 10

Notices/communication

Oznameni/sdéleni

10.1 All notices and other
communications hereunder shall be
in writing, addressed as indicated
below or to such other address as to
which either party may notify the
other. A notice will be deemed
effective, in each case with proof of
receipt: (a) on the date delivered if
delivered personally; (b) on the date
received if sent by certified or
registered mail, return receipt
requested, postage prepaid; (c) on
the first business day after the date
sent if sent by recognized overnight
courier (or two-day courier, if next-
day service is unavailable); or (d) on
the date transmitted if sent via e-
mail (provided that no message of
failure of delivery has been received
by the sender).

10.1 Veskera oznameni a dalsi sdéleni podle

této smlouvy musi byt pisemnad
a zaslana na niZze uvedené adresy nebo
na jinou adresu, kterou mize kterakoli
ze smluvnich stran druhé strané sdélit.
Oznameni bude povazovano za Gcinné
vzdy s potvrzenim jeho pfijeti: (a)
v den doruceni, pokud bylo doruceno
osobné; (b) v den pfijeti, je-li zaslano
doporucené, doporucené s dodejkou,
s predplacenym postovnym; (c) prvni
pracovni den po datu odeslani, je-li
zaslano uznanou kuryrni  sluzbou
s doru¢enim do 24 hodin (popf.
s doruéenim do dvou dnl, neni-li
24hodinova sluzba k dispozici); nebo
(d) v den odeslani, pokud je zaslano e-
mailem (za predpokladu, Ze odesilatel
neobdrzel zpravu o nedoruceni.)

If to the Company, to:

Oznameni a sdéleni uréena spolecnosti:

Genmab A/S

Att: Head of Legal
Kalvebod Brygge 43
DK-1560 Copenhagen V

Genmab A/S

K rukam: Head of Legal

Kalvebod Brygge 43
DK-1560 Copenhagen V

Denmark Dansko
With a copy to: S kopii:
E-mail: [ N | - -
And a copy to: A kopii:

IQVIA Inc. Global Legal Department
Attention: General Counsel
100 IMS Drive Parsippany, NJ 07054 USA

Email:

IQVIA Inc. Global Legal Department

Attention: General Counsel
100 IMS Drive Parsippany, NJ 07054 USA

Email: I

Clinical Trial Agreement — Czech Republic
LDMS # 2021-40033
Version/Verze 2.0, 2020 - 30.04.2021

GCT3013-02 / Fakultni nemocnie v Motole / | EEGTczcNENNIIIE Page / Strana 21 of / z 61




If to the Institution, to:

Oznameni a sdéleni ur¢ena poskytovateli:

Fakultni nemocnice v Motole, state

budgetary organization
Sekretariat nameéstka pro LPP

Attention: Department of Clinical

Trials

V Uvalu 84, 150 06 Praha 5, Czech
Republic

E-mail: [

Fakultni nemocnice v Motole, statni

pFispévkova organizace

Sekretariat nameéstka pro LPP

Kontaktni misto: Oddéleni klinickych
studii

V Uvalu 84, 150 06 Praha 5, Ceska republika

E-mail: [

11. ARTICLE 11

11.

CLANEK 11

Term and Termination

Platnost smlouvy a jeji ukonceni

11.1 The Parties agree that the Institution
will ensure the publication of the
Agreement in the register of
contracts under the Act no.
340/2015, on special conditions for
the effectiveness of some contracts,
publication of these contracts and
register of contracts, as amended
(hereinafter as the ,Contracts
Register Act") no later than 30
days after the conclusion of this
Agreement and fully in accordance
with the requirements of the
Contracts Register Act. The
Institution undertakes to:

11.1 Smluvni strany se dohodly, ze

poskytovatel zajisti zverejnéni smlouvy
v registru smluv podle zakona .
340/2015, o zvlastnich podminkach
ucinnosti nékterych smiuv,
uverejnovani téchto smluv a o registru
smluv, ve znéni pozdé&jsich predpisi
(dale jen ,zdkon o registru smluv"),
nejpozdé&ji do 30 dnl po uzavieni této
smlouvy a plné v souladu s poZadavky
zakona o registru smluv. Poskytovatel
se zavazuje:

a) publish this Agreement in the
contracts register only in such
form as the Company agrees in
advance in writing or by e-mail;
and

a) zverejnit tuto smlouvu v registru
smluv pouze v takové formé,
v jaké k tomu spoleCnost pisemné
nebo e-mailem udélila  svdj
souhlas; a

b) send the Company

a confirmation of iublication to

b) zaslat spolec¢nosti potvrzeni

o] zveFei'ném’ na e-mail

The version of this Agreement
intended for publication will be
provided to Institution by Company
or CRO via e-mail for publication.

Verzi této smlouvy uréené ke
zverejnéni poskytne spoleCnost nebo
CRO ke zverejnéni poskytovateli
prostfednictvim e-mailu.

Company hereby acknowledges that
the Institution as a state budgetary
organization is obliged to provide
information to requesting third
parties under Act No. 106/1999
Coll., on Free Access to
Information, as amended. The
Institution will promptly notify

Spole¢nost bere na védomi, ze
poskytovatel jakozto statni
prispévkova organizace je povinen na
dotaz treti osoby poskytnout
informace podle zak. ¢. 106/1999 Sb.,
o svobodném pfistupu k informacim,
ve znéni  pozdé&jsich  predpisy.
V pripadé takového dotazu vyrozumi
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Company and CRO of such a
request and will inform them what
information is being requested. The
Institution must use its best efforts
to restrict access to the requested
information as permitted pursuant
to applicable law (e.g. by ensuring
that trade secrets and confidential
Information of the Company will be
redacted/deleted from any
information reuested).

poskytovatel spolecnost a CRO
a uvede, jaka informace byla
pozadovana. Poskytovatel musi

vyvinout maximalni usili k omezeni
pfistupu k pozZadovanym informacim,
jak to umoznuji pravni predpisy (napfr.
zajisténim toho, Ze obchodni tajemstvi
a ddv&rné informace spole¢nosti
budou zaslepeny/odstranény z
jakychkoli vyZzadanych informaci).

If the Institution does not publish
this Agreement in the contracts
register within the stipulated time
limit the Company will be entitled to
publish this Agreement in the
contracts register itself.

Pokud poskytovatel tuto smlouvu
v registru smluv nezverejnéni ve
stanovené |h(t&, bude spole&nost
opravnéna tuto smlouvu sama

zverejnit v registru smluv.

The provisions of this Article 11.1
will also apply mutatis mutandis to
the publication of any amendment
to this Agreement in the contracts
register.

Ustanoveni tohoto c¢lanku 11.1 se
pouziji obdobné i v pfipadé zverejnéni
jakékoli zmény této smlouvy v registru
smluv.

11.2

This Agreement is effective on the
date of its publication in the
contracts register.

11.2

Tato smlouva je Gcinna pocinaje dnem
zverejnéni v registru smiuv.

11.3

The Company may terminate this
Agreement for any reason upon
thirty (30) days’ prior written notice
to Institution.

11.3

Spole¢nost muize smlouvu ukondit
z jakéhokoli dtvodu doruéenim
pisemné vypovédi s tficetidenni (30)
vypovédni Ih(tou poskytovateli.

11.4

The expected entolment of Trial
Subject is

11.4

Predpokladany ocet subjektl
hodnoceni je ﬁ

11.5

The exiected Trial duration is

11.5

11.4

The Institution or the Company may
terminate the Agreement wupon
written notice with immediate effect,
should the Institution, on the one
hand, or the Company, on the other
hand, materially breach their or its
obligations under the Agreement,
including violations of the Agreement
due to fraud or unlawful acts and, if
the breach is capable of remedy,
fails to remedy it within thirty (30)

11.4

Predpokladana doba trvani klinického
hodnoceni je do

Smlouva mlze byt  ukonlena
poskytovatelem Ci spolecnosti
pisemnym ozndmenim s okamzitou
ucinnosti, pokud se poskytovatel na
jedné strané nebo spole¢nost na
strané druhé dopusti zavazného

poruseni, co se tyce jejich povinnosti
podle této smlouvy, vcéetné poruseni
smlouvy z dlvodu podvodu nebo
protipravniho jednani a toto poruseni
nenapravi (je-li napravitelné) do tficeti

days after notice thereof from the (30) dnl od obdrzeni pisemného

other containing full particulars of oznameni druhé smluvni strany, ve

the breach and requiring it to be kterém je pozadovana ndaprava

remedied. a uvedeny vSechny (daje ohledné
poruseni.

11.5 The Company is entitled to terminate | 11.5 Spole¢nost je opravnéna tuto smlouvu

this Agreement upon written notice
with  immediate effect in the

ukoncit pisemnym oznamenim
s okamzitou ucinnosti v nasledujicich
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following instances:

pripadech:

a) if the patient recruitment rate (a) Je-li dle odlvodné&ného uvazeni
or the percentage of patients spole¢nosti mira naboru pacientd
that complete the Trial is, in nebo procento pacientl, ktefi
the Company’s reasonable klinické hodnoceni dokoncili, pfilis
discretion, too low, or nizka, nebo

(b) if the Investigator's working (b) je-li pracovni pomér zkousejiciho
relationship with the Institution a poskytovatele ukoncen nebo
is terminated or otherwise jinak prerusen, narusen nebo
interrupted, impaired or halted zastaven  z jakéhokoli  dlvodu
for any reason whatsoever and a nahradni zkousejici neni
a replacement investigator vzajemné dohodnut do triceti (30)
cannot be mutually agreed on dnd, nebo
within thirty (30) days, or

(c) if the Company, exercising (c) pokud se spolecnost po
reasonable discretion decides to oddvodnéném uvéZeni rozhodla
discontinue the Trial, or klinické hodnoceni prerusit, nebo

(d) if the purpose of this Trial, in (d) pokud se ucel tohoto klinického
the Company’s reasonable hodnoceni dle  odlvodn&ného
discretion, becomes obsolete, uvazeni spole¢nosti stane
or obsoletnim, nebo

(e) if the Institution ceases to carry (e) pokud poskytovatel ukonci svou
on business, becomes or is obchodni cCinnost, je v Upadku
declared insolvent “v nebo bylo-li o jejim Upadku
Upadku"). rozhodnuto.

11.6 The Institution is entitled to | 11.6 Poskytovatel je opravnén tuto smlouvu
terminate the Agreement by a ukoncit pisemnym oznamenim
written notice with immediate effect s okamzitou Ucinnosti, pokud je

if the health risk for the study
subjects is disproportionately
increased.

If this Agreement is terminated by
the Company due to a breach by the
Institution of any of its obligations

under

this Agreement or under

applicable law, the Institution’s right
to any payments hereunder shall be

immediately cancelled from the
moment of breach of obligations
justifying termination of the
Agreement.

neimeérné navysSeno zdravotni riziko
pro subjekty hodnoceni.

Je-li tato smlouva spole¢nosti
v o v 2 r .
ukoncena z duvodu poruseni kteréekoli

Z povinnosti vyplyvajicich z této
smlouvy nebo platnych pravnich
predpisi ze strany poskytovatele,

pravo poskytovatele na jakékoli platby
podle této smlouvy zanika okamzikem
poruseni plnéni jeho povinnosti,
odlvodfujice tak ukon&eni smlouvy.

11.7

If the Agreement is terminated by

the Company for one of the reasons

set forth

in articles 11.2 or 11.4

above, the Company shall pay the

Institution

for all Services duly

performed but not paid through the

date

of termination and for

reimbursement of the future out-of-

11.7

Je-li smlouva spole¢nosti ukoncena
z nékterého  z dlvodd  uvedenych
v bodech 11.2 nebo 11.4 vySe, zaplati
spoleCnost poskytovateli za vSechny
fadné provedené a nezaplacené sluzby
do data ukonceni a uhradi mu vlastni
nezruSitelné  vydaje, které byly
pfimérené vynalozeny za (celem

pocket non-cancellable costs it poskytovani sluzeb v plném rozsahu
reasonably incurred in order to zdvazkl  spole€nosti  vyplyvajicimi
perform the Services in full z této smlouvy.

satisfaction of the Company’s
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obligations under this Agreement.

11.8 If the Agreement is rightfully
terminated by the Institution due to
a material breach of the Agreement
by the Company, the Institution shall
be entitled to claim payment of the
entire amount to which it would be
entitled if the Trial had been
completed as contemplated herein
with respect to all patients enrolled
in the Trial at the Institution at the
time of termination. The Institution’s
right to such payment shall be the
Institution’s sole remedy for
a breach of this Agreement by the
Company.

11.8

Je-li smlouva opravnéné ukoncena
z dlvodu podstatného poruseni
smlouvy spolecnosti, je poskytovatel
v dobé ukonceni opravnén pozadovat
zaplaceni celé castky, na kterou by
mél  narok v pfipadé  dokonceni
klinického hodnoceni dle ustanoveni
této smlouvy ohledné vsech pacientl
zarazenych do tohoto  klinického
hodnoceni u poskytovatele. Pravo
poskytovatele na takovou platbu
predstavuje jediny napravny
prostiedek, na ktery ma poskytovatel
narok pfi poruseni této smlouvy
spolecnosti.

11.9 In the event this Agreement is
terminated prior to completion of the
Trial for any reason, the Institution
shall (i) notify the Ethics Committee
that the Trial has been terminated,
(ii) cease enrolling patients in the
Trial, (iii) cease treating patients
under the Protocol as directed by the
Company to the extent medically
permissible and appropriate, and (iv)
terminate, as soon as practicable,
but in no event more than thirty (30)
days after the effective date of
termination, all other Trial activities;
provided, however, upon the
Company’s request, the Institution
shall continue to collect data and
prepare and complete CRFs for
patients treated in the Trial prior to
termination. Within ninety (90) days
from the effective date of any such
termination, the Institution shall
provide to the Company all data
collected in connection with the Trial
and all Trial-related reports and
documents required by the Ethics
Committee and the applicable
regulations and guidelines of other
governmental agencies, as well as
other appropriate Trial-related
reports, records and documents and
any Study Material.

11.9

Je-li tato smlouva z jakéhokoli divodu
ukoncena pred dokoncenim klinického
hodnoceni, poskytovatel (i) oznami
ukonceni klinického hodnocenietické
komisi, (ii) ukon&i zafazovani pacientl
do klinického hodnoceni, (iii) ukonci
podavani  1ééby  pacientim  dle

protokolu v souladu s pokyny
spoleCnosti, ato v rozsahu, ktery je
z |ékarského hlediska pripustny

a vhodny, (iv) co mozna nejdrive,
nejpozdé&ji véak do tficeti (30) dnd od
data ucinnosti ukonceni smlouvy,
pfestane vykonavat vsSechny ostatni
¢innosti v ramci klinického hodnoceni,
poskytovatel vSak bude na Zadost
spoleCnosti  naddle  shromazdovat
Udaje a pripravovat a vyplnovat
zdznamy CRF u pacientl, kterym byla
v ramci klinického hodnoceni podavana
lé¢ba pred jeho ukon&enim. Ve lh(té
devadesati (90) dnd ode dne G¢innosti

jakéhokoli takového ukonceni
poskytne  poskytovatel spoleCnosti
veskeré udaje shromazdéné

v souvislosti s klinickym hodnocenim
a vSechny s klinickym hodnocenim
souvisejici  prehledy a dokumenty,
které jsou vyzadovany etickou komisi
a podle platnych nafizeni a pokynl
jinych vladnich organd, jakoz i dal&i
prislusné prehledy, zdznamy,
dokumenty a vSechny materialy studie
spojené s klinickym hodnocenim.

11.10 In the event of early termination
for any reason, the Institution shall
provide all such assistance as the
Company shall reasonably require in
order to ensure an efficient handover

11.10 V pripadé predcasného ukonceni

z jakéhokoli ddvodu poskytne
poskytovatel spolec¢nosti soucinnost,
kterou bude spoleCnost primérené
pozadovat k zajisténi u¢inného predani
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of the conduct of the Trial to a third

provedeni klinického hodnoceni treti

party and with due regard for the strané, pficemz bude brat nalezity
welfare of the patients. ohled na dobré zZivotni podminky
pacientd.

11.11 Upon  termination of this | 11.11 Po ukonceni  této smlouvy
Agreement for any reason the z jakéhokoli divodu vrati poskytovatel
Institution shall return to the spoleCnosti  hodnoceny  pfipravek,
Company the Study Drug, all veskeré dokumenty, vysledky
documents, Trial results, Equipment, klinického hodnoceni, vybaveni,
Study Materials and other material materidly studie a dalSi materialy
used, generated or referred to in the pouzité, vytvorené nebo uvedené
course of the Trial. v pribéhu provadéni klinického

hodnoceni.

11.12 Articles 1.5, 1.6, 2,5,6,7,8,9, | 11.12 U¢innost ¢lankd 1.5, 1.6, 2, 5, 6,

10, 11, 13, 15, 16 and 17 shall
survive expiration or termination of
this Agreement.

7,8,9, 10, 11, 13, 15, 16 a 17 bude
zachovéna ipo ukonceni platnosti
nebo vypovézeni této smlouvy.

12. ARTICLE 12

12. CLANEK 12

Force Majeure

VySSi moc

12.1 In the event either the Institution on
the one hand, or Company on the
other hand, is delayed or hindered in
or prevented from the performance
of any act required hereunder by
reasons of restrictive government or
judicial orders or decrees, riots,
insurrection, war, acts of God,
inclement weather or other similar
reasons or causes beyond such
party's control, and such party has
exerted all reasonable efforts to
avoid or remedy such event, then
performance of such act shall be
excused for the period of such delay
(but in no event beyond a period of
one month). Prompt notice of the
start and stop of any such force
majeure shall be provided to the
other party.

12.1 V pripadé, ze je poskytovatel na jedné

strané nebo spole¢nost na strané
druhé v prodlevé v souvislosti
s jakymkoli plnénim této smlouvy

z dlvodd omezujiciho vladniho nafizeni
nebo soudniho rozhodnuti & vyhlasky,
nepokojl, vzpoury, valky, Zivelné
pohromy, nepfiznivého pocasi nebo
jinych dlvodl a pficin, které nemaiji
pod svou kontrolou nebo jim tyto
okolnosti v plnéni této smlouvy brani
nebo je omezuji, pficemz tato smluvni
strana vynalozila vesSkeré primérené
usili, aby uvedenym okolnostem
zabranila & je napravila, je tato strana
zproSténa od plnéni po dobu
odpovidajici takovému prodleni (ne
vSak po dobu delSi, nez je jeden
mésic). Smluvni strana, kterd je
v prodlevé s plnénim musi druhou
smluvni stranu bezodkladné uvédomit

o vyskytu a ukonceni udalosti vyssi
moci.

13. ARTICLE 13 13. CLANEK 13

Liability Odpovédnost

13.1 The Company shall indemnify and | 13.1 SpoleCnost se zavazuje odskodnit

hold the Institution harmless from
and against any and all liabilities,
damages, losses, costs and expenses
(including reasonable legal and
professional fees) as a result of third
party claims, demands, suits or
judgments (collectively, "“Claims”)

a zbavit odpovédnosti poskytovatele
v souvislosti s jakoukoli odpovédnosti,

Skodami, ztratami, naklady nebo
vydaji (véetné ptimétenych vydajd na
pravniho zastupce a odmén

odbornikiim), co se tyde narokl tFetich
v o Ve o
stran, pozadavku, soudnich sporu nebo

Clinical Trial Agreement — Czech Republic
LDMS # 2021-40033
Version/Verze 2.0, 2020 - 30.04.2021

GCT3013-02 / Fakultni nemocnie v Motole / | EEGTczcNENNIIIE

Page / Strana 26 of / z 61




arising out of personal injury
(including death) to any person or
damage to property resulting from
the administration of the Study Drug
or resulting from a procedure duly
performed in accordance to the
clinical trial Protocol; provided,
however, that the Company shall
have no liability hereunder in respect
of any Claims arising out of (i) the
negligence or wilful misconduct or
omission of the Institution (ii) failure
to comply with the Standards
(including in particular any
applicable requirements of the State
Institute for Drug Control or the
Protocol) (iii) failure to comply with
the Company's written instructions
relative to the use of the Study
Drug.

soudnich rozhodnuti (souhrnné
,zavazky") z dlvodu zplsobeni Gjmy
na zdravi (véetné smrti) jakékoli osobé
nebo Skody na majetku vyplyvajici
z podavani hodnoceného pripravku ci
vyplyvajici z fddného postupu podle
protokolu klinického hodnoceni;
spoleCnost vsak nenese odpovédnost
za jakékoli naroky vzniklé v ddsledku
(i) nedbalosti nebo  Umysiného
pochybeni nebo opomenuti ze strany
poskytovatele, (ii) nedodrzeni norem
(mimo jiné zejména vsech prislusnych
pozadavk(  Statniho  Ustavu  pro
kontrolu léciv nebo protokolu); (iii)
nedodrzeni pisemnych pokynu
spoleCnosti tykajicich se pouzivani
hodnoceného pripravku.

The Company declares that in
accordance with § 52, art 3, para.
f) of Act on Pharmaceuticals it has
contracted, for the entire duration
of the Trial, the liability insurance
for the Investigator and the
Company, by which the
compensation in the event of the
patient’s death or harm to the the
patient s health as a result of the
Trial shall be covered.

SpoleCnost prohlasuje, Ze v souladu
s§ 52 odst. 3 pism. f) zdkona
o lé¢ivech uzaviela na celé obdobi
trvani klinického hodnoceni pojisténi
odpovédnosti zkousSejiciho
a spoleCnosti, které slouzi k pokryti
odskodnéni v pripadé umrti pacienta
nebo pogkozeni jeho zdravi v disledku
Gcasti v klinickém hodnoceni.

13.2 To the extent permissible by law, the
Institution shall indemnify the
Companyagainst any damages
incurred as a result of third party
Claims arising out of (i) the
negligence or wilful misconduct or
omission or (ii) the failure to comply
with the Standards (including in
particular any applicable State
Institute for Drug Control“s or other
administrative bodies’ requirements
or the Protocol) or (iii) the failure to
comply with the Company’s
instructions relative to the use of the
Study Drug or (iv) the breach of this
Agreement by the Investigator or
the Institution.

13.2

V rozsahu pfipustném podle pravnich
predpist poskytovatel odskodni
spole¢nost, v souvislosti se skodami,
co se ty&e narok( tfetich stran, které
jsou dlsledkem (i) nedbalosti,
zamérného pochybeni nebo opomenuti
(ii) nedodrzeni norem (mimo jiné
zejména véech pfisluénych pozadavkl
Statniho Ustavu pro kontrolu Iéciv
nebo jinych spravnich orgdnd ¢&i
protokolu) nebo (iii) nedodrzeni
pokynl spolenosti, co se tyce
pouzivani hodnoceného pripravku nebo
(iv) nedodrZeni smlouvy ze strany
poskytovatele.

13.3 Notwithstanding the foregoing, no
party shall be liable to any other for
loss of profits, regardless of the
basis upon which such liability may
be asserted.

13.3

Bez ohledu na vysSe uvedené, zadna ze
smluvnich stran neni odpovédna za
usly zisk druhé smluvni strany, bez
ohledu na to, na jakém zakladé mdze
byt takova odpovédnost uplatnéna.

13.4 The Institution declares  that
according to § 45 par. 2 let. n) of Act

13.4

Poskytovatel prohlasuje, ze ma dle §
45 odst. 2 pism. n) zakona C.
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No. 372/2011 Coll., on health
services, as amended, concluded an
insurance contract for liability
insurance for damage caused during
the provision of health care.
According to § 45 par. 2 let. n) of
Act No. 372/2011 Coll., on health
services, as amended, the insurance
must be taken out for the entire
period during which the Institution
provides health care.

372/2011 Sb., o zdravotnich sluzbach,
ve znéni  pozdé&jdich  predpisd,
uzavienu pojistnou  smlouvu na
pojisténi odpovédnosti za  Skodu
zpUsobenou pti poskytovani zdravotni
péce. Dle § 45 odst. 2 pism. n) zakona
¢. 372/2011 Sb., o zdravotnich
sluzbach, ve  znéni  pozdéjsich
predpisd, musi byt pojisténi uzavfeno
po celou dobu, po kterou poskytovatel
poskytuje zdravotni pédi.

13.5 Limit of Liability of CRO. CRO
expressly disclaims any and all
liability whatsoever towards the
Institution in connection with the
Study Drug or the Protocol except to
the extent that such liability arises
from CRO’s negligent act, omission
or willful misconduct.

13.5

Omezeni___odpovédnosti CRO. CRO
vyslovné odmita jakoukoli
odpovédnost ilel poskytovateli
v souvislosti s hodnocenym
pripravkem nebo protokolem,

s vyjimkou  situaci, kdy takova
odpovédnost vyplyva z nedbalosti,
opomenuti nebo zamérného poruseni
ze strany CRO.

13.6 THE COMPANY MAKES NO
REPRESENTATIONS OR
WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING, WITHOUT
LIMITATION, ANY OF THE IMPLIED
WARRANTIES OF
MERCHANTABILITY, FITNESS FOR
A PARTICULAR PURPOSE AND
NONINFRINGEMENT REGARDING
THE STUDY DRUG, INFORMATION
OR ANY OTHER SUBJECT MATTER OF
THIS AGREEMENT. ADDITIONALLY,
THE COMPANY MAKES NO
REPRESENTATIONS OF ANY KIND,
EXPRESS OR IMPLIED, REGARDING
THE SAFETY OR EFFICACY WITH
RESPECT TO THE STUDY DRUG,
INFORMATION OR ANY OTHER
SUBJECT MATTER OF THIS

13.6

SPOLECNOST NEPOSKYTUJE ZADNA
VYSLOVNA NEBO IMPLICITNT
PROHLASENI NEBO ZARUKY, MIMO
JINE VCETNE ZADNYCH
PREDPOKLADANYCH ZARUK
OBCHODOVATELNOSTI, VHODNOSTI
PRO URCITY UCEL A NEPORUSEN{

PREDPISO V SOUVISLOSTI
S HODNOCENYM PRIPRAVKEM,
INFORMACEMI NEBO JINYM

PREDMETEM TETO SMLOUVY.
SPOLECNOST DALE NEPOSKYTUJE
ZADNE PROHLASENI JAKEHOKOLI
DRUHU, AT JIZ VYSLOVNE (I

IMPLICINTNf S OHLEDEM ~ NA
BEZPECNOST ~ NEBO  UCINNOST
V SOUVISLOSTI S HODNOCENYM

PRIPRAVKEM, ~INFORMACEMI NEBO
JINYM PREDMETEM TETO SMLOUVY.

AGREEMENT.
14. ARTICLE 14 14. CLANEK 14
Conflicts Stret zajmu

14.1 The Institution represents and
warrants to the Company that it is
not a party to any agreement which
would prevent it from fulfilling its
obligations under this Agreement
and that during the term of this
Agreement it shall not enter into an
agreement to provide services that
would in any way prevent them from
performing the Services.

14.1

Poskytovatel prohlasuje a zarucuje
spole¢nosti, Zze neuzavielo Zadnou
jinou smlouvu, ktera by mu branila
v plnéni jeho zavazkd vyplyvajicich
ztéto smlouvy av prabéhu trvani
platnosti této smlouvy neuzavrie
smlouvu o poskytovani sluzeb, ktera
by mu jakymkoli zplsobem branila
v provadeéni sluzeb dle této smlouvy.

14.2 The Company acknowledges that
Institution may enter into

14.2

SpoleCnost bere na védomi, Ze
O v V7
poskytovatel muze uzavrit smlouvy
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agreements with other companies
for the provision of similar goods and
services as covered by this
Agreement. Such agreements shall
not per se constitute a conflict of
interest or otherwise be construed as
limiting the Institution’s abilities to

s jinymi spolec¢nostmi o poskytovani
podobného zbozi a sluzeb, jako jsou
ty, na které se vztahuje tato smlouva.
Takové smlouvy samy 0 sobé
nepredstavuji  stfet  zajmd, ani
nebudou vykladany jako omezujici
schopnost poskytovatele plnit své

fulfil its obligations under this povinnosti podle této smlouvy.
Agreement.

15. ARTICLE 15 15. CLANEK 15

Assignment Postoupeni prav a prevod povinnosti

15.1 The Institution may not assign its
rights or obligations hereunder or
assign the Agreement as a whole
without the Company’s prior written
consent; whereas the Company is
free to assign the Agreement as
a whole or assign its rights and
obligations as well as the
sponsorship of the Trial, including
(without limitation) to an affiliate or
a third party that acquires, by
purchase or license, rights to further
develop or commercialise the
pharmaceutical or biologic that is the
subject of the Trial.

15.1 Poskytovatel neni opravnén postoupit
sva prava ani prevést své zavazky
podle této smlouvy Ci postoupit celou
tuto smlouvu bez  predchoziho
pisemného souhlasu spole¢nosti. Na
druhé strané spolec¢nost je opravnéna
prevést celou tuto smlouvu i
postoupit sva prava a zavazky, vcetné
téch, které ma vroli zadavatele
klinického hodnoceni, vcetné (nikoli
vSak vylucné) jakékoli pfidruzené
spoleCnosti nebo treti strané, ktera
zakoupenim nebo udélenim licence
ziskd prava na dalsi vyvoj nebo
komercializaci farmaceutického nebo
biologického |écivého pripravku, ktery
je predmétem klinického hodnoceni.

15.2 If this Agreement expires or
terminates, upon request, the
Institution shall assign to the

Company the rights of the Institution
under contracts relating to the Trial

(e.g., agreements with clinical
investigator s, laboratories, etc.)
then in progress or not vyet

completed and reasonably assist the
Company in continuing or concluding
the Trial.

15.2 V pripadé ukonceni platnosti nebo
ukonceni této smlouvy poskytovatel na
pozadani postoupi spoleCnosti sva
prava vyplyvajici ze smluv vztahujicich
se k probihajicimu ¢i nedokoncenému
klinickému hodnoceni (napfiklad smluv
s klinickymi zkousSejicimi, laboratoremi

apod.) a poskytne spolecnosti
pfimérenou soucinnost pfi  dalSim
pokracovani ¢ dokonceni klinického

hodnoceni.

16. ARTICLE 16

16. CLANEK 16

Governing Law and Venue

Rozhodné pravo a mistni pfisluSnost soudu

This Agreement shall be governed
by, and construed in all respects in
accordance with the laws of the
Czech Republic without regard to its
conflicts of laws rules. The Company
and the Institution each hereby
consents to the exclusive jurisdiction
of Czech Republic, and irrevocably
agree that all actions or proceedings
relating to this Agreement may be
litigated in such court, and they
waive any objection which they may

Tato smlouva se bude ve vsSech
ohledech Fidit a vykladat v souladu
s pravnimi predpisy Ceské republiky,
bez ohledu na jeji ustanoveni o kolizi
narodnich norem. Spolec¢nost
i poskytovatel timto individualné
souhlasi s vyhradni pfislusnosti soudu
v Ceské republice a udéluji svij
neodvolatelny souhlas stim, ze
vSechny Zzaloby a Fizeni v souvislosti
s touto smlouvou budou projednany
pred timto soudem a zfikaji se prava
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have based on improper venue or
forum non conveniens to the conduct
of any proceeding in such court. The
Company may bring a legal action
against the Institution in any
competent court, and the Company
may seek injunctive relief to protect
its confidential information,

na namitky, které by se zakladaly na
neodpovidajici prislusnosti nebo
zasadé  forum non conveniens
s ohledem na jakékoli fizeni pred
timto soudem. Spolecnost je
opravnéna podat zalobu proti
poskytovateli u mistné pFislusného
soudu a domahat se soudniho opatieni

intellectual property rights or know- k zajisténi ochrany dlvérnych
how in any court of competent informaci, prav dusevniho vlastnictvi
jurisdiction. nebo know-how u jakéhokoli
prislusného soudu.
17. ARTICLE 17 17. CLANEK 17

Miscellaneous

Rlzné ustanoveni

17.1

This Agreement together with its
Appendices contains the entire
understanding of the parties with
respect to the subject matter herein,
and supersedes all previous
agreements (oral and written),
negotiations and discussions relating
to the subject matter herein. No
amendment, modification or
supplement to this Agreement may
be made, except by means of
a written document which is signed
by the authorized representatives of
the Company and the Institution.
Failure of a party to enforce its rights
under this Agreement shall not
constitute a waiver of that right or

17.1

Tato smlouva, vcletné jejich pfiloh,
predstavuje Uplné ujednani mezi
smluvnimi stranami ohledné predmétu
této smlouvy a nahrazuje vsSechny
pfedchozi dohody (Ustni ¢i pisemné),
jednani a rozhovory vztahujici se
k predmétu  této smlouvy. Tuto
smlouvu nelze *adnym zpUsobem
meénit, upravovat nebo doplnhovat,
s vyjimkou pisemnych  dokument{
podepsanych opravnénymi zastupci
spolecnosti a poskytovatele. Neuplatni-
li jedna ze smluvnich stran sva prava
podle této smlouvy, nebude to
vyklddano tak, Ze se strana vzdala
tohoto prava nebo moznosti dle
konkrétni situace uplatnit toto pravo

the ability to later assert that right pozdéji nebo ukondit tuto smlouvu
relative to the particular situation v disledku  jakéhokoli  nasledného
involved or to terminate this selhani nebo poruseni.
Agreement as aresult of any
subsequent default or breach.

17.2 If any provision of this Agreement is | 17.2 Bude-li kterékoli ustanoveni této

determined to be invalid by any
government agency or by any court,
such invalidity shall not affect the
enforceability of any other provision
not held to be invalid, and such
invalidity shall not affect the
enforceability of such provision in
any jurisdiction where such provision
has not been held to be invalid.

smlouvy shledano jakymkoli vladnim
organem nebo soudem neplatnym,
nebude to mit vliv na vymahatelnost
zadného dalsiho ustanoveni, které neni
povazovano za neplatné. Uvedena
neplatnost neovlivni vymahatelnost
daného ustanoveni v zemi, kde toto
ustanoveni za neplatné povaZovano
neni.

17.3

This Agreement has been drawn up
and executed in two languages:
Czech and English, both languages
are printed in the same version. In
case of any discrepancy between the
language versions the Czech version
shall prevail.

17.3

Tato smlouva byla vyhotovena
a uzaviena ve dvou jazycich: v jazyce
c¢eském a v jazyce anglickém, pricemz
v jedné verzi jsou obsazeny oba
jazyky. V pripadé jakychkoli
nesrovnalosti mezi obéma jazykovymi
verzemi je rozhodujici ¢eska verze.

17.4

This Agreement is governed by the

17.4

Tato smlouva se fidi ¢eskym pravnim
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Czech law, in particular by the
provisions of Act No. 89/2012 Coll.,
the Civil Code, as amended.

fadem, zejména ustanovenimi zakona
¢. 89/2012 Sb., obcansky zdakonik,
v platném znéni.

17.5

The Parties declare that they have
read the Contract before signing it
and that its content corresponds to
their true, serious and free will.

17.5

Smluvni strany prohlasuji, ZzZe si
smlouvu pred jejim podepsanim
precetly a ze jeji obsah odpovida jejich
pravdivé, seriézni a svobodné vili.

17.6

The Parties have excluded the
acceptance of the offer with an
amendment or derogation pursuant
to Section 1740 of Act No. 89/2012
Coll., the Civil Code.

17.6

Smluvni strany vylucuji prijeti nabidky
s dodatkem nebo odchylkou podle §
1740 zakona €. 89/2012 Sb., obcansky
zakonik.

17.7

The Institution and the Examiner
assume the risk of changing
circumstances pursuant to Section

17.7

Poskytovatel a zkouSejici  prebiraji
riziko zmény okolnosti podle § 1765
zakona ¢. 89/2012 Sb., obcansky

1765 of Act No. 89/2012 Coll., the zakonik.
Civil Code.

17.8 This Agreement shall be executed in | 17.8 Tato smlouva je vyhotovena ve dvou
two (2) counterparts out of which (2) stejnopisech, pficemz kazda
each party will receive one smluvni strana obdrzi jedno paré.
counterpart.
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IN WITNESS WHEREOF, the undersigned
have executed this Agreement the day and
year stated below. All undersigned have

NA DUKAZ CEHOZ nize podepsané smluvni
strany uzavrely tuto smlouvu v nize
uvedeny den arok. VsSechny nize

received asigned original of this | podepsané smluvni strany obdrzely original
Agreement. této smlouvy.

Date/Dne: Date/Dne:

Place/V: Place/V:

On behalf of the Company / Jménem
spolecnosti:

On behalf of the Institution/ Jménem
poskytovatele:

Name/IJméno:

Name/IJméno:

Position/Funkce:

Position/Funkce:

I, hereunder signed,
, as the
Investigator, hereby certify, that I have
duly read this Agreement along with
any/all documentation submitted in
relation to this Trial and I do further oblige
to ensure the fulfilment of the obligations
stipulated herein. I do further affirm not to
disclose any information related to this
Trial unless prior approval of Company is
obtained, and also oblige to maintain
secrecy about any/all submitted
information, to maintain such information
as confidential and to refrain from any use
of such information and results other than
for purposes of this Trial. As the
Investigator, I acknowledge that the
Company (or the CRO) may collect, use,
process and disclose of my personal data,
including name, qualification and
experience in clinical trials, my financial
data concerning, including but not limited
to, received remuneration and financial
compensation and other personal data for
administrative purposes in relation to the

Ja, nize podepsana,

, jako
zkousSejici potvrzuji, ze jsem se Fradné
seznamila se smlouvou a pfisluSnou
dokumentaci k tomuto klinickému

hodnoceni a zavazuji se zajistit dodrzovani
povinnosti z nich vyplyvajicich. Déle se
zavazuji nezverejnovat informace tykajici
se predmétného klinického hodnoceni bez
predchoziho pisemného souhlasu
spole¢nosti, zachovavat milcenlivost o
vSech poskytnutych informacich, povazovat
tyto za ddvérné a zdrzet se jakéhokoliv
jiného uziti t&chto informaci a vysledk( nez
pro Ucely tohoto klinického hodnoceni.
Jako zkousejici beru na védomi, ze
spole¢nost (a popf. i CRO) muize/mohou
shromazdovat, pouzivat, zpracovavat a
zverejiovat mé osobni Udaje, vcetné
jména, kvalifikace a zkuSenosti v klinickém
hodnoceni, mé financ¢ni Gdaje vztahujici se
mimo jiné k obdrzené odméné a financni
nahradé a dalSi osobni Udaje k
administrativnim Géeldm v souvislosti
s klinickym hodnocenim, popf¥. k poskytnuti
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Trial, or for disclosure to ethics committees
and applicable regulatory authorities and I
agree to provide information on similar
processing to any co-Investigator(s) and
other members of Trial personnel.

etickym komisim a statnim Grfaddm a

zavazuji se poskytnout informace o

obdobném zpracovani vsem
v .r 7 ’ v ]

spoluzkousejicim a ostatnim clenum

personalu klinického hodnoceni.

Name:

Position: Investigator

yméno: NN |

Funkce: Zkousejici

1. Fees and Payment Schedule

3. Investigator Detailed Obligations

Date: Datum:
Signature: Podpis:
Appendices: Prilohy:

1. Harmonogram plateb a poplatkd

3. Povinnosti zkousejiciho podrobné
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APPENDIX 1

FEES AND PAYMENT SCHEDULE

PRILOHA 1

HARMONOGRAM PLATEB
A POPLATKU

1. FEES 1. POPLATKY
1.1 As full payment for the completion of | 1.1 Spolecnost se zavazuje za Uplné
the entire Trial in compliance with his dokonceni klinického hodnoceni

Agreement, the Company agrees to

v souladu s touto smlouvou zaplatit

pay a maximum of CzK poskytovateli ¢astku v maximalni vysi
7.602.150,00. 7.602.150,00 K¢.

2. PAYMENT SCHEDULE 2. PLATEBNI KALENDAR

See attachment A - BUDGET & | Viz Doplnéni A - ROZPOCET A ROZPIS

PAYMENT SCHEDULE

PLATEB
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ATTACHMENT A
Budget & Payment Schedule

DOPLNENI A
Rozpocet a rozpis plateb

this Agreement, and that payments under
this Agreement will be made only to the
following payee (“Payee):

A. PAYEE DETAILS A. UDAIJE 0 PRIJEMCI PLATEB
The Parties agree that the payee | Smluvni Strany se dohodly, Ze nize
designated below is the proper payee for | uvedeny pfijemce plateb je Fadnym

pfijemcem plateb ztéto Smlouvy a ze
platby vyplacené podle této Smlouvy budou
hrazeny vyhradné tomuto prijemci plateb (dale
jen ,,Prijemce plateb”):

Contract Payee / Smluvni pFijemce plateb

Payee Name (Must match name in the contract)
/Nazev/jméno PFijemce plateb (musi odpovidat
jménu ve smlouvé)

Fakultni nemocnice v Motole,
state budgetary organization /
statni pfispévkova organizace

Payee Address / Adresa Prijemce plateb

V Uvalu 84, 150 06 Praha 5,
Czech Republic / Ceska
republika

VAT/Tax ID (Tax ID must exactly match the
payee name indicated above, or tax exempt
when applicable) / DIC/Dariové IC (DIC musi
presné odpovidat vySe uvedenému jménu nebo
osvobozeni od dané, je-li to vhodné)

CZ00064203

Banking Information / Bankovni Gdaje

Bank Name / Nazev banky

Ceskd narodni banka

Bank Street / Adresa banky

Na PFikopé 28

Bank City /Mésto banky

Praha 1

Bank Postal Code / Postovni smérovaci Cislo
banky

11503

Bank Country / Zemé banky

Czech Republic / Ceska
republika

Receiving Account Currency/ Ména, v niz je Ucet
prijemce veden

CZK / K¢

IBAN

CZ42 0710 0000 0000 1793
7051

SWIFT Code / Kéd SWIFT

CNBACZPP

If the contracted Payment Currency does not match your bank account, you may
need to provide an Intermediary Bank. Please contact your Financial institution
for details. If an Intermediary bank is required, please provide Bank Name,
Account Number if applicable and SWIFT Code of Intermediary Bank along with
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bankovni prevod.

all other required Wire instructions / Pokud ména smluvni platby neodpovida
méné vaseho Uc¢tu, mozna budete muset uvést zprostfedkujici banku. Obratte se
s zadosti o podrobné uUdaje na svoji financni instituci. Pokud bude vyzadovana
zprostfedkujici banka, uvedte nazev banky, cislo Uctu, je-li to vhodné, a kod
SWIFT zprostfedkujici banky spolec¢né s dalSimi

pokyny pozadovanymi pro

Contact Information / Kontaktni Gdaje

Name of recipient sending invoices to

do DrugDev

DrugDev / Jméno prijemce odesilajiciho faktury

Phone number & Email / Cislo telefonu a e-mail

Language Preference / Upfednostfiovany jazyk

Czech/Cesky

Udajl

Name of payment recipient to receive payment
notification and details / Jméno prFijemce platby
pro doruceni oznameni o platbé a podrobnych

Phone number & Email / Cislo telefonu a e-mail

Language Preference / UpFednostfiovany jazyk | Czech/Cesky
In case CRO needs to contact the Payee, | Pro  pfipad, kdy CRO  potfebuje
please provide the following information: kontaktovat Prijemce plateb, uvedte

prosim tyto informace:

or bank account number, Institution is
obliged to inform DrugDev, a CRO affiliate

Site Contact Name: | Jméno kontaktni osoby v Misté provadéni

klinického hodnoceni:
Contact Phone #: | Telefon kontaktni osoby:
Contact Email address: | E-mailovd adresa  kontaktni  osoby:
In case of changes in the Payee’s address | Dojde-li ke zméné adresy nebo Cisla

bankovniho Gc¢tu PFijemce plateb, musi
o tom poskytovatel pisemné informovat

member to provide signed documentation
of changes to payee’s bank details. Parties
agree that in case of changes in bank
details which do not involve a change of
payee or change of country location of
bank account, no further amendments are
required.

who will administer payments to the | DrugDey, pridruzeny  subjekt = CRO
Payee, in writing. spravujici platby pro Pfijemce plateb.
Site shall contact its CRO study team | Misto provadéni klinického hodnoceni

kontaktuje pfislusného c¢lena studijniho

tymu CRO, aby poskytlo podepsanou
dokumentaci o0 zménach v bankovnim
spojeni Prijemce plateb. Strany se

dohodly, Ze nebude nutno uzavirat zadny
dalSi dodatek ke Smlouvé, jestlize se
zména bude tykat pouze bankovniho
spojeni, avSak nezméni se samotny
pfijemce plateb ani zemég, v niZz se nachazi
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jeho bankovni Gcet.

The Parties acknowledge that the
designated Payee is authorized to receive
all of the payments for the services
performed under this Agreement.

Strany timto berou na védomi, Ze uvedeny
Prijemce plateb je opravnén prijimat
veskeré platby za sluzby poskytované na
zakladé této Smlouvy.

B. MINIMUM ENROLLMENT GOAL

B. MINIMALNI ciLovY POCET ZARAZENI

Investigator acknowledges that

Investigator's minimum enrollment goal
I - that Site
will use its best efforts to reach the
enrolment goal within a reasonable
timeframe after commencement of the
Trial at Site. If Site fails to adhere to this
principle, Company and/or CRO may
reconsider Site’s suitability to continue
participation in the Trial.

Zkousejici bere na védomi, Ze minimalni

cilovy pocet zarazenych subjektd pro
Zkousejiciho. I
a Ze Misto provadéni klinického hodnoceni
musi vynalozit maximalni Usili na dosazeni
tohoto cile v pfimérené dobé po zahajeni

klinického hodnoceni v Misté provadéni

klinického  hodnoceni.  Pokud  Misto
provadéni klinického hodnoceni tento
zavazek nedodrzi, mohou spole¢nost

a/nebo CRO prehodnotit zpUsobilost Mista

210 Pentonville Rd, King Cross, London
N1 9J]Y, United Kingdom, on behalf of
CRO, will administer payment to the
Payee every 3 months, on a completed
visit per subject basis in accordance with
the attached budget.

provadéni klinického hodnoceni k dalsi
Gcasti v klinickém hodnoceni.

C. PAYMENT TERM C. PLATEBNi PODMINKY

DrugDev, having a place of business at | Spolecnost DrugDev, se sidlem 210

Pentonville Rd, King Cross, Londyn N1
9JY, Velkd Britanie, jménem CRO zajisti
vyplaceni platby Prijemci plateb kazdé tri
(3) mésice v souladu s prilozenym
rozpoCtem vzdy za uskuteCnéné navstévy
jednotlivych subjektd hodnoceni.

Payments including any Screening Failure
that may be payable will be made based
upon prior 3 months enrolment data
confirmed by subject CRFs received from
the Investigator and data verification
supporting subject visitation. A proforma
statement report, which contains the
completed subject visits and associated
payments for the period, will be sent to
the Payee. The Payee will raise their
invoice to match the statement. Invoices
will be payable within 30 days from the
date of receipt by DrugDev of the invoice,
including any applicable back-up
documentation. Payments will be in each
case reduced by fifteen (15 %) percent as
specified in Art. 4.4 of this Agreement.

Platby, vcletné pfipadnych plateb za
jakékoli  subjekty, které  neprojdou
vstupnimi vySetfenimi (,screening
failure"), budou vyplaceny na zakladé
Udajd o poétu  subjektl zafazenych

v pfedchozich 3 mésicich  doloZenych
formuldfi CRF subjektl obdrzenych od
Zkoudejiccho apo  ové&feni  udajl
o uskuteénénych navstévach subjektd.
Pfijemci plateb bude zasldn proforma
vypis, ktery bude obsahovat uskutecnéné
navstdvy subjektd v daném  obdobi
a souvisejici platby za dané
obdobi. Pfijemce plateb vystavi fakturu
odpovidajici vypisu. Faktury budou splatné
do 30 dnl ode dne doruéeni faktury,
vCetné jakékoliv potfebné podkladové
dokumentace, spole¢nosti DrugDev. Platby
budou ve vsSech pripadech snizeny
o patnact procent (15 %), jak upraveno
v Cl. 4.4 této Smlouvy.
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Any expense or cost incurred by Site in
performing this Agreement that is not
specifically designated as reimbursable by
CRO or Company under the Agreement
(including this Budget and Payment
Schedule) is the sole responsibility of the
Site.

Jakékoli ndklady a vydaje, které vzniknou
Mistu provadéni klinického hodnoceni
v souvislosti s plnénim této Smlouvy
a které nejsou vyslovné oznaceny jako
proplatitelné ze strany CRO ¢i spolecnosti
za podminek této Smlouvy (vcéetné jeji
¢asti Rozpolet a Rozpis plateb), pdjdou
plné ktizi Mista provadéni klinického
hodnoceni.

In case that the Institution is a payer of
VAT, appropriate rate of VAT according to
a mandatory statute, will be included to
the above mentioned invoice amounts.

Pokud je poskytovatel platcem DPH, bude
ke vSem vySe uvedenym fakturovanym
castkam pripoctena DPH v zakonné vysi.

All government taxes are the sole

responsibility of the Payee.

Platba vSech vnitrostatnich dani bude
vylu¢nou odpovédnosti Pfijemce plateb.

VAT shall be added to the payments by
the Payee on the day of invoicing. Each
payment shall be made based on the
Payee’s invoice that shall be drawn up
based on the calculations made by
Company/CRO and confirmed by the
Investigator.

DPH bude pfipoCtena podle platné pravni
Upravy v den fakturace Prijemcem plateb.
Platba bude provadéna na zakladé
fakturace Prijemcem plateb dle kalkulace
uskutec¢nénych navstév vytvorené
spolec¢nosti/CRO a
odsouhlasenychzkousejicim.

Major, disqualifying Protocol
violations are not payable under this
Agreement

Zavazna diskvalifikujici  poruseni
Protokolu nebudou podle podminek
této Smlouvy proplacena.

D. BUDGET TABLE

D. TABULKA ROZPOCTU

ARM 1. DOSE ESCALATION PERIOD

RAMENO 1 - OBDOBiI NAVYSOVANI DAVKY

Visit Visit SCREEN
AMOUNT FAILURE
INCLUDING AMOUNT
20% INCLUDING
OVERHEAD 20%
(CZK) OVERHEAD
(CZK)
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NAVSTEVA

NAVSTEVU
VCETNE
20 %
REZIJNICH
NAKLADU

(K¢)

CASTKA zA

CASTKA zA
SCREENING
FAILURE
VCETNE
20 %
REZIJNICH
NAKLADU

K¢
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VisIT SCREEN NAVSTEVA CASTKA zA | CASTKA zA
AMOUNT FAILURE NAVSTEVU SCREENING
INCLUDING AMOUNT VEETNE FAILURE

20% INCLUDING 20% VEETNE 20%
OVERHEAD 20% REZIJNICH REZIJNICH
(CZK) OVERHEAD NAKLADU NAKLADU
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ARM 2. - DOSE ESCALATION PERIOD

VisIT SCREEN NAVSTEVA CASTKA zA | CASTKA _ zA

AMOUNT FAILURE NAVSTEVU SCREENING
INCLUDING AMOUNT VEETNE 20% | FAILURE
RTINS s S— X = 0
20% INCLUDING RE’ZIJNIC!'I VC%TNI:? 20%
NAKLADU REZIJNICH

7 %RHEAD Ke naktapc (KS)
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ARM 2 EXPANSION

RAMENO 2 - ROZSIRENA CAST

Visit

Visit
AMOUNT
INCLUDING
20%
OVERHEAD

(CZK)

SCREEN
FAILURE
AMOUNT
INCLUDING
20%
OVERHEAD
CZK
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NAVSTEVA CASTKA CASTKA zA
ZA SCREENING
NAVSTEVU | FAILURE
VCETNE VCETNE 20%
20% REZIJNICH
REZIJNICH | NAKLADU
NAKLADU (K¢)
(KCS)
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ARM 3 DOSE ESCALATION PERIOD

RAMENO 3 -OBDOBi NAVYSOVANI DAVKY

VisiT VisiT SCREEN NAVSTEVA CAsTkA zA | CASTKA  zA
AMOUNT FAILURE NAVSTEVU SCREENING
INCLUDING AMOUNT VCETNE FAILURE
20% INCLUDING 20% VCETNE 20%
OVERHEAD 20% REZIJNICH REZIJNICH
CZK, OVERHEAD NAKLADU NAKLADU (K¢C)
(CZK) (K¢E)
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ARM 3 EXPANSION RAMENO 3 - ROZSIRENA CAST
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ARM 4 DOSE ESCALATION PERIOD RAMENO 4 -0OBDOBi NAVYSOVANI DAVKY

VISIT SCREEN NAVSTEVA CASTKA zA | CASTKA  zA
AMOUNT FAILURE NAVSTEVU SCREENING
INCLUDING | AMOUNT VCETNE FAILURE
20% INCLUDING 20% VCETNE 20%
OVERHEAD | 20% REZIJNICH REZIJNICH
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OVERHEAD NAKLADU NAKLADU (K¢)
CZK, K¢E

v rs

ARM 4 EXPANSION RAMENO 4 - ROZSIRENA CAST

Visit VisSIT AMOUNT | SCREEN NAVSTEVA CAsTKA zA | CASTKA ZA
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INCLUDING FAILURE NAVSTEWU SCREENING

20% AMOUNT VCETNE FAILURE

OVERHEAD INCLUDING 20% VCETNE 20%

(CZK) 20% REZIJNICH REZIJNICH
OVERHEAD NAKLADU NAKLADU (KC)

CZK, K¢C

ARM 5 DOSE ESCALATION PERIOD RAMENO 5 -OBDOBI NAVYSOVANI DAVKY
NAVSTEVA CAstka za | CASTKA zA
NAVSTEWVU SCREENING
VCETNE 20% | FAILURE
REZIJNICH VEETNE
NAKLADU 20%
(K¢) REZIJNICH
NAKLADU
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Visit Visit SCREEN
AMOUNT FAILURE
INCLUDING AMOUNT
20% INCLUDING
OVERHEAD 20%
(CZK) OVERHEAD
CZK
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ARM 5 EXPANSION

RAMENO 5 - ROZSIRENA CAST

Visit Visit SCREEN NAVSTEVA CASTKA ZA | CASTKA ZA
AMOUNT FAILURE NAVSTEWU SCREENING
VCETNE FAILURE
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INCLUDING | AMOUNT

20% INCLUDING
OVERHEAD | 20%
CZK OVERHEAD

CZK,

Clinical Trial Agreement — Czech Republic
LDMS # 2021-40033
Version/Verze 2.0, 2020 - 30.04.2021

GCT3013-02 / Fakultni nemocnie v Motole / | EEGcTczczNENIIIIIIE Page / Strana 49 of / z 61



CRO of all contractual and regulatory
documentation and receipt of invoice.

E. STUDY START-UP FEE E. POPLATEK ZA INICIACI _ STUDIE
(START-UP)

A one-time, non-refundable payment will | Jednorazovy nevratny poplatek v Castce

be aid in the amount of * pokryvajici ¢innosti pfi

h to cover Trial start-up | zahajeni klinického hodnoceni  bude

activities uponcompletion and receipt by | uhrazen po zkompletovani veskeré

plvodni smluvni a regulaéni dokumentace
a po jejim prijeti spole¢nosti CRO, a po
obdrzeni faktury.

F. SCREENING FAILURE

F. SUBJEKTY, KTERE NEPROJDOU

VSTUPNIM VYSETRENIM (..SCREENING
FAILURE™)

Reimbursement for screen failures/re-
screenings will be at the amount indicated
on the screening visit(s) of the attached
budget table. Subjects will not receive a
new screening number upon re-screening,
but are due to complete full screening
visit.

Platby za screening failure / opakovana
vstupni vySetfeni budou ve vysi stanovené
pro vstupni navstévy v pripojené tabulce
s rozpoCtem.  Subjekty nebudou pfi
opakovaném vstupnim vysSetfeni dostavat
nové vstupni Cdislo, ale dokonéi celou
vstupni navstévu

To be eligible for reimbursement of
a screening/re-screening visit, supporting

Narok na Uhradu za vstupni / opakovanou
vstupni navstévu vznikd za predpokladu,

TERMINATION SUBIJECTS

data entry must be completed and |Zze budou zadany podkladové Udaje
submitted to CRO along with any |a odeslany do CRO spole¢né s veskerymi
additional information, which may be | daldimi informacemi, které si mize CRO
requested by CRO to appropriately | vyzadat pro fadné zdokumentovani vsech
document the subject screening/re- | vstupnich / opakovanych vstupnich tkond
screening procedures. All screen failures | pro dany subjekt. Budou uhrazeny
will be paid. naklady za vSechny subjekty, které
neprojdou vstupnim vysetrenim.
G. DISCONTINUED OR EARLY | G. VYRAZENE SUBJEKTY NEBO SUBJEKTY

S PREDCASNYM UKONCENIM

Reimbursement for discontinued or early
termination subjects will be prorated
based on the number of confirmed
completed visits.

Odména za vyrazené subjekty nebo za
subjekty s pred¢asnym ukoncenim bude
vyplacena v pomérné vysi podle poctu
potvrzenych uskute¢nénych navstév.

H. UNSCHEDULED VISITS

H. NEPLANOVANE NAVSTEVY

Payment for unscheduled visits will be
reimbursed in the amount, as denoted in
the Budget Table above. To be eligible for
reimbursement for unscheduled Vvisits,
supporting data entry must be completed
and submitted to CRO, along with any

Platby za nepléanované navstévy budou
uhrazeny v Castce tak, jak je uvedeno
v Tabulce rozpoctu vyse. Narok na Uhradu
za neplanovanou navstévu vznikd za
predpokladu, Ze spole¢nosti CRO budou
predlozeny vyplnéné podkladové udaje
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will be reimbursed on a pass-through
basis upon receipt of an invoice in the
amount indicated in the table below
(which includes overhead) and as verified
by CRO conditional procedures occurred,
and the Study Center has completed
relevant data entry. Subject number and
procedure dates must be included on the
invoice for payment to be issued.

additional information which may be | spolu s jakymikoli dodate¢nymi

requested by CRO, to appropriately | informacemi, které mize spoleénost CRO

document the unscheduled visit. vyzadovat k radnému prokazani
neplanované navstévy.

I. CONDITIONAL PROCEDURES (WITH | I. UKONY PROVADENE PODLE POTREBY

INVOICE) (NA ZAKLADE FAKTURY)

The following conditional procedure costs | Nasledujici  Ukony  provadéné podle

potfeby budou hrazeny prefakturaci po
obdrzeni faktury vystavené na castku
uvedenou v tabulce nize (tato castka jiz
zahrnuje rezijni naklady). Aby mohla byt
platba uskutecnéna, musi  faktura
obsahovat &islo subjektu a data Ukond.

Procedure
amount CZK

Procedure

Castka za ukon

CZK
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J. REIMBURSEMENT OF TRAVEL | J. NAHRADY CESTOVNIiCH
EXPENSES VYDAJU

I

K. PAYMENT DISPUTES K. PLATEBNi SPORY

Site will have thirty (30) days from the | Jakékoli nesrovnalosti v platbach béhem
receipt of final payment to dispute any | klinického hodnoceni bude moci Misto
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payment discrepancies during the course
of the Trial.

provadéni klinického hodnoceni rozporovat
do t¥iceti (30) dnl po doruleni zavére¢né
platby.

L. PHARMACY SET-UP FEE

L. ZAHAJOVACI POPLATEK PRO LEKARNU

A one-time, non-refundable Pharmacy
of

Set-U Fee payment
e

receipt by CRO of all completed original
contractual and regulatory documentation.

Payments for services performed by the
pharmacy of FN Motol will be made twice

a ear. Pharmacy representative:
_) - prepares the
supporting documents for invoicing the

pharmacy services performed in the Trial,
which are listed in this Agreement, and

sends them for approval to the
responsible erson of the Sponsor
). The approved

supporting documents will be sent by the
responsible representative of the Sponsor
to the accounting department of FN Motol
( ). Based on the
supporting documents, the accounting
department of FN Motol will prepare an
invoice and send it to the Sponsor
according to the instructions given in this
Agreement.

Jednorazovy, nerefundovatelny zahajovaci
oplatek ro Iékarnu ve vysi
IS ;. uhrazen poté,
co CRO obdrzi veskerou uplnou originalni
smluvni a regulatorni dokumentaci.

Platby za sluzby provadéné lékarnou FN
Motol budou probihat 2 x ro¢né. Zastupce
iy, T
() - o7ioravi podkiad k
fakturaci za sluzby |ékarny provedené ve
studii, jez jsou uvedeny v této smlouve, a

zasSle je ke schvaleni odpovédné osobé
zadavatele ( , email
). Schvaleny podklad

k fakturaci bude odpovédnym zastupcem
zadavatele zaslan do finanéni uctarny FN
Motol ( ). Na zakladé
podkladu pfipravi finanéni Gctarna FN
Motol fakturu, kterou zasle zadavateli dle
instrukci uvedenych v této smlouvé.

PHARMACY STORAGE FEE

A Pharmacy storage monthly payment of
ﬂ for the storage of
Investigational Product will be made. Site
will be eligible for reimbursement upon
receipt of Investigational Product by

Institution and upon receipt of invoice.

POPLATEK LEKARNE ZA UCHOVAVANI
HODNOCENEHO PRIPRAVKU

Za uchovavani Hodnoceného pripravku v
Iékarné bude uhrazen mésicni poplatek ve

vySi . Tento poplatek
bude Mistu provadéni klinického
hodnoceni uhrazen po dodani

Hodnoceného pfipravku Zdravotnickému
zarizeni a po prijeti faktury.

OTHER PHARMACY FEES:

DALSI POPLATKY LEKARNE:
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MEDICATION COSTS

The site will be reimbursed for costs
related to purchase for the patient
medications. The Sponsor/IQVIA
undertakes to pay the Institution the
purchase price for the delivery of
medicines. The purchase price of
medicines may not be higher than the
sum of the maximum price of the
manufacturer and trade surcharges set by
the price regulation of the Ministry of
Health. Payment will be made on a pass-
through basis upon receipt of invoices and
third party documentation and are not
included in the attached Budget. Patient
numbers and procedure date must be
included on the invoice. Payments will
only be processed upon IQVIA and/or
Sponsor approval.

The site guarantees that the Sponsor will
not be billed for any amount for which the
site has already received compensation
from third parties.

NAKLADY NA LEKY

Mistu provadéni klinického hodnoceni
budou uhrazeny naklady spojené s
nakupem 1ékl pro pacienty. Zadavatel/
IQVIA se zavazuje uhradit

Zdravotnickému zafizeni za dodani Iékd
jejich kupni cenu. Kupni cena léki nesmi

byt vyssi nez soulet maximalni ceny
vyrobce a obchodnich prirazek
stanovenych cenovym predpisem

Ministerstva zdravotnictvi. Platby budou
provadény prefakturaci po prijeti faktur a
dokumentace externiho dodavatele. Tato
Castka neni zahrnuta do pfilozeného
rozpoCtu. Faktura musi uvadét disla
pacientl a datum Ukonu. Platby budou
provadény pouze se souhlasem
spolecnosti IQVIA nebo Zadavatele.

Misto provadéni klinického hodnoceni
zarucuje, Zze nebudou Zadavateli Uctovany
zadné castky, za které jiz byla Mistu
provadéni klinického hodnoceni
poskytnuta nahrada od tfeti strany.

PHARMACY SUPPLY FEE

The site will be reimbursed for costs
related to purchase for the pharmacy
material (needles, injections, Vvials).
Payment will be made on a pass-through
basis upon receipt of invoices and third
party documentation and are not included
in the attached Budget. Patient numbers

POPLATKY LEKARNE ZA SOUVISEJicCi
MATERIAL

Mistu provadéni klinického hodnoceni
budou uhrazeny naklady spojené s
nakupem |ékarenského materidlu (jehly,
injekce, vialky). Platby budou provadény
prefakturaci po prijeti faktur a
dokumentace externiho dodavatele. Tato
Castka neni zahrnuta do pfilozeného
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and procedure date must be included on
the invoice. Payments will only be
processed upon IQVIA and/or Sponsor
approval.

The site guarantees that the Sponsor will
not be billed for any amount for which the
site has already received compensation
from third parties.

rozpoCtu. Faktura musi uvadét Ccisla
pacientd a datum Ukonu. Platby budou
provadény pouze se souhlasem
spolecnosti IQVIA nebo Zadavatele.

Misto provadéni klinického hodnoceni
zarucuje, Zze nebudou Zadavateli uc¢tovany
zadné cCastky, za které jiz byla Mistu
provadeéni klinického hodnoceni
poskytnuta nahrada od tfeti strany.

M. RECORD STORAGE FEE/ARCHIVING
FEE

M. POPLATEK ZA UCHOVAVANI

ZAZNAMU / ARCHIVACNI POPLATEK

A record storage payment of

in total for a period
of 25 years will be made upon receipt all
original  contractual and regulatory
documentation and are not included in the

attached Budget. In accordance with

Poplatek za uchovavani zaznaml ve vysi
R o.cc chrozen  po
doruceni veskeré origindlnich smluvni
a regulacni dokumentace a neni zaclenén
do pripojeného  rozpoctu. V souladu

s pozadavky protokolu spole¢nosti musi

Laborator Set-U Fee payment of
BN 1 be made upon
completion and receipt by CRO of all
original  contractual and regulatory
documentation and receipt of invoice.

Company'’s Protocol requirements, | poskytovatel uchovavat vSechny zaznamy

Institution shall maintain all Institution | poskytovatele na bezpecném

records in a safe and secure location to | a zabezpeceném misté, odkud je Ize

allow easy and timely retrieval, when | v pfipadé potfeby snadno a vcas

needed. vyzvednout.

N. LOCAL LABORATORY SET UP FEE N. ZAHAJOVACI POPLATEK PRO MiSTNi
LABORATOR

A one-time, non-refundable Local | Jednorazovy, nerefundovatelny zahajovaci

oplatek pro mistni laboratof ve vysi
“ bude uhrazen poté,
co bude zkompletovana veskera originalni
smluvni a regulatorni dokumentace
a pfedana CRO, a poté, co CRO obdrzi

fakturu.

0. LocAL RADIOLOGY SET UP FEE

0. ZAHAJOVACI POPLATEK PRO MISTNi
RADIOLOGICKE CENTRUM

A one-time, non-refundable Local
Radiolo Set-U Fee payment of
BN ! be made upon
completion and receipt by CRO of all
original  contractual and regulatory
documentation and receipt of invoice.

Jednorazovy, nerefundovatelny zahajovaci

poplatek pro mistni radiologické centrum
ve vy I . .nrazen
poté, co bude zkompletovana veskera
origindlni smluvni a regulatorni
dokumentace a predana CRO, a poté, co

CRO obdrzi fakturu.

Payments for services performed by
Klinika zobrazovacich metod 2. LF UK a FN

Motol (KZM) will be made quaterly. KZM
reoresentative: (IR

) - prepares the
supporting documents for invoicing the
radiology services performed in the Trial,
which are listed in this Agreement, and

Platby za sluzby provadéné Klinikou
zobrazovacich metod 2. LF UK a FN Motol

(KZM) budou probihat Ctvrtletné. Zastupce
v (R
) - oiipravi Ctvrtletné

podklad k fakturaci za radiologické sluzby
provedené ve studii, jez jsou uvedeny ve
financni priloze této smlouvy, a zasle je ke
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sends them for approval to the
responsible erson of the Sponsor
). The approved

supporting documents will be sent by the
responsible representative of the Sponsor
to the accounting department of FN Motol
() cosco on the
supporting documents, the accounting
department of FN Motol will prepare an
invoice and send it to the Sponsor

according to the instructions given in this
Agreement.

schvaleni zodpovédné osobé =zadavatele
( , email
). Schvéleny podklad

k fakturaci bude zodpovédnym zastupcem
zadavatele zaslan do finan¢ni Uctarny FN
Motol ( ). Na zdakladé
podkladu pfipravi finanéni Gctarna FN
Motol fakturu, kterou zasle zadavateli dle
instrukci uvedenych v této smlouvé

P. INVOICES

P. FAKTURY

Payments will be issued by DrugDev
based on Visit Budget, payment frequency
and payment terms as described above.
Payments will be made only upon receipt
of corresponding invoices, including back-
up documentation, in the specified
currency, as described below. Invoices will
be payable within 30 days from the date
of receipt by DrugDev of the invoice,
including any applicable back-up
documentation.

Platby bude hradit DrugDev na zakladé
rozpoCtu pro navstévy, cetnosti plateb
a platebnich podminek, popsanych vyse.
Platby budou uhrazeny pouze po doruceni
prislusnych faktur, vcetné podkladové
dokumentace, ve stanovené méng, jak je
uvedeno nize. Faktury budou splatné do
30 dnd ode dne doruceni faktury, véetné
veskeré prislusné podkladové
dokumentace, spole¢nosti DrugDev.

Invoices for any additional payments to
those stated in this agreement (i.e.
additional reimbursements) must also be
sent to DrugDev and approved by
Company. All invoices shall be raised in
the following manner:

Faktury za jakékoliv dodatecné platby nad
ramec plateb uvedenych v této smlouvé
(tj. dodatec¢né uUhrady) musi byt také
odeslany DrugDev a schvaleny
spolec¢nosti. VSechny faktury se vystavuji
nasledujicim zptsobem:

Invoices to be billed to:

Faktury budou uctovany (fakturacéni

adresa):

IQVIA RDS Czech Republic s.r.o.
Care of: DrugDev

Pernerova 691/42

186 00 Praha 8

Czech Republic

IQVIA RDS Czech Republic s.r.o.
K rukam: DrugDev

Pernerova 691/42

186 00 Praha 8

Ceska republika

Invoices to be sent to:

Faktury budou odeslany na adresu
(korespondencni adresa):

DrugDev Payments
IQVIA, 5th floor.
210 Pentonville Rd, King Cross

DrugDev Payments
IQVIA, 5th floor.
210 Pentonville Rd, King Cross
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London N1 9JY
United Kingdom

London N1 9JY

Velka Britanie

Invoices and any accompanying
documentation must not include any
personally identifying information of any

Subject, including but not Ilimited to
Subject first or last name, initials, date of
birth, address, telephone, passport
number, email address, or credit card
information. If invoices or any
accompanying documentation do contain
this information CRO will notify
Payee. Payee will need to resubmit
a redacted invoice and accompanying

documentation that does not include any

Faktury a jakakoli privodni dokumentace
nesmeji obsahovat zadné osobni
identifikovatelné Udaje Zzadného Subjektu
studie, jako naprfiklad jeho jméno
a pfijmeni, inicidly, datum narozeni,
adresu, telefonni Ccislo, cislo pasu, e-
mailovou adresu nebo informace o kreditni
karté. Pokud faktury nebo jakakoli
privodni dokumentace takové U(daje
obsahuji, CRO o tom vyrozumi PFijemce
plateb. Pfijemce plateb bude muset
predlozit upravenou fakturu
a podkladovou dokumentaci, neobsahujici

to FN Motol and marked Clinical Trial,
Secretariat of the Deputy Director for LPP,

Vv Uvalu 84, 150 06 Prague 5 or to the
contact ema: NN

personally identifying information of any | Zddné osobni identifikovatelné udaje
Subject. jakéhokoli Subjektu studie.

Documents for invoicing the study will be | Podklady pro fakturaci studie budou
sent to the email address: zasléni na emailovou adresu:
All notifications to Institution will be sent | Veskera oznameni poskytovateli

zdravotnich sluzeb budou zasldna do FN
Motol a oznacCena Klinické hodnoceni I€Civ,
sekretariat nameéstka pro LPP, V Uvalu 84,
150 06 Praha 5 ¢&i na kontaktni email:

Out payment of will
be made upon completion and approval by
CRO of any outstanding data
documentation (eCRFs and data
clarifications issued) and regulatory
documentation and upon receipt of
original invoice.

Q. Trial CLOSE-OUT FEE Q. POPLATEK ZA UKONCENiI KLINICKEHO
HODNOCENi
A one-time, non-refundable Trial Close- | Jednorazovy, nerefundovatelny poplatek

za ukonceni klinického hodnoceni ve vysi

bude uhrazen CRO
po zkompletovani a schvaleni veskeré
vystupni dokumentace dat (eCRF a
vyjasnéni veskerych dotazd tykajici se dat
a udajui) a regulaéni dokomentace a po
pfijeti originalu faktury.

R. AMENDMENT ADMINISTRATIVE FEE

R. POPLATEK ZA DODATEK

A one-time, non-refundable payment will

be aid in the amount of
I

cover an
administrative fee for each single
amendment initiated by Genmab or
IQVIA, upon completion and receipt by
CRO of all contractual documentation and

receipt of invoice.

Jednorazovy nevratny poplatek v Castce
R pokryvaiic

administrativni poplatek za kazdy jeden

dodatek iniciovany Genmabem nebo
spole¢nosti IQVIA, bude uhrazen po
zkompletovani veskeré smluvni

dokumentace a po jejim prijeti spoleCnosti
CRO, a po obdrzeni faktury.

NO OTHER ADDITIONAL FUNDING

DALSI ZADOSTI
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REQUESTS WILL BE CONSIDERED

O FINANCOVANI
SCHVALOVANY.

NEBUDOU

When self-settlement of VAT by the
service recipient is applicable (reverse
charge mechanism), VAT is the sole
responsibility of IQVIA RDS Eastern
Holdings GmbH. IQVIA RDS Eastern
Holdings GmbH is an Austrian legal
entity registered for VAT purposes under
number: ATU62524414. IQVIA RDS
Eastern Holdings GmbH does not have a
business activity presence on the territory
of Czech Republic. Accordingly, services
rendered by the Institution to IQVIA RDS
Eastern Holdings GmbH by Institution

constitute services to a legal entity
domiciled in Austria. Invoices issued
hereunder must not include VAT,

and must include a statement that any
liability for VAT will be settled by the
recipient of services.

Je-li aplikovatelné vlastni vyporadani DPH
pfijemcem sluzby (mechanismus
pfeneseni danové povinnosti), je DPH
vyhradni odpovédnosti IQVIA RDS Eastern
Holdings GmbH. IQVIA RDS Eastern
Holdings GmbH je rakouskad pravnicka
osoba registrovana pro ucely DPH pod
Cislem: ATU62524414. IQVIA RDS Eastern
Holdings GmbH nemd na Uzemi Ceské
republiky  obchodni  cinnost.  Sluzby
poskytované poskytovatelem spolecnosti
IQVIA RDS Eastern Holdings GmbH tedy
predstavuji sluzby pro pravni subjekt se
sidlem v Rakousku. Faktury vystavené
nize nesmi obsahovat DPH a musi
obsahovat  prohlaseni, Ze jakoukoli
odpovédnost za DPH ma Prijemce sluzeb.

All payments for this Trial in accordance
with the attached Budget will be
administered by DrugDev and paid by
CRO electronically.

Veskeré platby za toto klinické hodnoceni
podle prilozeného rozpoctu bude
spravovat DrugDev a CRO hradit
elektronicky bankovnim pfevodem.
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APPENDIX 2
Investigator detailed obligations

PRILOHA 2
Povinnosti zkousejiciho podrobné

The following points are some of the
Investigator’s main responsibility during
the Trial. In accordance with the Act on
Pharmaceuticals, Decree on Good Clinical
Practice, ICH/GCP guidelines, as amended
from time to time, the Institution
undertakes to ensure that the Investigator
will be obliged to:

V nasledujicich bodech jsou uvedeny
nékteré z hlavnich povinnosti zkousejiciho
pfi  provadéni klinického hodnoceni.
V souladu se zakonem o lécivech,
vyhlaskou o spravné klinické praxi, pokyny
Mezinarodni konference pro harmonizaci
o spravné Kklinické praxi (ICH/GCP), ve
znéni pozdé&j&ich pFedpisl, se poskytovatel
zavazuje, Ze zkousejici bude povinen:

1. Familiarize with the purpose of the
Study Drug and with the Company’s
instructions.

1. Seznamit se s Uucelem hodnoceného
pripravku a pokyny spolec¢nosti.

2. Demonstrate a potential for recruiting
the required number of patients
within the agreed recruitment period.

2. Prokazat potencial, co se ty¢e naboru
pozadovaného poctu pacientl
r O, v v 4 7
v dohodnuté lhuteé urcené pro nabor.

3. Provide an up to date signed and

3. Poskytnout aktualni podepsany

dated original CV in order to a datovany original Zivotopisu, ktery
demonstrate appropriate prokaze prislusnou odbornou
gualifications and training. kvalifikaci a pFipravu.

4. Maintain a list of persons to whom 4, Vést seznam, na kterém jsou
significant Trial related duties have uvedeny osoby, na néz byly
been delegated. preneseny povinnosti spojené

s provadénim klinického hodnoceni.

5. Make available an adequate number 5. Poskytnout dostatecny pocet

of appropriately qualified personnel pracovnik{ s vhodnou odbornou

and have adequate facilities to
properly conduct the Trial.

kvalifikaci a disponovat odpovidajicim
vybavenim pro Fadné provedeni
klinického hodnoceni.

6. Ensure that all personnel assisting

with the Trial are adequately
informed about the Protocol, any
amendments, the investigational

product and their related duties.

6. Zajistit, aby vSichni pracovnici, ktefi
prispivaji  k provadéni  klinického
hodnoceni, byli nalezité informovani
o protokolu, jakychkoli zménach,
hodnoceném pripravku
a souvisejicich povinnostech.

7. Control that persons who conduct the
Trial duly carry out the delegated
tasks.

7. Provadét kontrolu, zda osoby, které
klinické hodnoceni provadéji, radné
vykonavaji svérené ukoly.

8. Be responsible for all Trial related
medical decisions.

8. Prijmout odpovédnost za Iékarska
rozhodnuti spojena s klinickym
hodnocenim.

9. Provide adequate medical care for

9. Zajistit primérenou |ékafFskou péci

any adverse events related to the v pfipadé jakychkoli nezadoucich
Trial and inform the patients when udalosti  souvisejicich s klinickym
medical care is needed. hodnocenim a informovat pacienty

o nutnosti Iékarské péce.
10.Inform  the patient’s primary 10.Je-li to mozné, informovat

physician of their participation in the

praktického lékare pacienta o Ucasti
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Trial, if applicable.

pacienta v klinickém hodnoceni.

11.Ensure assessment of the patient’s 11. Zajistit posouzeni zdravotniho stavu
state of health and inform him pacienta a radné jej informovat.
accordingly.

12.Report all serious adverse events 12.Bez prodleni nahlasit spolec¢nosti
immediately to Company and inform vSechny zavazné nezadouci udalosti
on any measures taken followed by a informovat ji o vSech pfijatych
detailed written reports. opatfenich a nasledné poskytnout

podrobné pisemné zpravy.

13.

Document and explain any deviations
from the Protocol.

13.

Zdokumentovat a vysvétlit jakékoli
odchylky od protokolu.

14.Be responsible for and have detailed 14. Pfijmout odpovédnost a mit podrobné
knowledge with the use of znalosti, co se tyCe pouziti
investigational product at site hodnoceného pfipravku na pracovisti,
including storage, maintaining véetné skladovani, vedeni zdznaml
records of investigational product o dodani hodnoceného pfipravku,
delivery, site inventory, use by each inventare na pracovisti, uziti kazdym
patient, destruction and return to the pacientem, zniceni a vraceni
Company, or alternative disposition spole¢nosti, popf. jiného zplsobu

of unused product.

likvidace nepouzitého hodnoceného
pripravku.

15.

Delegate responsibility for the proper
handling of the investigational
product in compliance with good
clinical practice to a pharmacy where
appropriate.

15.

V pripadé potifeby delegovat Iékarné
odpovédnost za Fadné nakladani s
hodnocenym pfipravkem v souladu se
spravnou lékarenskou praxi.

16.

Ensure the accuracy, completeness,
legibility, protection and timelines of
the data reported in the CRF and
required reports.

16.

Zajistit presnost, Uplnost, Ccitelnost,
zabezpeceni a Casovou posloupnost
udajl uvedenych v zaznamech
subjektu hodnoceni (CRF)
a pozadovanych prehledech.

17.

After completion of the Trial to
approve and confirm by its signature
the report on the Trial.

17.

Po dokonceni klinického hodnoceni
schvalit a potvrdit svym podpisem
zpravu o klinickém hodnoceni.

18.

Ensure that the eCRF pages are
completed and submitted within 48
hours after each patient Vvisit

18.

Zajistit, aby stranky elektronickych
zdznamQ subjektu hodnoceni (eCRF)
byly vyplnény a predlozeny do 48

provided that the lab results are hodin po kazdé navstévé pacienta za
received, otherwise as soon after the predpokladu, ze budou obdrzeny
lab results are received and in no laboratorni  vysledky, v opac¢ném
event later than within five (5) days. pfipadé po obdrzeni laboratornich

vysledkl a vzdy nejpozdé&ji do péti
(5) dnd.

19.

Ensure that data resolution queries
("DRQs"”) are answered within five
(5) business days from receipt of the
inquiry.

19.

Zajistit, aby pozadavky o upfesnéni
udaji (,DRQ") byly zodpovézeny do
p&ti (5) pracovnich dnd od Dpfijeti
pozadavku.

20. Maintain patients notes in compliance 20.Uchovavat pozndmky k pacientim
with current ICH/GCP guidelines. v souladu s aktualnimi pokyny
Mezinarodni konference pro

harmonizaci o spravné klinické praxi
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(ICH/GCP)

21.Maintain the Trial documents as 21.Uchovavat dokumenty klinického
required by the regulatory hodnoceni v souladu s pozadavky
requirements and take measures to pravnich predpist a prijmout

avoid accidental or premature opatfeni, kterd zabrani nahodnému
destruction of these records. nebo predcasnému zniceni téchto
zdznamd.
22.Retain as confidential the essential 22.Pokud mu spoleCnost neoznami jinak,
documents until otherwise notified by zachovavat dlvérnost podstatnych
the Company. dokumentd.
23.Provide adequate facilities and 23.Poskytnout  odpovidajici  prostory
ensure that study staff is available a zajistit, aby byl persondl studie
for the monitoring visits. k dispozici pri monitorovacich
navstévach.
24. Make available for direct access all 24. Zpfristupnit pfimy pfistup ke vSem

requested Trial related records to the
monitor, auditor, ethics committee or

pozadovanym zdznamdm
souvisejicich s klinickym hodnocenim

regulatory authority and provide all monitoru, auditorovi, etické komisi
reasonable help and assistance with nebo regulac¢nimu organu
inspection (monitoring will occur a poskytnout pfri inspekci veskerou
approximately every 3  weeks pfiméfenou  pomoc  a soucinnost
depending on recruitment). Such (monitorovani bude provadéno
audit/monitoring  visit shall be priblizné kazdé 3 tydny v zavislosti

announced to the Institution at least
three (3) days in advance. Standard
operations of the Insitution shall not
be disturbed by such
audit/monitoring visit.

na naboru). Takova
kontrola/monitoring musi byt
poskytovateli oznamena alespon tfi
(3) dny predem a zaroven touto
¢innosti nesmi byt narusen bézny
chod poskytovatele.
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