CONFIDENTIAL

DUVERNE

Clinical Trial Agreement

Smlouva o provedeni klinického

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

Denmark

hodnoceni
between mezi
GENMAB A/ S GENMAB A/ S

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

Dansko

(hereinafter referred to as “the Company”)

(dale jen ,zadavatel®)

on the one side and

na jedné strané a

FAKULTNi NEMOCNICE HRADEC
KRALOVE

Sokolska 581

500 05 Hradec Kréalové — Novy Hradec
Kréalové

Czech Republic
Identification number: 00179906
Tax identification number: CZ00179906

represented by MUDr. Ale$ Herman, Ph. D.,
Director

FAKULTNi NEMOCNICi HRADEC
KRALOVE

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Ceska republika
Identifikacni Cislo: 00179906
Danové identifikacni Cislo: CZ00179906

zastoupena MUDr. AleSem Hermanem,
Ph. D., feditelem

(hereinafter referred to as “the Institution”)

(dale jen ,poskytovatel®)

and

a

Work address: |V. interni hematologicka
klinika Fakultni nemocnice Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Czech Republic

Adresa pracovisté: IV. interni
hematologickd klinika Fakultni nemocnice
Hradec Kralové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Ceska republika

(hereinafter referred to as “the
Investigator”)

(dale jen ,zkouS$ejici“)

on the other side

na strané druhé
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WHEREAS, Company
conducting a multicenter study of the
product Epcoritamab (GEN3013;
DuoBody® -CD3xCD20), an investigational
medicinal product as defined in Act No.
378/2007 Coll. (the ,Study Drug”) of which
the protocol is entitled “A Randomized,
Open-Label, Multicenter, Global, Phase 2
Trial to Evaluate the Efficacy and Safety of
Epcoritamab (GEN3013; DuoBody® -
CD3x CD20) as Monotherapy or In
Combination With Lenalidomide as First-line
Therapy for Anthracycline-Ineligible
Subjects  With  Diffuse Large B-cell
Lymphoma” (the “Protocol”) as amended
from time to time, a copy of which has been
provided to the Investigator as a separate
document, hereinafter referred to as (the
“Trial”)

is sponsoring and

VZHLEDEM K TOMU, ZE zadavatel financuje
a provadi multicentrické klinické hodnoceni
produktu Epcoritamab (GEN3013;
DuoBody® -CD3xCD20), hodnoceny léclivy
ptripravek ve smyslu zdkona ¢. 378/2007 Sb.
(,hodnoceny pripravek“) podle protokolu
,Randomizované, oteviené, multicentrické,
globalni klinické hodnoceni faze 2 posuzujici
Géinnost a bezpecnost epcoritamabu
(GEN3013; DuoBody ® CD3xCD20) jako
monoterapie nebo v kombinaci s
lenalidomidem jako 1écby prvni linie u
pacientd s difuznim velkobun&nym B-
lymfomem nezpUsobilych k l6&bé
antracyklinem ” (,protokol“), ktery muze byt
pribé&zné aktualizovan ajehoz kopie byla
poskytnuta zkouSejicimu jako separatni
dokument, 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 maji
zajem uzavfit smlouvu o klinickém
hodnocent, na  zakladé, které  se
poskytovatel bude podilet na klinickém
hodnoceni, které bude provedeno podle
protokolu zaméstnanym lékarem -
zkouS8ejicim; a

WHEREAS, Company has engaged IQVIA
Limited having its place of business at 3
Forbury Place, 23 Forbury Road, Reading,
RG1 3JH, UK, Identification number:
03022416 and its affiliates (the “CRQO”),
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 =zadavatel najal
IQVIA Limited se sidlem 3 Forbury Place, 23

Forbury Road, Reading, RG1 3JH, UK,
Identifikacni  Cislo: 03022416, a jeji
pridruzené subjekty (,CRO“), smluvni

vyzkumnou organizaci, zastupujici jakozto
nezavisly subjekt zadavatele za U(celem
spravy klinického hodnoceni vletné plateb
podle 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, i.e.
trial subject as defined in Sec. 51(2) g) of
Act No. 378/2007 Coll.

VZHLEDEM K TOMU, ZE poskytovatel
prostfednictvim zkou$ejiciho méa zajem do
klinického hodnoceni zapojit pacienty
specifikované ve vySe uvedeném protokolu,
tedy subjekt hodnoceni — dle § 51 odst. 2
pism. g) zdkona ¢. 378/2007 Sb.,

WHEREAS, the Trial will be conducted based
on authorization no.: sukls204466/2022,
issued by the Czech State Institute for Drug

VZHLEDEM K TOMU, ze klinické hodnoceni
bude provadéno na zakladé povoleni C.:
sukls204466/2022, vydaného Statnim

Control on 03Jan2023 and approved by | Ustavem pro kontrolu léCiv 3. ledna 2023
Ethics Committee no.: 202301 DO1M on | a schvéaleni etické komise ¢.: 202301
12Jan2023. DO1Mvydaného dne 12. ledna 2023.
NOW, THEREFORE, the following has been | PROTO smluvni strany uzaviraji tuto
agreed: smlouvu:
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1. ARTICLE 1

1.

CLANEK 1

Services

Sluzby

1.1 The services to be rendered
(hereinafter referred to as “the
Services”) by the Institution and the

1

a

Sluzby, které jsou poskytovatel
a zkousejici podle této smlouvy a jejich
pfiloh (spole¢né ,smlouva“) povinni

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;

Investigator under this agreement as v ramci klinického hodnoceni
well as its appendices (together “the poskytnout (,sluzby”), zahrnuji néabor
Agreement”) are to conduct the Trial a sledovani pacientl v pfisném
by recruiting and following patients souladu:

in strict accordance with:

(i) the ICH Harmonised Tripartite (i) s Harmonizovanou tfistrannou

smérnici spravné klinické praxe
ICH vydanou 1. kvétna 1996 (s
acinnosti od 17. ledna 1997),
v platném  znéni (,ICH GCP¥)
a Helsinskou deklaraci Svétové
lékarské  asociace, stanovujici
etické zasady pro lékarsky vyzkum
s Ucasti lidskych subjekty;

(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”);

(i) se v8emi pfrisluSnymi zakony
a vyhlaskami, predpisy
a smérnicemi s celostatni nebo
mistni platnosti vCetné, nikoli v8ak
vyluéng, zakonu, vyhlasek,
predpisi  a smérnic o ochrané
subjektl hodnoceni pfi provadéni
klinickych  hodnoceni, zejména
v souladu se zdkonem ¢. 378/2007
Sb., o lécivech, ao zménach
nékterych souvisejicich zakond,
v platném znéni (,zékon
o lécivech®) v platném znéni
a vyhlaskou ¢. 226/2008 Sb.,
o spravné klinické praxi a o blizSich
podminkach klinického hodnoceni

léCivych ptipravkl
(,vyhlaska 0 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 Pharmaceuticals and
Regulation (EU) 536/2014 of 16
April 2014, Clinical Trials
Regulation; all relevant data

(iii) se v8emi pravnimi a spravnimi
rozhodnutimi spravnich GFadl nebo
etickych komisi v souvislosti
s hodnocenym léCivym
pfipravkem, mimo jiné napfiklad se
véemi pfisluSnymi ustanovenimi
zakona o léCivech a nafizeni (EU)
536/2014 ze dne 16. dubna 2014,
nafizeni o klinickych hodnocenich;
a nafizenim (EU) 2016/679 ze dne
27. 4. 2016 (obecné nafizeni
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protection laws, including
Regulation (EU) 2016/679 of 27
April 2016 (the General Data
Protection Regulation "GDPR"),
and as amended from time to
time, and Act No. 110/2019 Coll.,
on Personal Data Processing, as
amended, 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
Institution and the Company
dated (“Data

Processing Agreement”));

o ochrané osobnich udajQ, ,GDPR*)
v platném znéni, a =zakona ¢.
110/2019 Sb., o zpracovani
osobnich udajd, v platném znéni,
véetné pokynl zadavatele ke
zpracovani osobnich Gdajl (tak jak

jsou uvedeny v podminkach
smlouvy o zpracovani osobnich
- . O v , .
udaju uzavrené mezi

oskytovatelem a zadavatelem dne
— ( Smlouva

o0 zpracovani osobnich Gdaju*));

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

(iv) s protokolem (podle potreby
podléhajicim Gpravam ve formé
dodatkl  k protokolu)  a touto
smlouvou; a déle

(v) with the rules of Good Clinical
Practice;

s pravidly spravné klinické praxe;

(vi)the specific Investigator
obligations (outlined in Appendix
2 hereof).

s konkrétnimi povinnostmi
zkous$ejiciho (uvedenymi v Priloze
€. 2 této smlouvy).

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

Body 1.1 (i) — (vi) jsou dale spolecné
oznacovany jako ,normy*.

Institution and the Investigator
declare that they are able to conduct
the Trial and that they do not have any

1.2 Institution and Investigator undertake | 1.2 Poskytovatel a zkouS$ejici se zavazuji
to work diligently and to use all peclivé realizovat v8echny dCinnosti
reasonable endeavours to perform the v rdmci poskytovani sluzeb
Services timely and in accordance with a vynakladat veskeré usili smérfujici
the Standards and to enroll at least the k tomu, aby sluzby byly poskytnuty
agreed number of patients in the Trial. vCas a v souladu s normami a aby se
Institution agrees to ensure that the klinickému hodnoceni podrobili
Investigator complies  with its pacienti alesponl v poctu stanoveném
obligations and responsibilities in ve smlouvé. Poskytovatel je povinen
relation to the Trial and this zajistit, aby zkouSejici splnil své
Agreement. zavazky a povinnosti, které pro néj

v souvislosti s klinickym hodnocenim
vyplyvaji z této smlouvy.

1.3 Company and CRO hereby undertake | 1.3 Zadavatel a CRO se timto zavazuji, ze
not to conclude any other agreement % souvislosti s timto klinickym
in connection with this Trial with any hodnocenim neuzaviou Zzadnou jinou
employee of the Institution. smlouvu s zadnym zaméstnancem

poskytovatele.

1.4 By signing of this Agreement, the | 1.4 Podpisem této smlouvy poskytovatel

a zkouS$ejici prohlasuji, Ze jsou schopni
provést klinické hodnoceni a Zze nemaji
k pfedm étu klinického  hodnoceni
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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 clinical
trials they participate in.

zadny osobni vztah, ktery by mohl
vyvolat stfet zajmQ nebo narusit
pribéh klinického hodnoceni, zejména
s ohledem na soubézné provadeéni
jinych klinickych hodnoceni, kterych se
ucastni.

1.5 Under no circumstances shall the | 1.5 Poskytovatel ani zkouSejici nejsou
Institution or Investigator subcontract opravnéni za zadnych okolnosti uzavfit
or otherwise delegate any Trial-related subdodavatelskou smlouvu nebo jinym
activity or any other obligations under zpflsobem prevést jakoukoli cinnost
this Agreement or the Agreement itself vztahujici se ke klinickému hodnoceni
to athird party without the express ani jiné zavazky podle této smlouvy
prior written consent of the Company. a ani tuto smlouvu postoupit na treti
Any approval of a subcontract by the osobu bez predchoziho vyslovného
Company does not grant the right to pisemného souhlasu zadavatele.
any approved subcontractor to further Schvalenim subdodavatelské smlouvy
subcontract its obligations without first zadavatel zaroven neudéluje
obtaining the express prior written subdodavateli pravo subdodavatelskou
consent of the Company. The smlouvou delegovat zavazky na dalsi
Institution or Investigator respectively osobu bez predchoziho vyslovného
shall ensure that any approved pisemného souhlasu zadavatele.
subcontractor shall be subject to all of Poskytovatel nebo podle potfeby
the terms applicable to the Institution zkousSejici jsou povinni zajistit, aby
and Investigator under this Agreement schvéaleni subdodavatelé byli vzdy
mutatis mutandis; the Institution and mutatis  mutandis vazéani  vSemi
the Investigator shall be responsible podminkami, které pro poskytovatele
and remain liable for the performance a zkousSejiciho vyplyvaji z této
of all obligations of the Institution and smlouvy. Poskytovatel a zkousejici
the Investigator under this Agreement rovnéz odpovidaji za plInéni vs$ech
and any breach thereof by any povinnosti a zavazk{ poskytovatele
subcontractor. The Company will be a zkouSejiciho podle této smlouvy
entitled to subcontract or otherwise a jakékoli poruSeni této smlouvy ze
delegate all or part of its activities strany subdodavatele. Zadavatel je
and/or any other obligations under opravnén zadat nebo jinak delegovat
this Agreement to athird party, veskeré nebo Cast svych Cinnosti nebo
including a contract research jakychkoli jinych zavazkl podle této
organisation, without the prior written smlouvy na tfeti osobu, véetné smluvni
consent of the Institution or the vyzkumné organizace, bez
Investigator. predchoziho  pisemného  souhlasu

poskytovatele nebo zkouS$ejiciho.

1.6 The Institution and the Investigator | 1.6 Na zakladé pisemného ozndmeni, jimz
shall immediately cease enrolling zadavatel nebo osoba uréend
patients into the Trial upon receipt of zadavatelem poskytovatele
written notice from the Company, or a zkouSejiciho informuje, Ze bylo
the Company’s designee, that the dosazeno maximalniho po&tu pacientd,
maximum number of patients to be ktefi se podle protokolu maji Gcastnit
enrolled under the Protocol has been klinického hodnoceni, nebo ze klinické
reached or the Trial has been placed hodnoceni bylo z jakéhokoli ddvodu
on hold for any reason. pozastaveno, poskytovatel a zkousSejici

okamzit& zastavi ptijem pacientl
k Gcasti na klinickém hodnoceni.

1.7 The Institution and the Investigator | 1.7 Poskytovatel a zkousSejici timto

each confirms that neither the potvrzuji, ze zkouSejici ani
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Investigator nor Institution are nor
have 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 and the
Investigator agrees not to use or
involve any person or organisation in
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 Investigator or Institution or any
person or organisation the
Investigator 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 Investigator
agrees to promptly notify the
Company in writing, and the Company
will have the right to terminate this
Agreement immediately without
further cost or liability.

poskytovatel nikdy nebyli vylouceni
z uCasti  na  klinickém  vyzkumu
rozhodnutim Evropské agentury pro
léCivé pripravky (European Medicines
Agency) (,EMA®), jakéhokoli spravniho
organu ve Spojenych statech ani
jiného spravniho organu, ani nejsou
predmétem zakazu, ktery by jim
zabranoval podilet se na takovém
klinickém vyzkumu. Poskytovatel
a zkousejici se zaroven zavazuji, ze
v souvislosti s klinickym hodnocenim
nebudou vyuzivat ani do klinického
hodnoceni nezapoji zadnou osobu,
ktera byla jakymkoli  spravnim
organem vyloucena z klinického
vyzkumu nebo je ji uloZzen zdkaz
podilet se na klinickém vyzkumu.
Pokud by zkouS$ejici nebo poskytovatel
nebo jakakoli jind osoba, kterou
zkousSejici v souvislosti s klinickym
hodnocenim vyuziva nebo do
klinického hodnoceni zapojil, byla
v pribé&hu klinického hodnoceni z vyse
uvedeného klinického vyzkumu
vyloucena nebo ji byl vysloven zdkaz
se na takovém klinickém vyzkumu
podilet, nebo o moznosti takového
vylouceni nebo zakazu obdrzi
informaci, je zkouSejici povinen bez
prodleni pisemné informovat
zadavatele a zadavatel je v takovém
pfipadé opravnén vypovédét tuto
smlouvu s okamzitou ucinnosti, bez
jakychkoli naklad( ¢ odpovédnosti na
strané zadavatele.

1.8

In the event that Investigator
becomes either unwilling or unable to
perform the duties required by this
Agreement, Institution and
Investigator shall cooperate, in good
faith and expeditiously, to find
a replacement Investigator acceptable
to the Company; however,
Investigator shall continue to be
bound by all relevant obligations and
conditions of this Agreement following
any replacement. If the parties upon
serious and good faith negotiations

1.8

V pfipadé, Ze zkousejici si jiz nebude
pfat nebo nebude schopen plnit
povinnosti vyzadované touto
smlouvou, poskytovatel a zkousSejici se
zavazuji spolupracovat, v dobré vire
a bezodkladné, na nalezeni nahradniho
zkousejiciho, prijatelného pro
zadavatele; zkouSejici vSak bude i po
jakékoli vyméné nadale vazan vsemi
zdvazky a podminkami této smlouvy.
Pokud se strany po seriéznim jednéani
v dobré vife nemohou dohodnout na
nastupci zkousejiciho, mUze zadavatel

cannot agree on a successor, the ukondit tuto smlouvu s desetidenni
Company may terminate this (10) vypovédni dobou podanou
Agreement by providing ten (10) days’ poskytovateli. Jakykoli nahradni
prior written notice to the Institution. zkouS$ejici musi souhlasit stim, ze
Any replacement Investigator must bude vazan ustanovenimi  této
agree to be bound to the provisions smlouvy.

Clinical Trial Agreement — Czech Republic

Matter # 2022-46482

Version/Verze: redacted_010323

GCT3013-06/Fakultni nemocnice Hradec Kralové/ CZ001 Page / Strana 6 of / 273




hereof.

1.9 If the Company or its representative | 1.9 Pokud zadavatel nebo jeho zastupce
provides financial disclosure forms to preda poskytovateli nebo zkousejicimu
the Institution or to the Investigator formular financnich informaci
pursuant to u.S. regulatory (Financial Disclosure Form) podle
requirements, then the Institution and pozadavk( spravnich organu v USA,
the Investigator agrees to ensure that, jsou poskytovatel a zkouSejici povinni
for the Investigator and each other zajistit, aby zkousSejici i vSechny dalsi
listed or identified person who is evidované osoby prfimo nebo nepfimo
directly involved in the treatment or se podilejici na IéCeni nebo hodnoceni
evaluation of patients, the pacientfl bezodkladné zadavateli
Investigator and each such other odevzdali vyplnéné a podepsané
person shall promptly return to the formulafe financnich informaci, v nichz
Company a financial disclosure form uvedou jakékoli relevantni financni
that has been completed and signed odmény nebo majetkové (casti své
by the Investigator or such other nebo svého manzela/manzelky,
person (as applicable), which shall pripadné nezaopatfenych déti.
disclose any applicable interests held Zadavatel je opravnén pozastavit
by the Investigator or such other platby, pokud zkousejici Ci jina osoba
person (as applicable) or their vyplnény a podepsany formular
respective spouses or dependent neodevzda. Poskytovatel i zkouSejici
children. The Company may withhold jsou povinni zajistit, aby vSechny
payments if it does not receive formulare financnich informaci byly
a completed and signed form from the bezodkladné podle potfeby
Investigator and such other persons. aktualizovany, atak po dobu trvani
The Institution and Investigator shall klinického  hodnoceni apo dobu
each ensure that all such forms are jednoho (1) roku od ukonceni
promptly updated as needed to klinického hodnoceni byla zachovana
maintain their accuracy and jejich presnost a lGplnost. Poskytovatel
completeness during the Trial and for a zkousejici  timto  potvrzuji, ze
one (1) year after its completion. The vyplnéné formulare financnich
Institution and the Investigator informaci se mohou stat predmétem
acknowledge that the completed forms kontroly ze strany statnich nebo
may be subject to review by spravnich organ(, zadavatele a jeho
governmental or regulatory agencies, zéstupcﬁ. Poskytovatel a zkouSejici se
the Company, and their dale zavazuji zajistit souhlas
representatives, and the Institution zkousejiciho a dalSich osob
and the Investigator consent, and vypliujicich ~ formulafe  financnich
shall ensure that the Investigator and informaci s uvedenou kontrolou
such other persons who complete such a pfevodem  formulafd  finanénich
forms shall consent, to such review informaci a v nich obsazenych
and to the transfer of such financial informaci do jinych zemi, véetné USA
disclosure forms and data to other azemi mimo Uzemi Evropského
countries, including the US and hospodarského prostoru, za ucelem
countries outside the European kontroly a ziskani nezbytného
Economic Area, for the purposes of opravnéni od pfislusnych orgénﬁ, ato
review and obtaining regulatory i v pfipadé, Ze v dané zemi neexistuje
approval, even though data protection systém ochrany osobnich udajﬁ nebo
may not exist or be as developed in tento systém neni vyvinuty v mife
those countries as in the Investigator’s odpovidajici systému ochrany osobnich
own country. idajd v zemi zkousejiciho.

2. ARTICLE 2 2. CLANEK 2

Study Materials, Equipment and Protocol

Materialy, vybaveni a protokol
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2.1 The Company or Company’s designee | 2.1 Zadavatel nebo osoba uréena
shall provide to the Institution and/or zadavatelem poskytne poskytovateli
the Investigator information needed to nebo zkouSejicimu veSkeré informace
conduct the Trial, the materials, nutné k provedeni klinického
including the Study Drug, case report hodnoceni a nezbytné materialy
forms (“CRF”), infusion pumps and vcetné hodnoceného léCivého
laboratory kits, set forth in the pfripravku, zaznam{ subjektfl
Protocol (collectively, the “Study hodnoceni, infuznich pump
Materials”) in a sufficient quantity to a laboratornich souprav, stanovenych
conduct the Trial. During the Trial the v protokolu (spolecné .,materialy
Institution and/or the Investigator nezbytné pro studii“), v mnozstvi
may handle blood and tissue dostatecném pro uskutecnéni
specimens, or other samples utilized in klinického hodnoceni. \ prﬁbéhu
the Trial (collectively, the “Samples”). klinického hodnoceni poskytovatel
The Institution and the Investigator nebo zkouS$ejici mohou nakladat se
acknowledge that the Study Materials vzorky hodnoceného léCivého
and the Samples may be experimental pfipravku nebo vzorky krve ¢&i tkani
in nature, and therefore shall use (spolec¢né  ,vzorky“). Poskytovatel
prudence and reasonable care in the a zkouSejici potvrzuji, ze materialy
use, handling, storage, transportation, nezbytné pro studii a vzorky mohou
disposition, and containment of the byt experimentalniho charakteru,
Study Materials and any of their a v souvislosti stim se zavazuji pfi
derivatives and the Samples. pouzivani, manipulaci, Uschové,
Institution and Investigator shall use preprave, likvidaci a kontrole
the Study Materials and the Samples materiald  nezbytnych pro studii
solely for the conduct of the Trial and a vzork{ i materiall z nich odvozenych
in accordance with the Protocol and ¢i vytvofenych postupovat obezfetné
shall not transfer any of the Study a s odpovidajici péci. Poskytovatel
Materials or the Samples to any third a zkousejici budou materialy nezbytné
party except as required under the pro studii a vzorky pouzivat pouze pro
Protocol. ucely provedeni klinického hodnoceni

v souladu s protokolem a neprevedou
7adné z materiald nezbytnych pro
studii nebo vzork( na tFeti osobu
kromé& pripadl, kdy takovy prevod
vyzaduje protokol.

2.2 Study Drug shall be supplied to the | 2.2 Hodnoceny pfipravek bude dodan
pharmacy (No. 20) of the Institution, bezplatné do nemocnicni Iékarny (C.
always duly packed in packaging 20) poskytovatele vzdy v fadné
designated for the Investigational zabalenych obalech a oznacené v
Product and labelled in compliance souladu s ustanovenim paragrafu 19
with Sec. 19 par. 1 e) of Decree No. odst. 1 pism. e) vyhlasky ¢. 226/2008
226/2008 Coll.,, on Good Clinical Sb., o spravné klinické praxi. Dodavky
Practice. Delivery of the Product shall se budou uskutecnovat v Po-Pa od
be done from Monday to Friday 7.00 h do 14.00 h
between 7 AM and 2 PM.

2.3 After completion or termination of the | 2.3 Po dokondceni ¢&i zastaveni klinického

Trial and/or wupon termination or
expiration of this Agreement, any
remaining  Study  Materials and
Samples must be returned to the
Company immediately or destroyed
upon the request and expense of the

hodnoceni a/nebo ukonceni i vyprseni
platnosti této smlouvy musi byt
veskeré zbyvajici materialy nezbytné
pro studii avzorky ihned vraceny
zadavateli nebo na zadost zadavatele
a jeho naklady zlikvidovany.
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Company.

2.4 The Company or athird party on | 2.4 Zadavatel nebo pfipadné treti osoba
behalf of Company may provide to jednajici za zadavatele mUze
Institution  without charge, the poskytovateli bezplatné poskytnout
equipment required for the conduct of vybaveni nezbytné k provedeni
the Trial (the “Equipment”). A klinického hodnoceni (,vybaveni®).
separate loan agreement will be Pokud bude poskytnuto jakékoliv
concluded if any equipment is vybaveni, bude uzaviena separatni
provided. The Equipment is the sole smlouva o vypdjéce. Vybaveni je ve
property of the Company or the third vyluéném vlastnictvi zadavatele,
party providing the Equipment. respektive treti osoby, ktera vybaveni
Institution will use Equipment in poskytla. Poskytovatel se zavazuje
accordance with the Protocol and pouzivat vybaveni v souladu
applicable instructions  for  the s protokolem a pfislusnymi pokyny
Equipment and only for the Trial or for tykajicimi se vybaveni a pouze pro
such other purposes as Company may Gcely klinického hodnoceni Ci pro jiné
approve in writing. Institution shall ucely pripadné pisemné schvéalené
reasonably safeguard the Equipment zadavatelem. Poskytovatel je povinen
against loss or damage. Institution vybaveni odpovidajicim  zplsobem
agrees to be financially responsible to chranit pred ztratou ¢ poskozenim.
cover any loss or damage of the Poskytovatel souhlasi s pfevzetim
Equipment while in Institution’s hmotné odpovédnosti astim, ze
custody, which exceeds ordinary wear nahradi $kodu pro pfipad ztraty Cdi
and tear and/or lacks a reasonable poskozeni vybaveni po dobu, kdy bude
causal relationship to proper mit vybaveni ve svém drzeni, pokud
performance of the Trial. Institution takové poskozeni presahuje béiné
further agrees that unless otherwise opotfebeni  a/nebo vzniklo bez
authorized in writing by the Company rozumné pricinné souvislosti s fadnym
or CRO, Institution will not alter the provadénim  klinického hodnoceni.
Equipment in any way. Institution shall Poskytovatel se dale zavazuje, ze bez
either dispose of (if so requested by vyslovného pisemného povéreni ze
Company or CRO) or return the strany zadavatele nebo CRO nebude
Equipment in working order with vybaveni nijak pozm érovat Ci
normal wear and tear excepted, at upravovat. Neprodlené po dokonceni
Company’s cost, to Company or as klinického hodnoceni ¢i ukonceni této
otherwise instructed by Company smlouvy, nebo v pfimé&Fené Ih(t& na
immediately after completion of the vyzvu zadavatele, poskytovatel
Trial or termination of this Agreement vybaveni budto zlikviduje (pozada-li ho
or within a reasonable period of time o to zadavatel nebo CRO), nebo je na
upon Company’s request. naklady zadavatele ve funk¢nim stavu

s pfihlédnutim k béZnému opotiebeni
vrati zadavateli & jinak dle pokynu
zadavatele.

2.5 By signing of this Agreement, the | 2.5 Podpisem této smlouvy zkouS$ejici
Investigator and Institution declare a poskytovatel prohlasSuji, ze kazdy

that they have each received a copy of
the Protocol and that they have duly
familiarised themselves with the
Protocol. The Company undertakes to

z nich obdrzel kopii protokolu a ze se
s nim fadné seznamili. Zadavatel se
zavazuje poskytnout zkouSejicimu
dodatky k protokolu v pfipadé, ze

provide the Investigator with takové dodatky budou vyhotoveny
amendments to the Protocol when a v souladu s pravnimi predpisy, tam
such amendments are prepared and kde je to nezbytné, schvéleny.
where  applicable, approved in Zkous$ejici se zavazuje rFadné se
compliance with the applicable seznamit s pfipadnymi dodatky
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legislation. The Investigator
undertakes to duly familiarised himself
with any amendments to the Protocol.
The Investigator also declares that
they have familiarized themselves with
the updated Investigator” s Brochure.

k protokolu. Zkousejici zaroven
prohladuje, Ze se fadné seznamil
s aktualizovanym souborem informaci
pro zkouS$ejiciho.

3. ARTICLE 3 3. CLANEK 3

Fees Poplatky

3.1 Subject to clauses 3.2 - 3.5 below, the | 3.1 V souladu s podminkami odst. 3.2 az
agreed fees and the calculation thereof 3.5 nize byly poplatky a zpUsob jejich
are agreed as set out in Appendix 1. vypoCtu stanoveny dohodou a jsou

uvedeny v Priloze €. 1 této smlouvy.

3.2 No payments shall be required with | 3.2 V souvislosti s pacienty, ktefi (i) se
respect to any patient who (i) is not nekvalifikuji k GcCasti na klinickém
qualified to participate in the Trial hodnoceni na zakladé kritérii
based on the inclusion and exclusion stanovenych pro UuGcast v protokolu
criteria contained in the Protocol or (ii) nebo (ii) nemohou byt zahrnuti do
is not eligible to be included in all statistickych analyz v ramci klinického
statistical analyses of the Trial due to hodnoceni vzhledem k tomu, Ze
failure on the part of the Institution or poskytovatel nebo zkousejici
Investigator to comply with the nedodrzeli podminky protokolu, se
Protocol. neuctuji Zadné platby.

3.3 It is agreed and explicitly confirmed by | 3.3 Smluvni strany sjednavaji a zkouSejici
the Investigator that payments from vyslovné potvrzuje, Zze zadavatel bude
the Company for the Services shall be Castky za poskytovani sluzeb platit
paid exclusively to the Institution and vyhradné poskytovateli a Ze zadavatel
that the Company shall not be liable neodpovida za zadné platby
for any payments to Investigator. The zkousejicimu. Odm énovani
remuneration of the Investigator will zkousejiciho bude vyhradné zalezitosti
be exclusively a matter between vztahu mezi zkouS$ejicim
Investigator and the Institution. a poskytovatelem.

3.4 No screening costs shall be required to | 3.4 Naklady spojené se screeningem
be paid for any prospective patient pacienta nemohou byt néarokovany,
where the Institution or the pokud poskytovatel nebo zkousejici pfi
Investigator could reasonably have vynalozeni pfimérené péce mohli
known that the prospective patient zjistit, ze pacient nesplni kritéria pro
would not satisfy the inclusion and zarazeni do klinického hodnoceni.
exclusion criteria for the Trial.

3.5 The remuneration set forth in this|{3.5 Odména uvedend vtomto ¢l. 3
Article 3 and Appendix 1 of this av Priloze ¢ 1 této  smlouvy
Agreement  shall constitute the predstavuje jedinou a Uplnou odménu

Institution’s sole remuneration for the
participation in, and the provision of
the Services in connection with, the
Trial. The Institution and the
Investigator further agree that, since
the Company will provide the Study
Drugs and Study Materials to the
Institution and the Investigator free of

poskytovatele za UcCast na klinickém
hodnoceni a poskytovani sluzeb s nim
souvisejicich. Poskytovatel a zkouSejici
déle souhlasi stim, Ze jelikoZz bude
zadavatel hodnocené |écivé pripravky
a materialy nezbytné pro studii
poskytovat poskytovateli
a zkou$ejicimu bezplatné a platby ve
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charge and the payment to the
Institution under Appendix 1 will cover
any costs and expenses arising at the
Institution or at the Investigator in
connection with the Trial, the
Institution or the Investigator shall not
directly or indirectly seek or receive
compensation from patients or public
health insurance companies for any
material, treatment or service that is
required by the Protocol and provided
or paid by the CRO on behalf of the
Company, including, but not limited
to, Study Drug, patients screening,
infusions, physician and  nurse
services, diagnostic tests, and Study

prospéch poskytovatele dle Pfilohy ¢. 1
budou zahrnovat veskeré pfipadné
naklady a vydaje vzniklé poskytovateli
Ci zkouSejicimu v souvislosti
s klinickym hodnocenim, poskytovatel
ani zkous$ejici se nebudou pfimo ani

nepfimo doméhat, ani nepfijmou
7adnou platbu od pacientl nebo
zdravotnich pojistoven za jakykoli

material, 1éCbu nebo sluzbu, které jsou

vyzadovany protokolem
a poskytované nebo hrazeny CRO
jménem zadavatele, véetné
hodnoceného  |éCivého  pfipravku,

screeningu pacientd, infaze, sluzeb
s v O . . - o
lékaru a sester, diagnostickych testu

Drug administration. a podavani  hodnoceného Iécivého
pfipravku.

The Institution and the Investigator Poskytovatel a zkou$ejici vylucné

shall be solely responsible for the odpovidaji za Uhradu vlastnich

payment of their own taxes and other
fees possibly accruing, levied or
payable in addition to the payments
set forth in this Agreement.

dafiovych povinnosti a dal$ich plateb,
které jim budou pfipadné ulozeny di
vymeéreny z titulu plateb uvedenych
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
the Investigator have 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 or the Investigator and the
Company, as the case may be.

Smluvni strany se dohodly, Ze Castka
platby uvedena v Priloze ¢. 1 odpovida
trzni  hodnoté sluzeb, jez se
poskytovatel a zkouS$ejici zavazali
poskytovat na zakladé této smlouvy,
a Zze vySe této platby nebyla stanovena
zplGsobem zohledfujicim objem &
hodnotu  jakychkoli referenci i
obchodnich prilezitosti jinak
generovanych ve vztahu mezi
poskytovatelem a zadavatelem,
respektive zkouSejicim a zadavatelem.

The fees payable to Institution and/or
Investigator under the Agreement will
not influence Institution’s or
Investigator’s judgment with respect
to advice to and care of patients.

Poplatky splatné poskytovateli a/ nebo
zkousejicimu podle této smlouvy
nebudou mit vliv na Osudek
poskytovatele nebo zkousejiciho
ohledné poradenstvi a péce o pacienty.

4. ARTICLE 4 4. CLANEK 4

Payment Schedule and Withdrawal of | Platebni kalendaf a ukoné&eni tcasti pacientU
Patients

4.1 Subject tothe clauses 4.2 — 4.3 below, | 4.1 V souladu s podminkami odst. 4.2 —

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

4.3 nize, obsahuje Priloha ¢. 1 platebni
kalendar stanoveny na zakladé dohody
mezi smluvnimi stranami, vdcetné
platebnich podminek.
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4.2 The right to payment under this|4.2 Pravo na platbu podle této smlouvy
Agreement may not be assigned, nelze postoupit, zatizit zastavnim
pledged as security or otherwise pravem ani jinak prevést bez
transferred without the prior written predchoziho  pisemného  souhlasu
approval of the Company. zadavatele.

4.3 Upon completion of the Trial or earlier | 4.3 Na zadkladé dokonceni klinického
termination of this Agreement as hodnoceni nebo pred¢asného ukonceni
provided herein, the Institution shall této smlouvy podle podminek
reimburse the Company for any stanovenych v této smlouvé je
amounts that were paid by the CRO on poskytovatel povinen zadavateli vratit
behalf of the Company that exceed the zpét jakékoli Castky, které mu CRO
amounts to which the Institution and jménem zadavatele zaplatilo nad
Investigator were entitled under this ramec plateb, na néz poskytovateli
Agreement. a zkouSejicimu vznikl narok podle této

smlouvy.

4.4 Company may withhold up to ten | 4.4 SpoleCnost je opravnéna zadrZet az
percent (10 %) of each payment due deset procent (10 %) z kazdé platby
to Institution for the Trial until final splatné ve prospéch poskytovatele za
payment, which will be made after (i) provadéni klinického hodnoceni, a to
all required patient visits have been do okamziku uhrazeni zavérecné
completed, and (ii) Institution and platby, ktera bude provedena (i) po
Investigator has satisfactorily dokonceni vSech poZzadovanych
completed and submitted to Company navétdv  pacientl, a (ii) poté, co
all CRFs, and (iii) all data queries have poskytovatel a zkou$ejici uspokojivé
been resolved to Company'’s vyplni a predaji spoleCnosti v8echny
satisfaction, and (iv) Company has zaznamy subjektd hodnoceni
verified that all required regulatory a (iii) poté, co budou vSechny Zadosti
documentation is complete, and (v) all tykajici se osobnich (dajd a dat
Study Materials and Equipment have vyfeseny zplUsobem pro spoleénost
been returned to the Company or uspokojivym, a (iv) poté, co
otherwise disposed of pursuant to the spole¢nost provéri Uplnost veskeré
Company'’s instructions. pozadované regulatorni dokumentace,

a (v) poté, co budou vSechny
materialy nezbytné pro studii
a veskeré vybaveni vraceny
spolecnosti ¢ s nimi bude nalozeno
jinak dle pokyn{ spole&nosti.

5. ARTICLES 5. CLANEK 5

Confidentiality

Davérnost informaci

5.1

The Investigator and the Institution,
including each of its employees,
consultants and other personnel
(internal including the Investigator as
well as external) shall treat all Study
Materials and other information
obtained from or on behalf of the
Company or generated by the
Institution or Investigator in
preparation for or during the course of

5.1

Zkousejici a poskytovatel, vcetné
véech jejich zaméstnancl, poradcl
a daléich spolupracovnikl (internich,
vCetné zkousejiciho, i externich) jsou
povinni nakladat se v8emi materiély
nezbytnymi  pro studii a dalSimi
informacemi ziskanymi od zadavatele
nebo v jeho zastoupeni od treti osoby
nebo poskytovatelem a zkouSejicim
zpracovanymi pfi pfipravé nebo

performing the Services, including v pribé&hu poskytovani sluzeb, véetné,
without limitation confidential, nikoli v8ak vylu¢ng,  ddvérnych,
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scientific, medical and technical
information and data related to the
Company and/or CRO, the Trial, the
Study Drug and/or the Services
(collectively, the “Information”) as
confidential and the exclusive property
of the Company or the CRO; and the
Institution and the Investigator shall
not disclose such Information to third
parties or to the public or use such
Information for any purpose other
than the performance of the Services.
Without limiting the foregoing, the
Institution and the Investigator may
disclose Information only to those
employees and contractors of the
Institution or the Investigator who
require such Information for the
purposes of this Agreement and who
are bound by an obligation of
confidentiality and non-use no less
stringent than set forth herein. Upon
disclosing Information to any such
employees or contractors, the
Institution shall advise them of the
confidential nature of the Information
and shall require them to take all
necessary and reasonable precautions
to prevent the unauthorized disclosure
thereof.

védeckych, lékarskych a technickych

informaci a udajd vztahujicich se
k zadavateli nebo CRO, klinickému
hodnoceni, hodnocenému IéCivému
pfipravku a/nebo poskytovanym
sluzbam (spoleéné ,davérné
informace®) jako S dﬁvérnymi

informacemi, které jsou ve vyluc¢ném
vlastnictvi zadavatele nebo CRO.
Poskytovatel ani zkouSejici nejsou
opravnéni  tretim  osobam  nebo
vefejnosti umoznit pfistup k témto
dGvérnym informacim ani d0vérné
informace pouzit pro ucely jiné nez

poskytovani sluzeb. Bez omezeni
pfredchozich ustanoveni tohoto
odstavce jsou poskytovatel
a zkouSejici opravnéni  poskytnout
dAvérné informace pouze tém
zam &stnancdm a dodavateltm

poskytovatele nebo zkousejiciho, pro
néz jsou ddvérné informace nezbytné
k plnéni této smlouvy a ktefi jsou ve
vztahu k dlvérnym informacim vazani
povinnosti mlcenlivosti a nepouZiti
v rozsahu odpovidajicim  nejméné
ustanoveni této smlouvy. V pfipadé
poskytnuti  dQvé&rnych informaci
zaméstnanclm nebo dodavatelim
podle ustanoveni predchozi véty
poskytovatel tyto zaméstnance nebo
dodavatele pouci o dGvérném
charakteru  pfedanych  dGvérnych
informaci a o jejich povinnosti pfijmout
veskera nezbytna pfimérena opatreni,
jimiz se zabrani jejich neopravnénému
zpfistupnéni.

In the event Company shall come into
contact with any patient’s medical
records, Company shall hold in
confidence the identity of such patient
to the extent required by applicable
law(s) regarding the confidentiality of
such patient’s records.

V pfipadé, Ze zadavatel ziska pfistup

k jakymkoli lékafskym  zaznamim
ohledné nékterého pacienta, je
povinna identitu pacienta uchovat
v tajnosti v mire stanovené
pfislugnymi pravnimi predpisy
upravujicimi  dlvérnost  takovych

zdznamU o pacientovi.

5.2

This undertaking does not apply to
information, as shown by written
records, that,

5.2 Tento zavazek se nevztahuje na

informace, které podle pisemnych
podkladu:

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

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

(b) was generally known to the public

(b) byly vefejné zndmé pred datem
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prior to the date of
Agreement;

podpisu této smlouvy;

confidentiality obligation; or

(c) becomes generally known to the
public other than by breach of this

(c) byly vefejnosti  zpfistupnény
zplUsobem jinym neZ porugenim
zavazku mlicenlivosti podle této
smlouvy; nebo

without violation of
confidentiality obligation.

(d) is acquired from a third party,

(d) byly ziskany od treti osoby bez
porudeni zavazku mlcenlivosti
podle této smlouvy.

acknowledge and agree that

Company will not have any adequate
remedy at law if the Institution or the
Investigator violate their obligations of
confidentiality and non-use set forth

5.3 Inthe event that the Institution or the | 5.3 V pripadé, Ze poskytovatel nebo
Investigator is required to disclose zkou$ejici budou povinni zpfistupnit
Information pursuant to an order or dlvérné informace na zakladé pfikazu
requirement of a court, administrative nebo rozhodnuti soudu, spravniho
agency, or other governmental body, nebo jiného statniho organu, jsou
the Institution or the Investigator shall poskytovatel nebo zkouSejici povinni
provide the Company and CRO with zadavatele a CRO o této povinnosti
reasonable advance notice thereof to s pfimérenym predstihem informovat
enable the Company to seek an tak, aby zadavateli umoznili domahat
appropriate protective order or se odpovidajicich opatfeni u soudu
prevent the disclosure. In nebo zpFistupnéni ddvérnych informaci
situation, the Institution and zamezit. V takovém pripadé
Investigator shall provide reasonable poskytovatel a zkou$ejici za UGcCelem
assistance to the Company and/or dosazeni  soudniho opatreni ¢i
CRO to obtain a protective order or to zamezeni  zpfistupnéni  dGvérnych
prevent disclosure. informaci poskytnou zadavateli a CRO

pfimérenou soucinnost.

5.4 Upon the request by the Company | 5.4 Na zadost zadavatele nebo CRO nebo
and/or CRO or upon termination of this na zakladé ukonceni této smlouvy
Agreement, each of the Institution and poskytovatel a zkou$ejici bezodkladné
the Investigator immediately vrati zadavateli veskeré dlvérné
deliver to the Company all Information informace a jejich kopie, které maji
and all copies thereof in its possession v drzeni nebo které maji v drzenijejich
or in the possession of its employees, zaméstnanci nebo zastupci, pfiCemz
agents or representatives; provided, v8ak poskytovatel je opravnéno
however, that the Institution may ponechat si jednu kopii od kazdé
retain one copy of any Information as ddvérné informace nezbytné pro
is necessary for regulatory soulad s pravnimi pfedpisy nebo pro
insurance purposes, subject to GcCely pojisténi. V takovém pripadé
ongoing obligation to maintain poskytovatel zUstava povinen
confidentiality of such Information. zachovavat dlvérny charakter téchto
This is without prejudice to dAvérnych informaci. Tim neni dot&ena
obligations of the Institution or the povinnost poskytovatele nebo
Investigator to keep the relevant zkou8ejiciho  k vedeni  pfislusnych
records and documentation imposed zaznamU a dokumentace uloZenda jim
by the applicable legal regulations. prislugnymi pravnimi predpisy.

5.5 The Institution and Investigator | 5.5 Poskytovatel a zkouSejici timto

potvrzuji a souhlasi s tim, Ze zadavatel
nemda k dispozici zadné odpovidajici
zdkonné  prostfedky pro pfipad
poruseni zavazku mlcenlivosti
a zdkazu uziti dQvérnych informaci
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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,

podle této smlouvy ze strany
poskytovatele nebo  zkouSejiciho.
Zadavatel proto ma& kromé jiného
pravo domahat se u prisluéného soudu
(v rozsahu pfipustném dle zakona)
predbézného opatfeni nebo soudniho
pfikazu, jimz se zabrani porusovani

Investigator shall have the right,
consistent with academic standards, to
present or publish the results of
research performed under this
Agreement at the conclusion of the

threatened breach, or otherwise to nebo hrozbé porusovani tohoto
specifically enforce such obligations. zavazku nebo jinak vymuZe jeho
dodrzovani.

5.6 The Company, the CRO, the Institution | 5.6 Zadavatel, CRO, poskytovatel
and Investigator shall hold in a zkouSejici jsou povinni zachovavat
confidence any  Personal Data, dGvérny charakter veskerych osobnich
including but not limited to data idajl, véetn& napfiklad Gdajd o zdravi
concerning the health of a person osob Gcastnicich se klinického
involved in the Trial, to the extend hodnoceni, v rozsahu odpovidajicim
required by applicable laws, rules, pozadavkim pfiislugnych zakonnych
guidelines and regulations. ustanoveni, ptedpisd, vyhlasek

a smérnic.

5.7 [Each of the parties hereto shall not | 5.7 Z&adna ze smluvnich stran nesdéli bez
disclose to any third party the terms of predchoziho  pisemného  souhlasu
this Agreement without the prior druhé smluvni strany informace
written consent of the other party, 0 obsahu této smlouvy zadné treti
except to advisors, investors, and 0sobé, vyjma svych poradcﬁ, investorl
others on a need-to-know basis under a dalSich osob, které dané informace
circumstances that reasonably ensure potiebuji znat, ato za okolnosti, jez
the confidentiality thereof, or to the rozumné zajistuji utajeni danych
extent required by law, regulation or informaci, nebo v rozsahu
court order. pozadovaném pravnim predpisem i

soudnim rozhodnutim.

6. ARTICLE 6 6. CLANEK 6

Publication Zverejnéni

6.1 Except as otherwise required by | 6.1 Pokud pfisludné pravni predpisy
applicable law or regulation or as nevyzaduji jinak, zadna smluvni strana
provided for in clauses 6.4 and 9.2 neni opravnéna, s vyhradou
below, neither party shall use the ustanoveni odst. 6.4 a 9.2 nize, pouzit
name of the other in any press release nazev nebo obchodni firmu druhé
or product advertising or for any other smluvni strany v Zadné tiskové zpravé
commercial purpose without the prior nebo reklamé propagujici vyrobek Cdi
written consent of the other, which k jinému komerénimu Gcelu bez
consent shall not be unreasonably predchoziho  pisemného  souhlasu
withheld by the Institution and the druhé smluvni strany, pfi¢emz tento
Investigator. souhlas nebude poskytovatelem ani

zkous$ejicim bezdlvodné odepfen.

6.2 Subject to this Article 6.2 and 6.3, the | 6.2 S vyhradou tohoto odst. 6.2

a ustanoveni odst. 6.3 této smlouvy
jsou poskytovatel a zkouSejici po
ukonceni klinického hodnoceni
opravnéni v souladu s akademickymi
zvyklostmi prezentovat nebo zverejnit
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Trial, provided such

study by (i) Company or (ii)
coordinating investigator; or

requested by the

of the Trial.

the Company.

proposed
presentation or publication will
permitted only after: a) publication of
the complete results of the multicentre

eighteen (18) months after the locking
of the database for the multicentre
study, whichever is first to occur. Any
such presentation or publication will, if
Company,
acknowledge the Company’s support
No presentation
publication shall disclose proprietary
trade secrets or other Information of

vysledky vyzkumu uskutecnéného
podle této smlouvy, pfiCemz jejich
prezentace nebo  zvefejnéni je
povoleno pouze po: a) zvefejnéni
uplnych vysledkl multicentrického
hodnoceni (i) zadavatelem nebo ii)
koordinujicim zkouS$ejicim; nebo (b)
osmnact (18) mésicl po uzavfeni
databaze pro multicentrické
hodnoceni, podle toho, co nastane
drive. Jakékoli takova prezentace nebo
zvefejnéni na Zadost zadavatele
potvrdi skuteCnost, Ze =zadavatel
podpofil klinické hodnoceni. Zadna
prezentace nebo zvefejnéni nesmi vést
ke zvefejnéni obchodniho tajemstvi

nebo jinych dﬁvérnych informaci
zadavatele.

6.3 The Investigator agree that, prior to | 6.3 Zkou$ejici se zavazuji, ze pred
submission of a manuscript describing odevzdanim rukopisu obsahujiciho
the results for publication, popis vysledkﬁ vyzkumu k publikaci
Investigator shall forward to zkousejici preda zadavateli kopii
Company a copy of the manuscript to rukopisu a poskytne zadavateli IhGtu
be submitted and shall allow v délce Ctyficeti péti (45) dni za ucelem
Company forty-five (45) days urceni, zda by pred publikaci rukopisu
determine whether a patent méla byt podana patentova prihlagka
application or other intellectual nebo jind  pfihlaska  k ochrané
property protection should be sought duSevniho vlastnictvi s cilem chranit
prior to publication in order to protect vlastnicka prava zadavatele
the Company's proprietary interest in k jakémukoli produktu nebo vynélezu
any product or Invention developed in vyvinutému v souvislosti s touto
connection with this Agreement. smlouvou. ZkouSejici se zavazuje na
addition, the Investigator agrees to zadost zadavatele pozastavit publikaci
withhold such publications o dal$ich devadesat (90) dni, ¢imz
additional ninety (90) days, if required umozni zadavateli zaji§téni patentové
by the Company, to obtain patent ochrany. Po uplynuti této
protection. Following the ninety (90) devadesatidenni (90) Ihaty je
days indicated in the directly zkou$ejici opravnén odevzdat rukopis
preceding sentence, the Investigator a zverejnit vysledky jakymkoli
shall be free to submit the manuscript zplsobem odpovidajicim
and publish results in any manner akademickym zvyklostem. Zadavatel
consistent with academic standards. je opravnén pozadovat vypusténi
The Company shall have the right to jakychkoli ,tvrdych“ dat nebo CRF (i
require deletion from the manuscript jakéhokoli obchodniho  tajemstvi,
of any raw data or CRFs and any trade informaci ve vlastnictvi zadavatele
secret, proprietary, or confidential nebo dlvérné informace zadavatele,
information supplied by the Company které poskytovateli nebo pfipadné
to the Institution or the Investigator, zkousejicimu poskytla, pficemz vsak
although the Company shall zadavatel nema pravo publikaci jakkoli
otherwise have the right to censor jinak cenzurovat.
publications.

6.4 Nothing in this Agreement 6.4 Zadné zustanoveni této smlouvy
prevent or be construed to prevent or zadavateli nebrani ani zadavatele
limit the Company from complying (in neomezuje v dodrZovani (podle
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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 Investigator’s and/or the
Institution’s name in regulatory
submissions, Trial-related scientific

publications and clinical trial registries
and websites.

odGvodnéného nazoru zadavatele)
zadnych ptislugnych zakonu a predpist
o cennych papirech a burzach cennych
papirl, véetnd napftiklad povinnosti
zvefejnit informace tykajici se pribé&hu
nebo vysledkﬁ klinického hodnoceni,
nebo v pouziti jména, nazvu nebo
firmy zkouSejiciho a/nebo
poskytovatele v podanich urcenych
spravnim organtm, ve védeckych
publikacich zabyvajicich se tématy
souvisejicimi s klinickym hodnocenim
a registrech ¢ webovych strankach
tykajicich se klinickych hodnoceni, ani
nem (ze byt jako takové vykladano.

7.

ARTICLE 7

7.

CLANEK 7

Intellectual Property

DusSevni vlastnictvi

7.1

All right, title and interest in and to
inventions, improvements,
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 or Investigator in
connection with the Trial (collectively,
“Inventions”) shall without further
remuneration for the Institution or the
Investigator 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 and the Investigator hereby
assign to the Company every
assignable right, title and interest

unencumbered and worldwide in and
to all Inventions. The Institution and
the Investigator, upon learning of an
Invention, shall promptly notify the
Company.

7.1

Veskera vlastnicka a jina prava, vcéetné
prav dusevniho vlastnictvi, k jakymkoli
vynalezim, zlepSovacim  navrhim
nebo  objevim &  pFispévkim
k védeckému nebo technickému vyvoji
nebo k jakémukoli predm étu
obchodniho tajemstvi (atjiz mohou byt
predmétem patentové ochrany i
nikoli), pokud tyto byly vyvinuty,
uvedeny do praxe ¢ jinak v plném
nebo CasteCném rozsahu
vyprodukovany poskytovatelem nebo
zkouSejicim  nebo jejich jménem
v souvislosti s klinickym hodnocenim
podle  této  smlouvy (spolecné
.vynalezy“) se stavaji bez jakéhokoli

naroku na odménu na strané
poskytovatele nebo zkousejiciho
vyhradnim vlastnictvim zadavatele.

V pfipadé, Ze nékteré z jednotlivych
vySe uvedenych prav duSevniho
vlastnictvi nemohou byt podle pravnich
predpist platnych v Ceské republice
pfevedeny na zadavatele, zavazuje se
zadavatel k vykonu vSech podstatnych
prav ve vztahu k tomuto duSevnimu
vlastnictvi, které bude v tomto pfipadé
povazovano za dilo na objednavku.
Poskytovatel a zkouSejici se zavazuji
ihned po objeveni vynélezu informovat
zadavatele.
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7.2 The Institution, the Investigator and | 7.2 Poskytovatel, zkousejici a jejich
their employees and subcontractors zaméstnanci a subdodavatelé
shall do all acts necessary or desirable uskuteCni veskeré kroky nezbytné Cdi
to provide the Company with all potfebné Kk tomu, aby =zadavatel
information and records and execution obdrzel vSechny informace, podklady
of all documents necessary or a vyhotoveni dokumentl nezbytnych
desirable in the evaluation of the ¢i potfebnych ke zhodnoceni vynalezu,
Inventions, in the filing and podani a zpracovani vSech
prosecution of all patent applications patentovych pfihlasek k nému se
relating thereto, in obtaining the vztahujicich, vydani patentovych listin
issuance of any patents issuing based na zakladé téchto patentovych
upon such patent applications, and in prinlasek a udrZzovani téchto listin
the maintenance thereof. If the v platnosti. Pokud zadavatel dojde
Company determines that a patent k zavéru, Ze v souvislosti s vynalezem
application should be filed on an by méla byt podana patentova
Invention, the Company will prepare pfihlaska, zadavatel zpracuje a poda
and file appropriate patent odpovidajici patentové prihlasky ve
applications in all countries it deems vS8ech zemich, kde toto povazuje za
appropriate and will pay the vhodné, a uhradi pfimérené
reasonable and appropriate cost of a odpovidajici naklady na pfipravu
preparing, filing and maintenance a podani patentovych prihlagek
thereof. Title to all patent applications a udrzovani platnosti patentové
and any patents issuing therefrom ochrany. Prava ke v8em patentovym
covering any Inventions shall be in the prihlagkam ana jejich zakladé
Company. Neither the Institution nor udélenym patentim v souvislosti
the Investigator shall file any patent s vynalezy budou v drZzeni zadavatele.
application in its own name. Poskytovatel ani zkouSejici nejsou

opravneéni podat jakoukoli patentovou
pfihlagku vlastnim jménem.

7.3 The Institution and the Investigator | 7.3 Poskytovatel a zkousSejici jsou povinni

shall take all 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 and/or Investigator,
the Institution and/or the Investigator
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 to such Invention by
employees shall at first instance be
compensated by the Institution and/or
the Investigator in accordance with
the applicable guidelines for the
calculation of such compensation, but

ucinit veskeré kroky, vcetné napfiklad
zajidténi prevodu prav od vsech osob
Gcastnicich se na klinickém hodnoceni,
vCetné zkousejiciho a vSech dalSich
osob, které se na klinickém hodnoceni
podilely, tak aby pro zadavatele byla
zajisténa dostatecna vlastnickd prava
ke v8em vynalezim, patentovym
ptihladkam  a patentim. Zejména
v souvislosti s vynalezy zam&stnancd,
se poskytovatel a/nebo zkouSejici
zavazuji vykonat v8echna préva, kteréa
pro né vyplyvaji  z pfisluénych
zdkonnych  ustanoveni, tak aby
uplatnili narok na vynélez
zaméstnance a umoznili postoupeni
téchto prav na zadavatele. Naroky
zaméstnancl na zakonnou odménu
v souvislosti s vynalezem
zaméstnance hradi poskytovatel
a/nebo zkouS$ejici podle ustanoveni
pEislusnych  predpisG  upravujicich
vypocet takové odmeény, pficemz v8ak
zadavatel je povinen pfimérenou
odménu takto vyplacenou zaméstnanci
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the Company undertakes to reimburse
the Institution and/or the Investigator
any such compensation reasonably
paid to employees.

poskytovatele a/nebo

uhradit.

zkouSejicimu

7.4 The Company shall solely own all right, | 7.4 Zadavatel je vylu¢nym drzitelem vSech
title and interest in and to the Study vlastnickych ajinych prav, vcetné
Materials and any and all information, vSech prav duSevniho vlastnictvi,
data or other materials delivered to k materialdm nezbytnym pro studii
the Institution or the Investigator by a véem informacim, Gdajim a dal§im
or on behalf of the Company as well as materialdm pFedanym poskytovateli
any derivatives, progeny, or nebo zkousejicimu jménem
improvements developed therefrom, zadavatele, vé&etn& vdech materiald,
and all assignable intellectual property informaci, L’Jdajfl z nich odvozenych
rights therein shall be assigned to the nebo vzeslych a v8ech jejich
Company . Further, all data and work zdokonaleni.  Zadavatel je dale
product arising out of or relating to the vlastnikem véech (daji a produktd
Trial, including, without limitation, the vztahujicich se ke klinickému
Records, CRFs, reports, and hodnoceni nebo v jeho prdbéhu
specimens shall be owned by the vzniklych, vcetné, nikoli véak vylucné,
Company, and all  assignable zaznamQ, formulafd pro zaznamy
intellectual property rights therein subjektu hodnoceni, zprav a vzorl
shall be assigned to the Company. dokumentl a vzorkl, véetn& s nimi
Accordingly, the Company shall have, souvisejicich prav duSevniho
in its sole discretion, the right to vlastnictvi. = Zadavatel je rovnéz
publish, disclose, disseminate, and opravnén tyto dle vlastniho uvazeni
use, in whole or in part, the same for uverejnit, predat, rozsifit a pouzit
any and all purposes, including, v plném nebo Caste¢ném rozsahu
without limitation, in and for k jakémukoli Gcelu vcetné, nikoli vSak
submissions to the FDA, EMEA or other vyluéné&, podani k Ufadu pro kontrolu
regulatory agencies. potravin a léCiv (FDA), Evropskému

Gradu pro kontrolu |éCiv (EMA)
a dalsim spravnim organim.
7.5 Notwithstanding provisions of Article | 7.5 Bez ohledu na ustanoveni odst. 7.3

7.3 above regarding the
reimbursement for compensations
reasonably paid to employees, the

parties hereby declare that all fees
and/or compensation due to be paid
by the Company to the Institution
and/or to the Investigator are already
embraced in the total fees payable by
the Company pursuant to Article 3
hereof. The parties also declare that
such compensation is not apparently
disproportional to the future profit
related to such Inventions within the
meaning of Art. 58(6) of Act No.
121/2000 Coll., on Copyright, Rights
Related to Copyright and on the
Amendment of Certain Laws
(Copyright Act), as amended
(“Copyright Act”) and within the
meaning of Art. 9(4) of Act No.
527/1990 Coll. on Inventions and

této smlouvy o Ghrad& odmé&n dlvodné
vyplacenych zamé&stnanclm smluvni
strany timto prohlasuji, Ze veSkeré
splatné poplatky a/nebo odmény,
které je zadavatel povinen vyplatit

poskytovateli a/nebo zkouSejicimu,
jsou jiz zahrnuty v celkovych
poplatcich  splatnych  zadavatelem
podle ¢l. 3 této smlouvy. Smluvni
strany dale prohlasuji, Ze tyto odmény
nejsou ve zjevné disproporci
k budoucimu zisku  vyplyvajicimu

zvynélezﬁ podle této smlouvy ve
smyslu ustanoveni § 58 odst. 6 zakona
¢. 121/2000 Sb., o pravu autorském,
0 pravech souvisejicich s pravem
autorskym ao zméné nékterych
zdkonU, v platném znéni (,autorsky
zdkon®), ave smyslu § 9 odst. 4
zakona ¢. 527/1990 Sb., o vynalezech,

primyslovych vzorech a zlep$ovacich
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Rationalisation Proposals, as navrzich, v platném znéni.
amended.
8. ARTICLE 8 8. CLANEK 8

Record Keeping and Data Protection

Vedeni zaznamU a ochrana udaju

8.1 During the term of this Agreement, the | 8.1 Po dobu trvani této smlouvy jsou
Institution and the Investigator shall poskytovatel a zkouSejici  povinni
maintain all data obtained or uchovavat v8echny (daje, které
generated by the Institution in the poskytovatel ziska & vytvofi v prdbéhu
course of providing the Services, poskytovani sluzeb, vcetné vsech
including all computerized records and poc&itatovych  zaznam(l a souborl
files excluding source medical records kromé& zdrojovych Iékafskych zaznamu
of the patients which are subject to pacient(, na které se vztahuji zvlastni
specific national statutory rules narodni zdkonna pravidla (spolecné
(collectively, “Records”), in a secure .Zaznamy“), na bezpeCném misté
area reasonably protected from fire, odpovidajicim zplsobem chran&ném
destruction, theft and any other proti ohni, zniceni, kradezi
unauthorised access, manipulation, or a jakémukoli dal$§imu neopravnénému
modification, whereby any access to, pristupu, nakladani & Gpravé, pricemz
manipulation with or modification of kazdy pfistup, nakladani s ¢ zména
computerised records is logged for the elektronicky zpracovavanych Gdaju
purpose of documenting when, who musi byt dokumentovana pro Ucely
and why such records were created, zajisténi dokladu otom kdo, kdy
accessed or modified. apro¢ prislusny adaj  vytvofil,

pfistoupil k nému ¢i jej zménil.

8.2 The Institution and Investigator shall | 8.2 Poskytovatel a zkousSejici jsou povinni
maintain the Records in a safe and uchovavat zdznamy bezpecnym
secure manner for twenty-five (25) zpﬁsobem po dobu pétadvaceti (25) let
years after the end of the Trial, or such od ukonceni klinického hodnoceni,
longer period as is required by podle toho, ktery zt&chto okamzikl
applicable law or regulation, of which nastane pozdé&ji, nebo déle, pokud tak
five (5) years free of charge in vyzaduje pfisludny zakon nebo jiny
accordance with Act No. 378/2008 predpis, a to bezplatné po dobu 5 let v
Coll., and for further twenty (20) years souladu se zakonem ¢. 378/2007 Sb.,
against reimbursement stipulated in a na dalS8ich 20 let za poplatek uvedeny
Attachment A of Appendix 2. v DopInéni A Prilohy 2.

8.3 After expiration of the agreed|8.3 Po uplynuti dohodnuté doby
retention period, all Records at the uchovavani budou vS8echny zdznamy
Institution shall be returned to the v misté Poskytovatele vraceny
Sponsor at the Sponsor” s expense. If Zadavateli na jeho naklady. Pokud si
the Sponsor does not collect the Zadavatel nevyzvedne zaznamy u
Records at the Instituion within 2 Poskytovatele ve IhGt& 2 mésicl po
months after the end of the retention skonceni dohodnuté doby uchovani,
period, the Institution will be entitled bude Poskytovatel opravnén zaznamy
to destroy the Records. zlikvidovat.

8.4 This is without prejudice to the|8.4 Tim neni dotéena povinnost
obligation of the Institution and poskytovatele a zkouSejiciho v kazdém
Investigator to keep the documents pfipadé uchovavat dokumenty
listed in the Decree on Good Clinical uvedené ve vyhldsce o spravné
Practice and maintain medical records. klinické  praxi avést pfislusnou

zdravotnickou dokumentaci v souladu
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s pravnimi predpisy.

contained in the Records,

laws regulating personal

protection of Personal Data
obligations resulting thereof,
particular entering into

Institution act as a data processor (in
Czech: zpracovatel osobnich udajd)
with all its obligations provided for in

processing and in this Agreement. The
scope, purpose and time of Personal
Data processing in detail, guarantees
of the Institution regarding technical
and organisational measures for the

Standard
Contractual Clauses in case of transfer
of personal data to third countries, are
provided for in the Data Processing
Agreement, which has to be entered

8.5 Notwithstanding the foregoing, 8.5 Bez ohledu na pfredchazejici
Institution may retain one copy of any ustanoveni je poskytovatel opravnén
Records as is necessary for regulatory ponechat si jednu kopii veSkerych
or insurance purposes, subject to its zaznamQU nezbytnych pro spravni
ongoing obligation to maintain organy Ci pro ucely pojisténi, pficemz
confidentiality of such Records. v8ak zUstava vazan trvajici povinnosti

zachovavat dlvérny charakter té&chto
zaznam Q.

8.6 The Institution declares that it will not | 8.6 Poskytovatel timto prohlasuje, ze ve
exercise any liens or other rights over vztahu k zaznamim neuplatni zadna
any Records for any reason zastavni nebo jind prava, ato ze
whatsoever. 7adného ddvodu.

8.7 The Institution and the Investigator | 8.7 Poskytovatel a zkouSejici  umozni
shall permit the Company, national, v rozumné dobé zadavateli, statnim,
local and foreign regulatory authorities mistnim a zahraniénim Gfaddm a jejich
and their designees access povérenym zastupctm pristup
reasonable times to the Records and k zaznamOm a veskerému zafizeni
all facilities and equipment related to a vybaveni majicimu souvislost
the performance of the Trial. s realizaci klinického hodnoceni.

8.8 Each of the Institution and 8.8 Poskytovatel i zkousejici se Vi
Investigator undertake vis-a-vis the zadavateli zavazuji, Ze =zajisti, aby
Company to ensure that each patient kazdy pacient, ktery se ma podrobit
enrolled in the Trial (i) is duly informed klinickému hodnoceni (i) byl radné
about the essence, the significance, poucen 0 podstaté, vyznamu
and the consequences of the Trial, and a dusledcich klinického hodnoceni, (ii)
(ii) gives his/her consent to his/her dal pred zahajenim klinického
involvement in the Trial in writing prior hodnoceni pisemny informovany
to the commencement of the Trial, and souhlas s podrobenim se klinického
(iii) is duly informed about their rights hodnoceni a (iii) byl fadné informovan
pursuant to applicable personal data 0 svych pravech vyplyvajicich
legislation. z pfislusnych pravnich predpisd

v oblasti ochrany osobnich L’Jdajﬁ.
8.9 Inrelation to personal data processing | 8.9 Ve vztahu ke zpracovani osobnich

adajl, které jsou soudasti zaznamd,
zavazuje se poskytovatel Mite
zadavateli, Ze bude vystupovat jako
zpracovatel osobnich Udaji se viemi
povinnostmi, které pro né&j jako pro
zpracovatele osobnich Gdaju plynou

z pfislusnych  pravnich  pfedpist
upravujicich zpracovani  osobnich
Gdajd aztéto smlouvy. UpFesnéni
rozsahu, Gcelu a doby zpracovani
osobnich  udajd adale  zaruky

poskytovatele o technickém
a organizaénim zabezpecleni ochrany

osobnich Gdajd a povinnosti
poskytovatele z toho vyplyvajici,
zejména uzavreni aktualnich
standardnich smluvnich dolozek
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into together with this Agreement as
its necessary part. This is without
prejudice to the obligation to manage
medical records in accordance with
applicable legislation in respect of
which the Institution and is in the
position of data controller.

v pfipad& predani osobnich tGdaju do
tfetich zemi, stanovi smlouva
o zpracovani Gdaju, ktera musi byt
uzavfena zaroven stouto smlouvou
jako jeji nezbytna soucast. Tim neni
dotCena povinnost vedeni zdravotnické
dokumentace v souladu s platnymi
pravnimi predpisy, ve vztahu, k niz je
poskytovatel v pozici spravce.

8.10 For the purpose of this Agreement, | 8.10 Pro Gcely této smlouvy ,osobni tidaje“
“Personal Data” shall have the maji vyznam uvedeny v nafizeni GDPR
meaning as set out in GDPR, including a zahrnuji zejména jakoukoli informaci
any information (in manual, electronic v pisemné, elektronické Ci jiné podobé,
or any other form) relating to an kterd se vztahuje kurCené nebo
identifiable or identified natural person urcitelné fyzické osobé&, ziskanou
obtained by the Institution, Company, poskytovatelem, zadavatelem,
Investigator and/or any of its zkousejicim nebo jejich spfiznénymi
affiliates, as the case may be, in the osobami, v prﬁbéhu ¢i v souvislosti
course of or in connection with the s Ucasti poskytovatele nebo
Institution’s and/or Investigator’s zkous8ejiciho na klinickém hodnoceni.
performance of the Trial. Furthermore, Déale, ,zpracovani ma&a vyznam
“Processing” shall have the meaning uvedeny v nafizeni GDPR a znamena
as set out in GDPR, including any zejména kazdou operaci nebo sled
operation or set of operations which operaci, provedenych s osobnimi Gdaji,
are performed upon Personal Data, at uz za pouziti automatizovanych
whether or not by automatic means prostiedkl & nikoli, a mUze znamenat
and may include the transfer of data to takeé predavani Gdajd do zemé& mimo
any country, either within or outside Ceskou republiku, at uz v ramci
the European Economic Area. Evropského hospodarského prostoru i

nikoli.

9. ARTICLE9 9. CLANEK 9

Independent Contractor Relationship

Vztah nezavislych dodavatell

9.1 Nothing in this Agreement shall create, | 9.1 Zadné =z ustanoveni této smlouvy
imply or evidence any partnership or nezaklada, neznamena ani
joint venture between the Institution neprokazuje obchodni partnerstvi nebo
and/or the Investigator and the spole¢ny podnik mezi poskytovatelem,
Company or any relationship between nebo zkouSejicim na jedné strané
them of principal and agent or a zadavatelem na druhé strané ani
employer and employee. The vzajemny vztah zmocnitele a z4stupce
Institution and the Investigator on the nebo zameéstnavatele a zaméstnance
one hand, and the Company on the mezi nimi. Poskytovatel a zkouS$ejici na
other hand, agree that neither shall jedné strané a zadavatel na druhé
have the power or right to bind or strané souhlasi, Ze Zadna smluvni
obligate the other, nor shall either hold strana neni opravnéna zavazovat
itself out as having such authority. druhou smluvni stranu ani nebude

vystupovat, jako by takové opravnéni
méla.

9.2 No right, expressed or implied, is | 9.2 Z&adna ze smluvnich stran neni touto

granted by this Agreement to any

smlouvou opravnéna, vyslovné ani

party to use in any manner the implicitné, k jakémukoli uzivani
trademarks or the name of the others ochrannych znamek, nazvu/jména
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or any other trade name, 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 and/or the
Investigator in  connection  with
regulatory filings with respect to the
Study Drug.

nebo obchodni firmy  ostatnich
smluvnich stran ani jejich dalSich
obchodnich oznaceni nebo ochrannych
znamek, které vlastni nebo uziva na

zakladé licence treti osoba,
v souvislosti s plnénim této smlouvy.
Bez ohledu na pfredchazejici

ustanoveni je zadavatel opravnén
pouzit jméno/nazev nebo obchodni

firmu poskytovatele a/nebo
zkousejiciho pro ucely jakéhokoli
podani u spravniho organu

v souvislosti s hodnocenym [éCivym
pripravkem.

10. ARTICLE 10

10.

CLANEK 10

Notices/communication

Dorucovani

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.

10.1 Oznameni ajina sdéleni podle této

smlouvy musi byt v pisemné formé
a musi byt zaslany na adresy uvedené
nize nebo na jinou adresu tak, aby se
strany mohly informovat navzajem.
Oznameni se povazuje za Uucinné
v pfipadé, Ze se prokaze pfijeti: a)
v den doruceni, pokud bylo doruceno
osobné; b) v den prijeti, je-li zaslano
doporucené s dodejkou.

If to the Company, to:

Oznameni a sdéleni uréend zadavateli:

Genmab A/ S
Att: Head of Legal

the address of Genmab as registered in the
Danish Central Business Register (or any
successors hereof)

or

the address of Genmab as registered at the
Genmab’s official homepage (currently
www.genmab.com)

Genmab A/ S
K rukam: Head of Legal

adresa spole¢nosti Genmab zapsana v
Danském centralnim obchodnim rejstfiku
(nebo jakychkoliv nastupcl tohoto
rejstiku)

nebo

adresa Genmabu, jak je registrovana na
oficialni domovské strance Genmab
(aktualné www.genmab.com)

With a copy to: S kopii:
E-mail: E-mail: I
And a copy to: A kopii:

1QVIA Inc. Global Legal Department

Attention: General Counsel

1QVIA Inc. Global Legal Department

K rukdam: General Counsel
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100 IMS Drive Parsippany, NJ 07054 USA

Email: |

100 IMS Drive Parsippany, NJ 07054 USA

E-mail: |

If to the Institution, to:

Oznameni a sdéleni urena poskytovateli:

Fakultni nemocnice Hradec Kralové
Att: Dasa ProkUlpkova, pravni odbor
Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Czech Republic
Tel.: +420 495 832 881

Fakultni nemocnice Hradec Kralové
K rukam: Dasa Prok{pkova, pravni odbor
Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kralové

Ceska republika
Tel.: +420 495 832 881

as well as to (Investigator):

a zaroven (zkousejici):

Work address: |V. interni hematologicka
klinika Fakultni nemocnice Hradec Kralové

Adresa pracovisté: IV. interni
hematologicka klinika Fakultni nemocnice

Hradec Kralové
Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kréalové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec
Kréalové

Czech Republic

Tel. I

Ceska republika

Tel. I

11. ARTICLE 11 11. CLANEK 11

Term and Termination Trvani a ukonceni smlouvy

11.1 Smluvni strany se dohodly, ze
uverejnéni této smlouvy v registru
smluv dle zakona ¢. 340/2015 Sb.,
o zvlastnich  podminkach Gcinnosti
nékterych smluv, uverejfiovani téchto
smluv a o registru smluv (,zakon
o registru smluv®) zajisti

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 poskytovatel, a to nejpozdé&ji do 30 dni

,contracts Register Act‘) no later od wuzavfieni této smlouvy a plné

than 30 days after the conclusion of v souladu s pozadavky zédkona

this Agreement and fully in accordance o registru smluv. Poskytovatel je

with the requirements of the Contracts povinen:

Register Act. The Institution

undertakes to:

a) make unreadable in the a) znecitelnit ve smlouvé pred jejim
Agreement, prior to sending it to odeslanim spravci registru smluv
the contracts register ty jeji Casti, které jsou dle zakona

o0 registru smluv vylouceny
z uverejnéni, a to zejména ty jeji
Casti, které obsahuji osobni Udaje
zam&stnancd & jinych pracovnik{

administrator, those parts of the
Agreement that are excluded from
publication pursuant to the
Contracts Register Act, in
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contain personal data

secrets;

particular those parts thereof that

employees or other workers of the
Company or Company’s trade

zadavatele nebo jeho obchodni
tajemstvi;

b) publish this Agreement in

and

contracts register only in such
form as the Company agrees in
advance in writing or by e-mail;

b) uvefrejnit tuto smlouvu v registru
smluv pouze v takové podobé,
kterou zadavatel pfedem pisemné
Ci e-mailem odsouhlasi; a

c) send the Company a confirmation

of iublication to the address

c) zaslat zadavateli potvrzeni

0 uverejnéni na adresu

After the execution hereof,
the agreed final version of

considered as trade secrets

the Agreement.

Institution requires to be provided with
Agreement with highlighted sections
Company. The Institution will obtain

prior approval from Company before
further redacting the final version of

Poskytovatel vyzaduje pfed podpisem
smlouvy zaslat odsouhlasenou finalni
verzi smlouvy ve strojové Citelném
formatu s podbarvenym textem, ktery
zadavatel povazuje za obchodni
tajemstvi. Poskytovatel je povinen
ziskat souhlas zadavatele
prostfednictvim CRO pred tim, nez
bude konecnou verzi smlouvy dale
ménit nad rdmec podbarveného textu
ze strany zadavatele.

register itself.

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

Neuvefrejni-li poskytovatel tuto
smlouvu v registru smluv v této IhGté,
bude zadavatel opravnén tuto
smlouvu uverejnit v registru smluv
sam.

Contracts Register and until

pharmacy.

The Parties agree that the initiation
visit shall not occur until the final
Agreement has been published in the

neither Company nor CRO shall supply
any Study Drug to the institutional

Smluvni strany berou na védomi, ze
nedojde k iniciaéni navstévé do
okamziku  uvefejnéni  konecného
dokumentu v registru smluv, pficemz
nebude ze strany zadavatele ¢ CRO
pfed uvefejnénim smlouvy dodan
zadny hodnoceny pfipravek do
nemocnicni lékarny.

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.

Ujednani tohoto ¢lanku 11.1 se pouziji
mutatis mutandis také na
uverejfovani  jakéhokoli  dodatku
k této smlouvé v registru smluv.

requirements.

11.2 The estimated Trial completion date is
approximately [N
is subject to change in accordance with
the Company and Protocol

11.2 Predpokladané datum ukonceni

klinického hodnoceni je v

, pfi¢em? toto datum muze byt
predmétem zmény na zakladé
pozadavk( zadavatele a v souladu
s podminkami protokolu.

Clinical Trial Agreement — Czech Republic
Matter # 2022-46482

Version/Verze: redacted_010323
GCT3013-06/Fakultni nemocnice Hradec Kralové/

Cz001 Page / Strana 25 of / z 73




instances:

this Agreement upon written notice
with immediate effect in the following

11.3 The expected number of Trial subject | 11.3 Pfedpokladany  poclet zafazenych
enrolled isfi}. subjektt hodnoceni jsou

11.4 This Agreement is effective on the date | 11.4 Tato smlouva nabyva Gcinnosti k datu
of its publication in the contracts jejiho uverejnéni v registru smluv.
register.

11.5 The Company may terminate 11.5 Zadavatel je opravnén ukoncit tuto
Agreement for any reason upon thirty smlouvu z jakéhokoli dlvodu na
(80) days’ prior written notice to zakladé pisemného oznameni
Institution and Investigator. s vypovédni dobou v délce tficeti (30)

dnd, doruceného poskytovateli
a zkousejicimu.

11.6 The Agreement may be terminated | 11.6 Tato smlouva mdze byt ukonéena na
upon written notice with immediate zakladé pisemné vypov édi
effect, should the Institution s okamzitym ucinkem v pfipadé, ze
Investigator, on the one hand, or the poskytovatel nebo zkouSejici na jedné
Company, on the other hand, strané nebo zadavatel na druhé strané
materially breach their or zavaznym zpUsobem  porusi své
obligations under the Agreement, zadvazky podle této smlouvy, vcetné
including violations of the Agreement poruseni smlouvy z dvodu
due to fraud or unlawful acts and, if podvodného nebo nezakonného
the breach is capable of remedy, fails jednani, a pokud existuje moznost
to remedy it within thirty (30) days napravy, toto poruSeni nenapravi do
after notice thereof from the other tficeti (30) dnU od data oznameni
containing full particulars of druhé smluvni strany, v némz tato
breach and requiring it to Smluvni strana  popise  dlvody
remedied. poruSeni smlouvy a vyzve poruSujici

smluvni stranu k napravé.

11.7 The Company is entitled to terminate | 11.7 Zadavatel je opravnén ukoncit tuto

smlouvu na zakladé pisemné vypoveédi
s okamzitym G¢inkem, pokud:

complete the Trial is, in
Company’s
discretion, too low, or

(a) If the patient recruitment rate or
the percentage of patients that

reasonable

(a) pocet ziskanych pacientd nebo

procento pacientQ, kteFi
dokondili klinické hodnoceni, je
podle odlvodnéného néazoru

zadavatele, pfili§ nizké nebo

(b) if the

is terminated or

a replacement

within thirty (30) days, or

Investigator’s working
relationship with the Institution
otherwise
interrupted, impaired or halted
for any reason whatsoever and
investigator
cannot be mutually agreed on

(b) pracovni pomér
u poskytovatele je ukoncen
nebo jinym zpUsobem
z jakéhokoli dlvodu pferusen,
narusen nebo zastaven
a zadavatel a poskytovatel se ve
Ihdt& 30 dnl nedohodnou na
nahradé nebo

zkousejiciho

(c) if the Company,

discontinue the Trial, or

exercising
reasonable discretion decides to

(c) zadavatel se zdlvodu, ktery
odpovidajicim zplsobem uvazil,
rozhodne klinické hodnoceni
zastavit nebo
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becomes or is
insolvent

on business,
declared
(“insolvency”).

(d) if the purpose of this Trial, in the (d) podle odOvodnéného nazoru
Company’s reasonable zadavatele ucel klinického
discretion, becomes obsolete, or hodnoceni pomine nebo

(e) if the Institution ceases to carry (e) poskytovatel zastavi svou

podnikatelskou cinnost nebo je
v upadku (“v upadku”).

terminated prior to completion of the
Trial for any reason, the Institution

11.8 If this Agreement is terminated by the | 11.8 V pfipadé, Ze spoleCnost tuto smlouvu
Company due to abreach by the ukon¢i z dGvodu poruseni povinnosti
Institution or the Investigator of any of a zavazkd vyplyvajicich ze zakonnych
its obligations under this Agreement or ustanoveni nebo ustanoveni této
under statutory law or under by-laws, smlouvy ze strany poskytovatele nebo
the Institution’s right to any payments zkousejiciho, pravo poskytovatele na
hereunder, except for reimbursement jakékoli financ¢ni plnéni podle této
according to clause 11.9 below, shall smlouvy, s vyjimkou plateb uvedenych
be immediately cancelled from the v ¢l. 11.9 niZe, od okamziku poruseni
moment of breach of obligations povinnosti  odlvodfujici  ukonéeni
justifying termination of the dohody zanika.

Agreement

11.9 If the Agreement is terminated by the | 11.9 V pfipadé, Ze zadavatel tuto smlouvu
Company for one of the reasons set ukon&i z nékterého z dlvodd
forth above, the Company shall pay uvedenych vySe, je zadavatel povinen
the Institution for all Services duly zaplatit poskytovateli vSechny sluzby
performed but not paid through the radné poskytnuté, av8ak neuhrazené
date of termination and for do data ukonceni smlouvy vcetné
reimbursement of the future out-of- v8ech budoucich nezruSitelnych
pocket non-cancellable costs it vydajfl, které poskytovatel
reasonably incurred in order to odlvodn&né& vynalozi za ucelem
perform the Services in full satisfaction poskytnuti sluzeb vedoucich ke spInéni
of the Company’s obligations under zavazk( zadavatele podle této smlouvy
this Agreement. v plném rozsahu.

11.10 If the Agreement is rightfully | 11.10 V pfipadé opravnéného ukonceni této
terminated by the Institution due to smlouvy ze strany poskytovatele na
a material breach of the Agreement by zakladé zavazného poruseni smlouvy
the Company, the Institution shall be zadavatelem mé& poskytovatel narok
entitled to claim payment of the entire na plnou Ghradu Castky, k niz by byl
amount to which it would be entitled if opravneén, pokud by klinické hodnoceni
the Trial had been completed as bylo dokonc¢eno v souladu s touto
contemplated herein with respect to all smlouvou u vS8ech pacientfl
patients enrolled in the Trial at the podstupujicich klinické hodnoceni u
Institution at the time of termination. poskytovatele v okamziku ukondceni
The Institution’s right to such payment smlouvy. Pravo poskytovatele na toto
shall be the Institution’s sole remedy financni plnéni predstavuje jediné
for a breach of this Agreement by the od$kodnéni, na néz méa poskytovatel
Company. narok v souvislosti s poruSenim této

smlouvy ze strany zadavatele.

11.11 In the event this Agreement is|11.11 V pfipadé, Ze tato smlouva bude

z jakéhokoli dlvodu ukonéena prFed
dokoncenim klinického hodnoceni, jsou

and the Investigator shall (i) notify the poskytovatel a zkouSejici povinni (i)
Institutional Review  Board/Ethics uvédomit nezdavislou instituciondlni
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Committee that the Trial has been
terminated, (ii) cease enrolling
patientsin 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
and the Investigator 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
and the Investigator shall provide to
the Company all data collected in
connection with the Trial and all Trial-
related reports and documents
required by the Institutional Review
Board/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.

hodnotici komisi/ etickou komisi
o ukonceni klinického hodnoceni, (ii)
zastavit nabor pacientd pro klinické
hodnoceni, (iii) ukonéit 16&bu pacientl
podle protokolu na zakladé pokynu
zadavatele lékarsky pfipustnym
avhodnym  zplsobem a(v) co
nejdrive, nikoli v8ak pozdé&ji nez tficet
(30) dnl ode dne Gcinnosti ukon&eni
smlouvy, ukoncit vS8echny ostatni
aktivity v ramci klinického hodnocenti,
pficemz v8ak na Zzadost zadavatele
jsou poskytovatel a zkouSejici povinni
pokracovat ve shromazdovani Gdaju
a pfipravit a vyplnit formulafe pro
zaznamy subjektu hodnoceni
v souvislosti s pacienty podstupujicimi
[éCbu v ramci klinického hodnoceni
pted ukonlenim smlouvy. Ve |h{té
devadesati (90) dnl ode dne Gdinnosti
ukoncCeni smlouvy podle tohoto
odstavce poskytovatel a zkouSejici
predaji zadavateli v8echny Udaje
shromazdéné v souvislosti s klinickym
hodnocenim i vSechny zpravy tykajici
se klinického hodnoceni vcetné
dokumentU podle pozadavk{ nezavislé
instituciondlni hodnotici komise/etické
komise, pFisluénych predpist a norem
a podle pokynd dalich statnich Gradl
i dalSich odpovidajicich zprav,
zaznamU a dokumentd a studijnich
materiald  souvisejicich s klinickym
hodnocenim.

11.12 In the event of early termination for

any reason, the Institution and the
Investigator shall provide all such
assistance as the Company shall
reasonably require in order to ensure
an efficient handover of the conduct of
the Trial to a third party and with due
regard for the welfare of the patients.

11.12 V pfipadé predcasného ukonceni této

smlouvy zjakéhokoli dlvodu jsou
poskytovatel a zkousSejici  povinni

poskytnout zadavateli soucinnost
ddvodné& zadavatelem vyzadovanou
k zajisténi efektivniho predani

provadéni klinického hodnoceni treti
osobé a s radnym prihlédnutim
k prospéchu pacientd.

11.13 Upon termination of this Agreement

for any reason the Institution and the
Investigator shall return to the
Company the Study Drug, all
documents, Trial results, Equipment,
Study Materials and other material
used, generated or referred to in the
course of the Trial, and the Institution
and the Investigator hereby
irrevocably waives any ownership
interest or intellectual property rights

11.13 Po

ukonceni této smlouvy
z jakéhokoli dlvodu vrati poskytovatel
a zkousejici zadavateli hodnoceny

léCivy pripravek, veskerou
dokumentaci, vysledky klinického
hodnoceni, vybaveni, materialy

nezbytné pro studii a dalsi materiély,
které byly pouzivany, vytvoreny, nebo
na které se odkazovalo v pribé&hu
provadéni klinického hodnoceni,
a poskytovatel a zkouSejici se timto ve
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concerning the above that may be
waived under applicable laws.

vztahu k vySe uvedenému
neodvolatelné vzdavaji jakychkoli
vlastnickych prav ¢i prav k duSevnimu
vlastnictvi.

11.14 Articles 1.7, 1.9, 2,5,6,7,8,9, 10,
11, 13, 15, 16 and 17 shall survive

11.14 Clanky 1.7, 1.9, 2, 5,6, 7, 8, 9, 10,
11, 13, 15, 16 a 17 zUstavaji

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.

expiration or termination of this v platnosti po vypr$eni nebo ukonceni
Agreement. této smlouvy.

12. ARTICLE 12 12. CLANEK 12

Force Majeure Vy&S8i moc

12.1 In the event either the Institution | 12.1 V pfipad€, Ze poskytovatel a/nebo
and/or the Investigator on the one zkou8ejici na jedné strané nebo
hand, or Company on the other hand, zadavatel na druhé stranéje v prodleni
is delayed or hindered in or prevented s jakymkoli  pInénim  podle této
from the performance of any act smlouvy z dlvodu vladniho nafizeni
required hereunder by reasons of nebo soudniho rozhodnuti nebo

vyhlasky, nepokojl, vzpoury, valky,
Zivelné pohromy, nepfiznivého pocasi
nebo jinych dlvodd a pficin mimo
jejich kontrolu nebo jim tyto okolnosti
v plnéni této smlouvy brani nebo je
omezuji, atato smluvni strana
vynalozZila veskeré pfimérené usili, aby
uvedenym okolnostem zabranila ¢i je
napravila, je povinnosti poskytnout
takové plnéni zpro$téna na dobu
odpovidajici prodleni (nikoli vS$ak
presahujici jeden mésic). Smluvni
strana, ktera je v prodleni, je povinna
druhou smluvni stranu bezodkladné

the Institution, its directors, officers,
agents, and employees 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”)
arising out of personal mental or
bodily injury (including death) to any
person or damage to property
resulting from the administration of
the Study Drug; provided, however,

uvédomit o vyskytu a ukonceni
udalosti vySSi moci.

13. ARTICLE 13 13. CLANEK 13

Liability Odpovédnost

13.1 The Company shall indemnify and hold | 13.1 Zadavatel je povinen odSkodnit

a zajistit poskytovatele, jeho statutarni

zastupce, povérené =zastupce, Cleny
vedeni a zaméstnance proti vSem
zavazklm, gkodam, ztratam,
nakladim a vydajlm (v&etné
pfim &fenych pravnich nakladu
a nakladd jinym odborniklm)
vyplyvajicich z narokd a pozadavky
tfetich stran, soudnich Zzalob nebo
rozsudkd (spole¢né ,naroky“)

v souvislosti s fyzickou & psychickou
Gjmou jakékoli osoby (vCetné smrti)
nebo majetkovou Ujmou vyplyvajici ze

that the Company shall have no spravy hodnoceného léCivého
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liability or only a partial

Institution,
agents,

Investigator, the
directors, officers,

Company's written

liability
hereunder in respect of any Claims
arising out of (i) the negligence or
wilful misconduct or omission of the

employees, (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
instructions
relative to the use of the Study Drug.

zadavatel
¢astecCnou
smlouvy

pfipravku, pfiemz v8ak
nenese zadnou Ci jen

odpovédnost podle této
v souvislosti s jakymikoli naroky
vyplyvajicimi (i) z nedbalosti nebo
umysliného protipravniho jednani nebo
opomenuti na strané zkous$ejiciho,
poskytovatele, jejich  statutarnich
zastupcl, povéfenych zastupcd, ¢enl
vedeni nebo  zaméstnancd, (i)
z poruseni norem (zejména, napfiklad,

pozadavk(  Statniho Gstavu  pro
kontrolu  1é¢&iv  nebo  pozadavk{
protokolu) nebo (iii) z poruSeni

pisemnych pokynU zadavatele ohledné
zpUsobu pouziti hodnoceného Ié&ivého
pripravku.

Institution and/or the

its directors, officers,

costs and  expenses
reasonable legal

the failure to comply with
applicable State Institute for
Control”s or other

breach of this Agreement by
Investigator or the
directors, officers, agents

Services of the Institution.

Investigator
shall indemnify and hold the Company,
agents and
employees harmless from and against
any and all liabilities, damages, losses,
(including
and professional
fees) as a result of third party Claims
arising out of (i) the negligence or
wilful misconduct or omission or (ii)

Standards (including in particular any
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

Institution,

employees in the course of performing

13.2 The Company declares that 13.2 Zadavatel prohlasuje, Zze v souladu s §
accordance with § 58, section 2, of Act 58, odst. 2zakona o léCivech zajistila
on Pharmaceuticals it has contracted, na celou dobu provadéni klinického
for the entire duration of the Trial, the hodnoceni pojisténi odpovédnosti za
liability insurance for the Investigator Skodu pro zkousejiciho a zadavatele,
and the Company, by which prostfednictvim které je zajidténo
compensation in the event of the i od8kodnéni v pfipadé smrti subjektu
patient”s death or harm to the the hodnoceni nebo v pfipadé $kody
patient” s health as a result of the Trial vzniklé na zdravi subjektu hodnoceni
shall be covered. v dUsledku  provadéni  klinického

hodnoceni.

13.3 To the extent permissible by law, the | 13.3 V rozsahu pfipustném dle pravnich

pFedpisfl poskytovatel a/nebo

zkousejici odskodni a zajisti
zadavatele, jeho statutarni zastupce,
povérené zastupce, Cleny vedeni

a zaméstnance proti jakymkoli

zavazkim, gkodam, ztratam,

nakladim a vydajlm (v&etné
pfim &fenych pravnich nakladu

a nakladd jinym odborniklm)

v souvislosti s naroky tretich stran

vyplyvajicimi (i) z nedbalosti nebo

umysiného protipravniho jednéani nebo
opomenuti nebo (ii) z poruSeni norem
(zejména, napriklad,  pfislusnych
pozadavk{ Statniho tfadu pro kontrolu
léCiv) nebo jinych Gfadl nebo
pozadavk( protokolu) nebo  (iii)
z poruéeni pokynl zadavatele ohledné
zpUsobu pouziti hodnoceného lé&ivého
pfipravku nebo (iv) z poru$eni této
smlouvy ze strany zkou$ejiciho nebo
poskytovatele, jejich  statutarnich
zastupcl, povéfenych zastupcl, &lenl
vedeni nebo zaméstnancl v prdbé&hu
poskytovani sluzeb poskytovatele.
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13.4 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

13.4 Bez ohledu na predchazejici
ustanoveni nenese zadna ze smluvnich

O v. s, . v s ,

stran vuci kterékoli dalsi smluvni

strané odpovédnost za usly zisk bez

expense, professional liability
insurance in accordance with Sec. 45
(2) (n) of Act No. 372/2011 Coll., on
Health Services and on Conditions of
their  Provision (Act on Health
Services), as amended.

asserted. ohledu na dlvody, v souvislosti,
snimiz byl narok na takovou

odpovédnost uplatnén.
13.5 Institution shall maintain, at its own | 13.5 Poskytovatel bude udrzovat na své

vlastni naklady pojisténi v souladu s §
45 odst. 2 pism. n) zakona €. 372/2011
Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani (zadkon
o zdravotnich sluzbach), ve znéni
pozdé&jsich predpisu.

13.6 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.

13.6 Omezeni odpovédnosti CRO. CRO se
vyslovné zfikd jakékoli odpovédnosti
VUi poskytovateli v souvislosti
s hodnocenym [éCivym pfripravkem (i
protokolem, vyjma rozsahu, v némz
tato odpoveédnost vyplyva
z nedbalostniho jednani, opomenuti Ci
Gmysiného pochybeni na strané CRO.

13.7 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,

13.7 ZADAVATEL NEPOSKYTUJE ZADNA

PROHLASENI NEBO ZARUKY,
VYSLOVNE CI IMPLICITNI, VCETNE,
NIKOLI VSAK VYLUCNE, JAKYCHKOLI
IMPLICITNiCH ZARUK
OBCHODOVATELNOSTI, VHODNOSTI
K URCITEMU UCELU A SOULADU
S PRAVNiMI PREDPISY

V SOUVISLOSTI S HODNOCENYM
LECIVYM PRiPRAVKEM, INFORMACEMI
NEBO JINYMI PREDMETY TETO
SMLOUVY. ZAROVEN ZADAVATEL
NEPOSKYTUJE ZARUKY JAKEHOKOLI

EXPRESS OR IMPLIED, REGARDING DRUHU,VV\'(SLOVNEV(VZI IMPLICITNI,
THE SAFETY OR EFFICACY WITH OHLEDNE BEZPECNOSTI NEBO
RESPECT TO THE STUDY DRUG, UCINNOSTI V SOUVISLOSTI
INFORMATION OR ANY OTHER SVHODNOCENYM LECIVYM
SUBJECT MATTER OF THIS PRIPRAV}gEM, _INFORMACEMI NEBO
AGREEMENT. JINYMI PREDMETY TETO SMLOUVY.

14. ARTICLE 14 14. CLANEK 14

Conflicts Stfet zajma

14.1 The Institution and the Investigator
represent and warrant to the Company
that they are not parties to any
agreement which would prevent them
from fulfilling their obligations under
this Agreement and that during the

14.1 Poskytovatel a zkouSejici prohlasuji
a zadavateli zarucuji, Ze nejsou
smluvnimi stranami zadné smlouvy

nebo dohody, ktera by jim branila
v plnéni zavazk( podle této smlouvy,
aze po dobu trvani této smlouvy

term of this Agreement they shall not neuzaviou Zzadnou smlouvu nebo
Clinical Trial Agreement — Czech Republic
Matter # 2022-46482
Version/Verze: redacted_010323
GCT3013-06/Fakultni nemocnice Hradec Kralové/ Cz001 Page / Strana 31 of / z 73




enter into an agreement to provide

dohodu o poskytovani sluzeb, které by

enter into 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 or the Investigator's
abilities to fulfil their obligations under
this Agreement.

services that would in any way prevent je jakymkoli zpﬁsobem omezovala
them from performing the Services. v poskytovani sluzeb.

14.2 The Company acknowledges that | 14.2 Zadavatel timto potvrzuje, ze
Institution and the Investigator may poskytovatel a zkousSejici jsou

opravneéni uzavfit s jinym zadavatelem
smlouvu nebo dohodu o poskytovani
dodavek a sluzeb obdobného
charakteru jako dodavky a sluzby
podlé této smlouvy. Takové smlouvy
nebo dohody per se nepredstavuji stiet
zajmU ani nemohou byt vykladany jako
zavazky, které by poskytovatele nebo
zkousejiciho omezovaly v jejich
zpUsobilosti plnit zavazky podle této
smlouvy.

15. ARTICLE 15

15. CLANEK 15

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. The Institution
must be informed in writing about any
assignment.

Assignment Postoupeni prav a pfevod zavazk({
15.1 Neither the |Institution nor the | 15.1 Poskytovatel ani zkouSejici nejsou
Investigator may assign their rights or opravnéni postoupit sva prava ani

prevést zavazky podle této smlouvy
ani postoupit tuto smlouvu jako
takovou bez predchoziho pisemného
souhlasu zadavatele. Na druhé strané
zadavatel je opravnén postoupit
smlouvu jako takovou ¢i postoupit sva
prava a pfevést zavazky na treti

osobu, vcetné financovani klinického
hodnoceni avcetné (nikoli vsak
vyluéné) jakémukoli pfidruzenému
zadavateli nebo treti strany, ktera

prodejem nebo udélenim licence zisk&
prava na dalsi VyVvoj nebo
komercializaci farmaceutického nebo
biologického 1écCivého pfipravku, ktery
je pfedmétem klinického hodnoceni. O
jakémkoliv  postoupeni musi byt
poskytovatel pisemné informovan.

16. ARTICLE 16

16. CLANEK 16

Governing Law and Venue

Rozhodné pravo a jurisdikce

16.1 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, the
Institution and the Investigator each
hereby consents to the exclusive
jurisdiction of Czech Republic in
Hradec Kralové, and irrevocably agree

16.1 Tato smlouva se fidi a bude ve v8ech

ohledech vykladana podle prava
Ceské republiky bez ohledu na
pfisluéné kolizni normy. Zadavatel,
poskytovatel a zkousSejici kazdy
jednotlivé souhlasi s vyhradni
prislusnosti soudu v Ceské republice
v Hradci Kralové a davaji

neodvolatelny souhlas k tomu, aby
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that all actions or proceedings relating
to this Agreement may be litigated in

v8echny Zzaloby a Fizeni v souvislosti
s touto smlouvou byly projednéany

determined to be invalid by any
government agency or by any court,

such court, and they waive any timto soudem, a zfikaji se prava na
objection which they may have based namitky  z dlvodu nepfrisludnosti
on improper venue or forum non tohoto soudu. Bez ohledu na
conveniens to the conduct of any predchozi ustanoveni je zadavatel
proceeding in such court. opravnén podat zalobu proti
Notwithstanding the foregoing, the zkouSejicimu a/nebo poskytovateli
Company may bring alegal action u mistné prisluéného soudu
against the Investigator and/or the adoméahat se soudniho opatfeni
Institution before the competent k zajisténi ochrany ddvérnych
court, and the Company may seek informaci, prav z duSevniho
injunctive  relief to protect its vlastnictvi nebo know-how
confidential information, intellectual u jakéhokoli pFislu§ného soudu.
property rights or know-how in any
court of competent jurisdiction.

17. ARTICLE 17 17. CLANEK 17

Miscellaneous Zavérelnd ustanoveni

17.1 This Agreement together with its|17.1 Tato smlouva véetné pfiloh
Appendices contains the entire predstavuje Uplnou dohodu mezi
understanding of the parties with smluvnimi stranami ohledné predm étu
respect to the subject matter herein této smlouvy a nahrazuje vS8echna
and supersedes all previous predchozi Ustni i pisemné dohody,
agreements (oral and written), jednani arozhovory vztahujici se
negotiations and discussions relating k predmétu této smlouvy. Tuto
to the subject matter herein. No smlouvu nelze Zzadnym zplsobem
amendment, modification or ménit nebo upravovat, s vyjimkou
supplement to this Agreement may be pisemnych  dodatkl  podepsanych
made, except by means of a written opravnénym zastupcem smluvnich
document which is signed by the stran. Pokud néktera ze smluvnich
authorized representatives of the stran neuplatni svd prava podle této
Company and the Institution and by smlouvy, takovy pfipad neuplatnéni
the Investigator. Failure of a party to prav neznamend, Ze se tato smluvni
enforce its rights under this strana zfikd svého prava nebo
Agreement shall not constitute moznosti dle okolnosti toto pravo
a waiver of that right or the ability to uplatnit pozdéji nebo ukoncit tuto
later assert that right relative to the smlouvu v disledku jakéhokoli daliho
particular situation involved or to prodleni nebo poruseni smlouvy.
terminate this Agreement as a result
of any subsequent default or breach.

17.2 If any provision of this Agreement is | 17.2 V pfipadé, Ze kterékoli ustanoveni této

smlouvy bude shledano
spravnim orgadnem nebo

jakymkoli
soudem

such invalidity shall not affect the neplatnym, tato neplatnost neovlivni
enforceability of any other provision vymahatelnost zadného dalSiho
not held to be invalid, and such ustanoveni, které nebude povazovano
invalidity  shall not affect the za neplatné. Uvedena neplatnost
enforceability of such provision in any neovlivni vymahatelnost daného
jurisdiction where such provision has ustanoveni vV zemi, kde toto
not been held to be invalid. ustanoveni neni povazovano za
neplatné.
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17.3 This Agreement has been drawn up | 17.3 Tato smlouva byla vyhotovena ve dvou
and executed in two languages: Czech jazycich: v jazyce Ceském a v jazyce
and English, both languages are anglickém, pricemz oba jazyky jsou
printed in the same version. In case of obsazeny ve stejné verzi. V pfipadé
any discrepancy between the language jakychkoli nesrovnalosti mezi obéma
versions the Czech version shall jazykovymi verzemi je rozhodujici
prevail. Ceské verze.

17.4 This Agreement is governed by the | 17.4 Tato smlouva se Fidi Ceskym pravnim
Czech law, in particular by the raddem, zejména ustanovenimi zdkona
provisions of Act No. 89/2012 Coll., ¢. 89/2012 Sb., obclansky zakonik,
the Civil Code, as amended. v platném znéni.

17.5 The Parties declare that they have | 17.5 Smluvni strany prohladuji, 2e si
read the Contract before signing it and smlouvu pred jejim podepsanim
that its content corresponds to their precetly a Ze jeji obsah odpovida jejich
true, serious and free will. pravé, vazné a svobodné vdli.

17.6 The Parties have excluded the |17.6 Smluvni strany vylucuji pfijeti nabidky
acceptance of the offer with an s dodatkem nebo odchylkou podle §

amendment or derogation pursuant to
Section 1740 of Act No. 89/2012 Caoll.,
the Civil Code.

1740 zédkona €. 89/2012 Sb., ob¢ansky
zakonik.

Signatures on the next page

Podpisy néasleduji na dalSi strané
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IN WITNESS WHEREOF, the undersigned
have executed this Agreement the day and
year stated below. All undersigned have
received a signed original of this
Agreement.

NA DOKAZ CEHOZ nize podepsané smluvni
strany v den a rok uvedeny niZze uzavrely
tuto smlouvu. VS8echny nize podepsané
smluvni strany obdrzely original této
smlouvy.

Date/Dne: 8. 3. 2023

Date/Dne: 23. 3. 2023

Place/ V:

Place/V: Hradec Kréalové

On behalf of the Company / Jménem
zadavatele:

On behalf of the I nstitution/ Jménem
poskytovatele:

Name/Jméno:

Name/Jméno:
MUDr. AleS Herman, Ph. D.

Position/Funkce:

Position/Funkce:
Director / Reditel

Date/Dne: 20. 3. 2023

Place/V: Hradec Kréalové

The I nvestigator/ zkousejici:

Name/Jméno:

Position/Funkce:

Investigator / ZkouSejici

Appendices:
1. Fees and Payment Schedule
2. Investigator Detailed Obligations

PFilohy:
1. Harmonogram plateb a poplatkl
2. Podrobné povinnosti zkouSejiciho
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APPENDIX 1
FEES AND PAYMENT SCHEDULE

PRi LOHA C. 1

Harmonogram plateb a poplatk@

FEES

1.

POPLATKY

1.1

As full payment for the completion of
the entire Trial in compliance with his
Agreement, the Company agrees to
pay estimated value of financial
payment approximately
CZK 1.867.000,00.

1

a

Zadavatel se =zavazuje za Uuplné
dokonceni  klinického  hodnoceni
v souladu s touto smlouvou zaplatit
poskytovateli ¢astku 1.867.000,00
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 PRiLOHA A
BUDGET & PAYMENT SCHEDULE RozPOCET A ROZPIS PLATEB

A. PAYEE DETAILS A. UDAJE O PRI JEMCI PLATEB

The Parties agree that the payee designated | Smluvni Strany se dohodly, Ze nize
below is the proper payee for this|uvedeny pfijemce plateb je Fadnym
Agreement, and that payments under this | pfijemcem plateb ztéto Smlouvy a Ze
Agreement will be made only to the following | platby vyplacené podle této Smlouvy
payee (“Payee”): budou hrazeny vyhradné tomuto prijemci
plateb (dale jen ,PFfijemce plateb):

Contract Payee / Smluvni pFijemce plateb

Payee Name (Must match name in the contract) | Fakultni nemocnice  Hradec
/Nazev/jméno Pfijemce plateb (musi odpovidat | Kralové
jménu ve smlouvé)

Sokolska 581, 500 05 Hradec
Kralové — Novy Hradec Kralové,

Payee Address / Adresa Prijemce plateb Czech  Republic / Cesk4
republika
VAT/Tax ID (Tax ID must exactly match the CZ00179906

payee name indicated above, or tax exempt
when applicable) / DIC/Danové IC (DIC musi
presné odpovidat vy$e uvedenému jménu nebo
osvobozeni od dané, je-li to vhodné)

Banking I nformation / Bankovni udaje

Bank Name / Nazev banky Ceska narodni banka

Bank Street / Adresa banky Na Prikope 28

Bank City /Mésto banky Praha 1

Bank Postal Code / Postovni smérovaci Cislo 115 03

banky .
Czech Republic / Ceska

Bank Country / Zemé banky republika

Receiving Account Currency/ Ména, v niz je ucet | CZK / K¢&
pfijemce veden
IBAN CZ2307100000000024639511

SWIFT Code / Kod SWIFT CNBACZPP

Cislo faktury

Variabilni symbol

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 all other
required Wire instructions / Pokud ména smluvni platby neodpovida méné vaseho
Gctu, mozna budete muset uvést zprostfedkujici banku. Obratte se s Zadosti
o podrobné Udaje na svoji financ¢ni instituci. Pokud bude vyZadovana
zprostredkujici banka, uvedte nazev banky, Cislo Gctu, je-li to vhodné, a kéd SWIFT
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prevod.

zprostiedkujici banky spolecné s dal§imi pokyny poZzadovanymi pro bankovni

Contact Information / Kontaktni udaje

/ Jméno prijemce odesilajiciho faktury do
DrugDev

Name of recipient sending invoices to DrugDev

Ing. Jitka Halesova

Phone number & Email / Cislo telefonu a e-mail jitka.halesova@fnhk.cz

+420 495 833 827 /

Language Preference / Upfednostfiovany jazyk

Czech/Cesky

udaju

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

Ing. Jitka Halesova

Phone number & Email / Cislo telefonu a e-mail | jitka.halesova@fnhk.cz

+420 495 833 827 /

Language Preference / Upfednostfhovany jazyk

Czech/Cesky

In case of changes in the Payee’s bank
details, Site is obliged to inform IQVIA

Clinical Trial Payments in writing by sending
an email to: NN

Dojde-li ke zméné bankovniho spojeni
Pfijemce plateb, musi otom Misto
provadeéni klinického hodnoceni pisemné
informovat spolecnost IQVIA Clinical Trial

Paiments e-mailem zaslani'm na adresu:

Site shall contact its IQVIA study team
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.

Misto provadéni klinického hodnoceni
kontaktuje pfislu§ného clena studijniho
tymu IQVIA, aby poskytlo podepsanou
dokumentaci o zménach v bankovnim
spojeni Prijemce plateb. Strany se
dohodly, Ze nebude nutno uzavirat zadny
dal$i dodatek ke Smlouvé, jestlize se
zména bude tykat pouze bankovniho
spojeni, av8ak nezméni se samotny
pfijemce plateb ani zemé, v niz se
nachdzi 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 Pfijemce plateb je opravneén
pfijimat veSkeré platby za sluzby
poskytované na zakladé této Smlouvy.

The remuneration of the Investigator and/or
Trial Staff will be reimbursed by the
Institution on the basis of internal directive
of the Institution.

Odména  zkousejicimu a &lentim
studijniho personalu bude vyplacena
poskytovatelem dle vnitfni smérnice
poskytovatele.

Investigator acknowledges that if
Investigator is not the Payee, IQVIA will not
pay Investigator even if the Payee fails to
reimburse Investigator.

Zkousejici bere na védomi, Ze pokud neni
Pfijemcem plateb Zkou$ejici, spolecnost
IQVIA nebude platit ZkouSejicimu ani
v pfipadé, Ze Pfijemce plateb platby
ZkouS$ejicimu neprovede.
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B. MINIMUM ENROLLMENT GOAL

B. MINIMALNI ciLOVY POCET ZARAZENI

Investigator acknowledges that
Investigator’s minimum enrollment goal is
two _and that Site will use its
best efforts to reach the enrolment goal
within a reasonable timeframe after
commencement of the Study at Site. If Site
fails to adhere to this principle, Sponsor

and/or CRO may reconsider Site’s suitability
to continue participation in the Study.

Zkous$ejici bere na védomi, Ze minimalni

cilovy polet zafazenych subjektl pro
Zkousejiciho je* aze Misto

provadéni klinického hodnoceni musi
vynalozit maximalni Usili na dosazeni
tohoto cile v pfimérené dobé po zahajeni
Studie v Misté provadéni klinického
hodnoceni. Pokud Misto provadéni
klinického hodnoceni tento zavazek
nedodrzi, mohou Zadavatel a/nebo
spoleénost CRO prehodnotit zpUsobilost
Mista provadéni klinického hodnoceni
k dal$i ucasti ve Studii.

C. PAYMENT TERM

C. PLATEBNi PODMIiNKY

1QVIA will pay the Payee || EGcNGzGz o~

a completed visit per subject basis in
accordance with the attached budget.

SpoleCnost IQVIA bude poskytovat
finanéni pInéni Prijemci plateb kazdé [}
mésice v souladu s pfilozenym
rozpoCtem vzdy za uskutecnéné navstévy
jednotlivych subjektd hodnoceni.

Payments including any Screening Failure
that may be payable will be made based
upon & enrolment data
confirmed by subject CRFs received from the
Investigator and data verification supporting
subject visitation. A proforma statement,
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 45 days from
the date of delivery of the invoice. Payments
will be in each case

This reduced amount shall
represent a value of any/all activities related
to close-out of the database, including all
CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding
regulatory documents as required by IQVIA
and/or Sponsor, the return of all unused
supplies to IQVIA, and upon satisfaction of
all other applicable conditions set forth in the
Agreement.

Platby, vletné pfipadnych plateb za
jakékoli  subjekty, které neprojdou
vstupnimi vySetfenimi (,screening
failure“), budou vyplaceny na zékladé

tdaji o poétu subjektl zafazenych
v predchozich * dolozenych
formulafi CRF subjektl obdrzenych od
Zkou$ejiciho apo  ovéfeni  Udaju
o uskuteén&nych navstévach subjektd.
Pfijemci plateb bude zaslan hromadny
platebni vykaz, ktery bude obsahovat
uskuteénéné navstévy subjektl v daném
obdobi a souvisejici platby. Pfijemce
plateb vystavi fakturu odpovidajici
vykazu. Faktury budou splatné do 45 dnl
ode dne doruceni faktury.
Platby budou ve viech piipadech | Gz
Tato snizena
Castka predstavuje hodnotu veskerych
dkonU souvisejicich s uzavienim
databaze vcetné predani vSech stranek
formulafd CRF, vysvétleni pfipadnych
nejasnosti  ohledné dat, doruceni
a schvaleni pfipadnych dal$ich dokladl od
kontrolnich atradd vyzadovanych
spolecCnosti IQVIA a/nebo Zadavatelem,
vraceni vSech nespotfebovanych
pomdcek a materialu spoleénosti IQVIA
a spInéni v8ech ostatnich podminek této
Smlouvy.

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

Jakékoli ndklady a vydaje, které vzniknou
Mistu provadéni klinického hodnoceni
v souvislosti s plnénim této Smlouvy
a které nejsou vyslovné oznaceny jako
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(including this Budget and Payment
Schedule) is the sole responsibility of the
Site.

proplatitelné ze strany spolecnosti CRO
nebo SpoleCnosti za podminek této
Smlouvy (vcéetné jeji casti Rozpocet
a Rozpis plateb), pljdou pIné k tizi 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 zdkonné vysi.

All  government taxes the sole

responsibility of the Payee.

are

Platba v8ech vnitrostatnich dani bude
vylucnou odpoveédnosti Pfijemce plateb.

In case of change of invoice details or VAT
ID, the Company/CRO shall without undue
delay inform the Institution (Dasa
ProkUpkova — Legal Department, Ing. Jitka
HaleSovd —  Financial and  Analysis
Department).

P¥ zmé&né fakturacnich tdajG nebo DIC je
zadavatel/CRO povinen neprodlené
informovat poskytovatele (Dasa
Prokdpkova — pravni odbor a Ing. Jitka
HaleSov4 — Odbor financi a analyz).

Major, disqualifying Protocol violations
are not payable under this Agreement

Zavazna diskvalifikujici poruseni
Protokolu nebudou podle podminek
této Smlouvy proplacena.

D. BUDGET TABLE
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* UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE

**|F TWO VISITS ARE PERFORMED CONCURRENTLY ONLY ONE
VISIT SHOULD BE REIMBURSED. VISIT SHOULD BE REIMBURSED
IN FOLLOWING ORDER: END OF TREATMENT; SAFETY FOLLOW-
UP; PROGRESSION FREE SURVIVAL FOLLOW-UP; SURVIVAL
FoLLow-uP

***REPRIMING CYCLE SHOULD BE PERFORMED IF
INTERMEDIATE DOSE IS DELAYED MORE THAN 1 DAY OR IF
FIRST FULL DOSE IS DELAYED MORE THAN 7 DAYS OR FROM
FIRST FULL DOSE ONWARD, IF THE INTERVAL BETWEEN THE
PREVIOUS DOSE OF EPCORITAMAB AND NEXT

PLANNED DOSE EXCEEDS 6 WEEKS. |F A DOSE IS DELAYED FOR
>4 WEEKS, UNSCHEDULED VISIT- DOSE DELAY VISIT SHOULD
BE REIMBURSED

* NEPLANOVANA NAVSTEVA SE MOZE USKUTECNIT ViCE
NEZ JEDNOU

** PRI PROVADENI DVOU NAVSTEV SOUCASNE SE
PROPLACI POUZE JEDNA NAVSTEVA NAVSTEVU JE TREBA
PROPLACET V TOMTO PORADI{: UKONCENI LECBY,
KONTROLNi SLEDOVANi BEZPECNOSTI PO LECBE,
KONTROLNI SLEDOVANI PREZITi BEZ PROGRESE,
KONTROLNI SLEDOVANI PREZITI

** * CYKLUS OPETOVNEHO PODAN{ ZAKLADNI DAVKY JE
TREBA USKUTECNIT, POKUD JE PROBEZNA DAVKA
ZPOZDENA O VICE NEZ 1 DEN NEBO POKUD JE PRVNI
PLNA DAVKA ZPOZDENA O ViCE NEZ 7 DNUJ, ANEBO, PO
PODANIi PRVNi PLNE DAVKY, POKUD INTERVAL MEZI|
PREDCHOZi DAVKOU EPCORITAMABU A DALSI
PLANOVANOU DAVKOU PRESAHNE 6 TYDNUO. JESTLIZE JE
DAVKA ZPOZDENA O >4 TYDNY, MELA BY BYT
PROPLACENA NEPLANOVANA NAVSTEVA — ZPOZDENI
DAVKY
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ARM 2. EPCOR + LENAL RAMENO 2. EPCOR + LENAL
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* UNSCHEDULED VISIT CAN OCCUR MORE THAN ONCE

**|F TWO VISITS ARE PERFORMED CONCURRENTLY ONLY ONE
VISIT SHOULD BE REIMBURSED. VISIT SHOULD BE REIMBURSED
IN FOLLOWING ORDER: END OF TREATMENT; SAFETY FOLLOW-
UP; PROGRESSION FREE SURVIVAL FOLLOW-UP; SURVIVAL
FoLLow-UP

***REPRIMING CYCLE SHOULD BE PERFORMED IF
INTERMEDIATE DOSE IS DELAYED MORE THAN 1 DAY OR IF
FIRST FULL DOSE IS DELAYED MORE THAN 7 DAYS OR FROM
FIRST FULL DOSE ONWARD, IF THE INTERVAL BETWEEN THE
PREVIOUS DOSE OF EPCORITAMAB AND NEXT

PLANNED DOSE EXCEEDS 6 WEEKS. |F A DOSE IS DELAYED FOR
>4 WEEKS, UNSCHEDULED VISIT- DOSE DELAY VISIT SHOULD
BE REIMBURSED

* NEPLANOVANA NAVSTEVA SE MOZE USKUTECNIT ViCE
NEZ JEDNOU

** PRI PROVADENI DVOU NAVSTEV SOUCASNE SE
PROPLACI POUZE JEDNA NAVSTEVA NAVSTEVU JE TREBA
PROPLACET V TOMTO PORADI{: UKONCENI LECBY,
KONTROLNI SLEDOVANI BEZPECNOSTI PO LECBE,
KONTROLNI SLEDOVANI PREZITi BEZ PROGRESE,
KONTROLNi SLEDOVANI PREZITi

** * CYKLUS OPETOVNEHO PODANi ZAKLADNI DAVKY JE
TREBA USKUTECNIT, POKUD JE PROBEZNA DAVKA
ZPOZDENA O VICE NEZ 1 DEN NEBO POKUD JE PRVNI
PLNA DAVKA ZPOZDENA O ViCE NEZ 7 DNUJ, ANEBO, PO
PODANI PRVNI PLNE DAVKY, POKUD INTERVAL MEZI
PREDCHOZi DAVKOU EPCORITAMABU A DALSI
PLANOVANOU DAVKOU PRESAHNE 6 TYDNUJ. JESTLIZE JE
DAVKA ZPOZDENA O >4 TYDNY, MELA BY BYT
PROPLACENA NEPLANOVANA NAVSTEVA — ZPOZDENI
DAVKY

ARM 2. ADDITIONAL COSTS FOR PATIENTS

CONTINUING WITH EPCORITAMAB THERAPY
THROUGHOUT THE STUDY
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E. STUDY START-UP FEE

E. POPLATEK ZA INICIACI STUDIE

Study start-up activities. Invoice will
issued after signing the Agreement.

A one-time, non-refundable payment will be
paid in the amount of ﬂ to cover

Jednorazovy nevratny poplatek v Castce
i pokryvajici Cinnosti pfi
zahdjeni Studie. Fakturace po podpisu
smlouvy.

FEE _FOR

NEGOTIATION OF THE

POPLATEK ZA PROJEDNANI

CONTRACT:

be invoiced after signing the Agreement.

A one-time non-refundable fee of [
for negotiating the Agreement will

SMLOUVY:

Jednorazovy nevratny poplatek v Castce
iza projednani smlouvy na
zakladé vystavené faktury. Fakturace po
podpisu smlouvy.

CLINICAL TRIAL
AMENDMENT FEE:

AGREEMENT

POPLATEK ZA UVZAVI‘iENI' DODATKU
KE SMLOUVE O PROVEDENI
KLINICKEHO HODNOCENI

Invoice will be issued after the signature of | bude uhrazen po podpisu dodatku,
the amendment. a poté, co CRO obdrzi fakturu.
F. SCREENING FAILURE/ RE-SCREENING F. SUBJEKTY, KTERE NEPROJDOU

VSTUPNiM VYSETRENi M/ OPAKOVANYM
VSTUPNiM VYSETRENIi M
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Reimbursement for screen/re-screening
failures will be at the amount indicated on
the screening/re-screening visit(s), as

applicable, of the budget table above, not to
exceedie-screen failure paid
for every subjects enrolled.

Subjects will not receive a new screening
number upon re-screening but are due to
complete full screening visit.

Uhrady za navstédvy subjektl, které

neprojdou vstupnim
vySetfenim/opakovanym vstupnim
vySetfenim, budou uskutecnény

v Castkach uvedenych pro  vstupni
vySetfeni/opakované vstupni vySetienive
vySe uvedené tabulce rozpoctu, pficemz
Ghrada neprekroci i nelispésné
vstupni  vy$etfeni/opétovné  vstupni
vysetfeni na NS Subickiy
nebudou pfi opakovaném vstupnim

vy8etfeni dostavat nové zarazovaci Cislo,
ale absolvuji celou vstupni navstévu.

To be eligible for reimbursement of a
screening/re-screening failure, supporting
data entry must be completed and submitted
to CRO along with any additional
information, which may be requested by
CRO to appropriately document the subject
screening/re-screening procedures.

Narok na Uhradu za vstupni
navstévu/opakovanou vstupni navstévu
vznikd za predpokladu, Ze spolecnosti
CRO budou predlozeny vyplnéné
podkladové Udaje spolu s jakymikoli
dodateénymi informacemi, které muze
spoleCnost CRO vyzadovat k radnému
prokazani vstupnich
vy$etfeni/opakovanych vstupnich
vySetfeni subjektu.

G. DISCONTINUED OR EARLY
TERMINATION SUBJECTS

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 pfedCasnym ukoncenim bude
vyplacena v pomérné vys$i podle poctu
potvrzenych uskuteCnénych navstév.

H. UNSCHEDULED VISITS

H. NEPLANOVANE NAVSTEVY

Payment for unscheduled visits will be
reimbursed in the amount of

[which includes overhead], as
denoted in the Budget Table above. To be
eligible for reimbursement for unscheduled
visits, supporting data entry must be
completed and submitted to CRO, along with
any additional information which may be
requested by CRO, to appropriately
document the unscheduled visit.

Platby za neplanované navstévy budou
uhrazeny v &astce *
[zahrnujici rezijni naklady] tak, jak je
uvedeno v Tabulce rozpoctu vyse. Narok
na Uhradu za neplanovanou navstévu
vznikd za predpokladu, Ze spolecnosti
CRO budou predlozeny vyplnéné
podkladové U(daje spolu s jakymikoli
dodateénymi informacemi, které muze
spolecnost CRO vyZadovat k radnému
prokazani nepldnované navstévy.

l. CONDITIONAL PROCEDURES (WITH
INVOICE)

l. UKONY PROVADENE PODLE POTREBY
(NA ZAKLADE FAKTURY)

The following conditional procedure costs
will be reimbursed on a pass-through basis
upon receipt of an invoice in the amount
indicated in the table below (which includes
overhead). Subject number and procedure
dates must be included on the invoice for
payment to be issued.

Nasledujici Ukony provadéné podle
potifeby budou hrazeny prefakturaci po
obdrzeni faktury vystavené na Céastku
uvedenou v tabulce nize (tato Castka jiz
zahrnuje rezijni naklady). Aby mohla byt
platba uskute¢néna, musi faktura
obsahovat &islo subjektu a data tkond.
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J. EC FEES

J. POPLATKY ETICKYM KOMISiM

paid upon
documentation.

receipt of

EC costs will be paid upon receipt of an
invoice issued by the EC, and are not
included in the attached Budget. Payment
will be made directly to the EC. Any
subsequent re-submissions or renewals,
upon approval by CRO and Company, will be
appropriate

Poplatky etickym komisim budou
proplaceny po obdrzeni faktury vystavené
etickou komisi, a nejsou zahrnuty do
pfilozeného rozpocCtu. Platby za pfipadna
nasledna opakovana podani nebo
prodlouzeni budou se souhlasem
spolec¢nosti CRO a Zadavatele hrazeny po
ptedlozeni odpovidajicich dokladl. Platby
budou hrazeny pfimo etické komisi.
Platby za pripadna nasledna opakovana
podani nebo prodlouzeni budou se
souhlasem spolecnosti CRO hrazeny po
ptedloZzeni odpovidajicich dokladd.

K. PATIENT EXPENSES

K. VYDAJE PACIENTU

Patient expenses_

reimbursed in a fixed amount
per 1 visit.

The Company shall raimbursed reasonable

- related to travel and meals, will be

- Related to hospitalization in amount
of_ per hospitalization.

CRO uhradi pfimérené Vydaje pacienta:

- spojené s cestovanim a stravovanim ve
fixni vysi I za 1 navstévu.

- spojené s hospitalizaci ve fixni vysSi
*za hospitalizaci
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-  Related to biops rocedure in
amount of NSNS per

procedure.

- spojené s provedenim biopsie ve fixni

vy$i | lza odbér.

Agreed reimbursement of travel and other
expenses to patients enrolled in the study
will be billed retrospectively based on the
patients' participation in the various parts of
the study visit by the Institution and based
on the documentation sent by the study
monitor and approved by the Investigator.
Records of travel costs will be maintained by
the Investigator or study coordinator and
subsequently forwarded to the study
monitor. Reimbursements will be paid to
patients upon payment of the invoice issued.
Reimbursement of travel expenses to
patients occurs at the Institution's payment
office.

Dohodnuté nahrady cestovnich a jinych
vyloh pacientdm zafazenym do studie
budou fakturovany zpétné na zakladé
Gcéasti pacientl na jednotlivych &astech
studijni navétévy poskytovatelem a na
zadkladé podkladl zaslanych monitorem

studie a schvalenychzkouS$ejicim.
Evidenci cestovnich nakladd zajistuje
hlavni zkousejici, popfr. studijni

koordindtor a néasledné toto preda
monitorovi  studie. Nahrady budou
pacientdm vyplaceny po Ghradé
vystavené faktury. K proplaceni
cestovnich vyloh pacientdm dochazi v
pokladné poskytovatele.

L. PAYMENT DISPUTES

L. PLATEBNi SPORY

Site will have thirty (30) days from the
receipt of final payment to dispute any
payment discrepancies during the course of
the Study.

Jakékoli nesrovnalosti v platbach béhem
Studie bude moci Misto provadéni
klinického hodnoceni rozporovat do tficeti
(30) dnl po doruceni zavé&reéné platby.

PHARMACY SET-UP FEE

A one-time, non-refundable Pharmacy Set-
Up Fee payment of_will be
made upon receipt by CRO of all completed
original contractual and regulatory
documentation.

ZAHAJOVACi POPLATEK PRO LEKARNU

Jednorazovy, nerefundovatelny
zahajovaci poplatek pro Iékarnu ve vysSi
I -.0c uhrazen po obdrzeni

faktury po podpisu smlouvy.

PHARMACY REFRIGERATED STORAGE FEE
(EPCORITAMAB)

A Pharmacy Refrigerated Storage payment
of |G o the refrigerated
storage of Investigational Product
(EPCORITAMAB) will be made every 6
months. Study Center will be eligible for
reimbursement upon receipt of
Investigational Product by Study Center and
upon receipt of invoice.

POPLATEK LEKARNE ZA UCHOVAVANI
HODNOCENEHO PRi PRAVKU
(EPCORITAMABU) V CHLAZENEM STAVU

Za uchovavani Hodnoceného pfipravku
(EPCORITAMABU) v chlazeném stavu
bude Iékarné uhrazen pdlroéni poplatek
ve vysSi I - poplatek
bude Mistu provadéni klinického
hodnoceni uhrazen po dodani
Hodnoceného pfipravku Mistu provadeéni
klinického hodnoceni a po pfijeti faktury.
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PHARMACY STORAGE FEE (LENALIDOMI DE)

APharmacy Storage payment of [
_for the storage of Investigational
Product (LENALIDOMIDE) will be made per
each 6 months. Study Center will be eligible
for reimbursement upon receipt of
Investigational Product by Study Center and
upon receipt of invoice.

POPLATEK LEKARNE ZA UCHOVAVANI
HODNOCENEHO PRi PRAVKU
(LENALIDOMID)

Za uchovavani Hodnoceného pripravku
(LENALIDOMIDU) bude Iékarné uhrazen
pliro¢ni poplatek ve vysi [ NGcNzNzNG
Tento poplatek bude Mistu provadéni
klinického hodnoceni uhrazen po dodani
Hodnoceného pfripravku Mistu provadeéni
klinického hodnoceni a po pfijeti faktury.

RECORD STORAGE FEE/ ARCHIVING FEE

A record storage fee payment of -
B - total will be made upon
receipt of Invoice after signing the
Agreement. In accordance with Company’s
Protocol requirements, Institution shall
maintain all Institution records in a safe and
secure location to allow easy and timely
retrieval, when needed.

POPLATEK ZA UCHOVAVANi / ARCHIVACI
ZAZNAMU

Poplatek za uchovavani zaznamu ve vys$i
I -.0c uhrazen po obdrzeni
faktury po podpisu smlouvy. V souladu s
pozadavky protokolu spolecnosti
zadavatele musi poskytovatel uchovavat
vSechny zaznamy poskytovatele na
bezpecném a zabezpeleném misté,
odkud je Ize v pfipadé potfeby snadno a
vcas vyzvednout.

NUCLEAR MEDI CINE DEPARTMENT ( ONM) SET UP
FEE

A one-time, non-refundable  Nuclear
medicine department (ONM) Set-Up Fee
payment of _ will be made
upon receipt of invoice after the Agreement
is signed.

ZAHAJOVACI POPLATEK PRO ODDELENI
NUKLEARNi MEDICINY ( ONM)

Jednorazovy nerefundovatelny zahajovaci
poplatek pro ONM ve vysi | EGczNENE
bude uhrazen po obdrzeni faktury po
podpisu smlouvy.

LOCAL LABORATORY SET UP FEE

A one-time, non-refundable Local
Laboratory Set-Up Fee payment of -

B ' be made upon receipt of

invoice after signing the Agreement

ZAHAJOVACI POPLATEK PRO  MiSTNi
LABORATOR

Jednorazovy, nerefundovatelny
zahajovaci poplatek pro mistni laboratof
ve vyS§i _ bude uhrazen po
obdrzeni faktury po podpisu smlouvy.
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LOCAL RADIOLOGY SET UP FEE

A one-time, non-refundable Local Radiology
Set-Up Fee payment of | GczENEIN:c i
be made upon receipt of invoice after signing
the Agreement.

ZAHAJOVACI POPLATEK PRO  MiSTNi
RADIOLOGI |

Jednoréazovy, nerefundovatelny
zahajovaci poplatek pro mistni
radiologické centrum ve vysi | KKGczcN
Elloude po obdrzeni faktury po podpisu
smlouvy

PHARMACY CLOSE-OUT FEE

A one-time, non-refundable Pharmacy
Close-out payment will be made upon
receipt of invoice at a cost of [

B - < c of Trial .

UKONCOVACi POPLATEK PRO LEKARNU

Na konci Studie bude Iékarné uhrazen na
zakladé prijeti faktury jednorazovy
nevratny ukoncovaci poplatek ve vysSi

STUDY CLOSE-OUT FEE

A one-time, non-refundable Trial Close-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.

POPLATEK ZA UKONCENI STUDIE

Po vyhotoveni v8ech dosud
nepfedlozenych dokumentd s Gdaji
(elektronickych zaznam( subjektl studie
a vyFeseni pFipadnych dotaz( k udajim)
a dokument{ pro kontrolni GFady a jejich
schvaleni spoleCnosti CRO bude na
zakladé originalu  faktury uhrazen
jednordzovy nevratny poplatek za
ukonceni Studie ve vySi

M. I NVOICES

M. FAKTURY

Payments will be issued by CRO 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 45 days from the date of receipt by
CRO of the invoice, including any applicable
back-up documentation.

Invoices for any additional payments to
those stated in this agreement (i.e.,
additional reimbursements) must also be
sent to CRO and approved by sponsor. All

Platby budou spole¢nosti CRO provadény
na zakladé rozpoltu navstév, svyse
uvedenou Cetnosti a podle vyse
uvedenych platebnich podminek. Platby
budou provedeny az po obdrzeni
pfisluénych faktur vcetné doprovodné
dokumentace ve stanovené méné, jak je
popsano nize. Faktury budou splatné do
45 dni od data doru&eni faktury
spolecnosti  CRO vcetné pfisludnych
podkladl k faktufe.

Faktury za pfipadné daldi platby
neuvedené v této smlouvé
(napf. nahrady nad stanovenou
maximalni C¢astku) museji byt rovnéz
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invoices shall be raised in the following
manner:

Invoices to be billed to:

IQVIA RDS Eastern Holdings GmbH,

Stella-Klein-Léw-Weg 15, Rund 4, Haus B,
1020 Vienna, Austria

Tax identification number: ATU62524414

Invoices including back-up to be sent to:

In addition invoices can be submitted via
portal. The Payee has received an email to
create an account in our Payments Portal.
From the Portal Payee will be able to access
subject activities by protocol, submit
invoices as well as view payment details for
all payments made by IQVIA.

Link to the Portal:

Emailed or uploaded invoices and backup are
preferred. In the event of invoices in hard
copy need to be sent, please send to the
following address:

Att IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

zasilany spole¢nosti CRO, ale navic je
musi schvalit také zadavatel. V3echny
faktury budou vystaveny nasledujicim
zpUsobem:

Faktury budou vystavovany na:
IQVIA RDS Eastern Holdings GmbH,

Stella-Klein-Léw-Weg 15, Rund 4, Haus
B, 1020 Viden, Rakousko

DIC: ATU62524414

Faktury vé&etné& podkladd budou zasilany

na: [N

Faktury Ize také vystavovat
prostfednictvim portalu. Pfijemci plateb
byl zaslan e-mail s zadosti o vytvoreni
Gctu v nasem platebnim portalu. V portéalu
bude mit Pfijemce plateb pfistup k
aktivitam subjektu podle protokolu, bude
moci zadavat faktury a zobrazovat si
Gdaje o platbach provedenych spolecnosti
IQVIA.

Odkaz na

portal:

Upfednostfiuje se zasilani faktur a
podkladd k nim e-mailem nebo
prostfednictvim portalu. V pfipadé, Ze
bude tfeba faktury zasilat v ti§téné
podobé, zasilejte je na tuto adresu:

Att IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

Spojené kralovstvi
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The following information should be included
on the invoice:

Complete INVESTIGATOR name, address
and phone number

Invoice Date
Invoice Number

Payee Name (must match Payee indicated in
CTA)

Payment Amount

Complete description of services rendered
Study Number:
Sponsor Name

Invoices should be printed on site/institution
letterhead

All invoice and payment related inquiries
shall be addressed directly to IQVIA Clinical
Trial Payments at

Na faktufe museji byt uvedeny tyto
Gdaje:

Jméno a prijmeni, adresa a telefonni Cislo
ZKOUSEJiCIHO

Datum faktury
Cislo faktury

Jméno/Nazev Prijemce plateb (musi
odpovidat Prijemci plateb uvedenému ve
Smlouvé)

Castka k uhradé

Podrobny popis poskytnutych sluzeb
Cislo studie:

Nazev zadavatele

Faktury  musi byt vytistény na
hlavickovém papife mista provadéni
klinického hodnoceni / zdravotnického
zarizeni

VesSkeré dotazy tykajici se faktur a plateb
posilejte pfimo spolecnosti IQVIA Clinical
Trial Payments na

If the billing address or VAT number
changes, the Comany/IQVIA is obliged to
immediately inform the Institution (Dasa
Prok{pkova - Legal Department,
dasa.prokupkova@fnhk.cz and Ing. Jitka
HaleSova - OFA, jitka.halesova@fnhk.cz).

Pokud dojde ke zmeéné fakturacni adresy
nebo DIC, je zadavatel/IQVIA povinen
neprodlené informovat poskytovatele
(Dasa Prokﬁpkové — pravni odbor,
dasa.prokupkova@fnhk.cz a Ing. Jitka
HaleSova — OFA, jitka.halesova@fnhk.cz).

The Company/CRO acknowledges that if it
fails to pay a duly issued invoice on time, the
provider is legally entitled to statutory
default interest in accordance with Section
1970 of Act No. 89/2012 Coll., Civil Code, as
amended.

Zadavatel/CRO bere na védomi, Ze pokud
neuhradi fadné vystavenou fakturu vcas,
ma poskytovatel ze zdkona narok na
zdkonné Uroky z prodleni v souladu s §
1970 zakona €. 89/2012 Sb., obclansky
zakonik, v platném znéni.

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

V pfipadech, kdy pfijemce sluzeb sam
pfizndva aplati DPH (mechanismus
preneseni dafiové povinnosti), je DPH
vylu¢nou odpoveédnosti spoleCnosti IQVIA
RDS Eastern Holdings GmbH. IQVIA RDS
Eastern Holdings GmbH je rakouské
pravnicka osoba s DIC: ATU62524414.
Spolecnost IQVIA RDS Eastern Holdings
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business activity presence on the territory of
Czech  Republic. Accordingly, services
rendered 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.

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

Subject, including but not limited 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
IQVIA will notify Payee. Payee will need to
resubmit a redacted invoice and
accompanying documentation that does not
include any personally identifying
information of any Subject.

GmbH neprovozuje obchodni ¢innost na

uzemi Ceské republiky. Sluzby
poskytované spolecnosti IQVIA RDS
Eastern Holdings GmbH Zdravotnickym
zafizenim  proto predstavuji sluzby
pravnické osobé sidlici v Rakousku.
Faktury vystavené na zakladé této

smlouvy nesméji zahrnovat DPH a museji
uvadét, Ze veskerou zodpovédnost za
pfiznani DPH ponese pfijemce sluzeb.

Faktury a jakakoli privodni dokumentace

nesmé&ji  obsahovat zadné osobni
identifikovatelné Gdaje zadného Subjektu
studie, jako napfiklad jeho jméno
a pfijmeni, inicialy, datum narozeni,
adresu, telefonni ¢Cislo, Cislo pasu, e-
mailovou adresu nebo informace
o kreditni karté. Pokud faktury nebo

jakakoli prGvodni dokumentace takové
Udaje obsahuji, IQVIA otom vyrozumi
Pfijemce plateb. Pfijemce plateb bude

muset predlozit upravenou fakturu
a podkladovou dokumentaci,
neobsahujici zadné osobni
identifikovatelné Gdaje jakéhokoli

Subjektu studie.

N.PREMEDI CATION COSTS

N. NAKLADY NA PREMEDIKACI

The site will be reimbursed for costs related
to purchase of premedication (Prednisolone
or equivalent, Diphenhydramine or
equivalent, Paracetamol or equivalent) per
treatment per patient. 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 CRO and/or Sponsor
approval.

Mistu provadéni klinického hodnoceni
budou uhrazeny néaklady spojené s
nakupem premedikace (prednisolon nebo
jeho ekvivalent, difenhydramin nebo jeho
ekvivalent, paracetamol nebo jeho
ekvivalent) na léCbu kazdého subjektu.
Platby budou provadény prefakturaci po
prijeti faktur a dokumentace externiho
dodavatele. Tato ¢astka neni zahrnuta do
pfilozeného rozpocltu. Faktura musi
uvadét &sla subjektd a datum ukonu.

Platby budou provadény pouze se
souhlasem spolecnosti CRO nebo
Zadavatele.

O.TREATMENT OF CRS PROPHYLAXIS COSTS

O. NAKLADY NA PROFYLAXI CRS

The site will be reimbursed for costs related | Mistu provadéni klinického hodnoceni
to purchase of Tocilizumab (or equivalent) | budou uhrazeny naklady spojené s
nakupem  tocilizumabu (nebo jeho
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for treatment of CRS prophylaxis per
treatment per patient. 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 CRO and/or Sponsor
approval.

ekvivalentu) k profylaxi CRS na Iécbu
kazdého subjektu. Platby budou
provadény prefakturaci po pfijeti faktur
a dokumentace externiho dodavatele.
Tato ¢astka neni zahrnuta do pfilozeného
rozpoCtu. Faktura musi uvadét Ccisla
subjektfl a datum Ukonu. Platby budou
provadény pouze se souhlasem
spolecnosti CRO nebo Zadavatele.

treatment per patient. 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 CRO and/or Sponsor
approval.

P.TREATMENT OF CLINICAL TUMOR LYSIS | P. NAKLADY NA LECBU _ KLINICKEHO

SYNDROME (CTLS) COSTS SYNDROMU __NADOROVEHO ROZPADU
(CTLS)

The site will be reimbursed for costs related | Mistu provadéni klinického hodnoceni

to purchase of Rasburicase (or equivalent) | budou uhrazeny né&klady spojené s

for treatment of CTLS prophylaxis per | nakupem rasburikdzy (nebo jejiho

ekvivalentu) k profylaxi CTLS na lécbu
kazdého subjektu. Platby budou
provadény prefakturaci po prijeti faktur a
dokumentace externiho dodavatele. Tato
Castka neni zahrnuta do pfilozeného
rozpoCtu. Faktura musi uvadét Cisla
subjektl a datum dkonu. Platby budou
provadeény pouze se souhlasem
spolecnosti CRO nebo Zadavatele.

epcoritamab will be paid upon receipt of
the invoice.

Q. FEES FOR THE PREPARATION OF Q. POPLATKY ZA PRiPRAVU
THE MEDICINAL PRODUCT: LECIVA:

A one-time, non-refundable pharmacy Jednorazovy, nevratny poplatek

fee of for each preparation of lékarny za jednotlivou pfipravu

epcoritamabu bude uhrazen po pfijeti
faktury ve vySi

MEDICATION COSTS

Site will be reimbursed for costs related to
purchase for the patient medications
required by protocol. 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

NAKLADY NA LEKY

Poskytovateli budou uhrazeny néaklady
spojené s nakupem 1ék{ pro pacienty dle
protokolu. Zadavatel/ IQVIA se zavazuje
uhradit Zdravotnickému zafizeni za
dodaniléki jejich kupni cenu. Kupni cena
IékG nesmi byt vy3& nez soucet
maximalni ceny vyrobce a obchodnich
prirazek stanovenych cenovym
pfedpisem Ministerstva zdravotnictvi.
Platba bude provedena prefakturaci po
obdrZeni faktur a dokumentace tretich
stran a nejsou zahrnuty v pfilozeném
rozpocCtu. Na faktufe musi byt uvedeno
islo pacienta a data Gkond. Platby
budou zpracovany pouze se souhlasem
IQVIA a/nebo Zadavatele.
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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.

Poskytovatel zarucuje, Ze nebudou
Zadavateli GCtovany zadné Ccastky, za
které jiz byla Poskytovateli poskytnuta
nahrada od treti strany.

PHARMACY SUPPLY FEE

The pharmacy will be reimbursed for costs
related to purchase for the pharmacy
material  (needles, injections,  vials).
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.

POPLATKY LEKARNE ZA SOUVI SEJi Ci
MATERI AL

Lékarné budou uhrazeny naklady
spojené s nakupem Iékarenského
materialu (jehly, injekce, vialky). Platby
budou provadény prefakturaci po pfijeti
faktur a  dokumentace externiho
dodavatele. Tato ¢astka neni zahrnuta do
pfilozeného rozpoltu. Faktura musi
uvadét C&isla pacientd a datum Ukonu.
Platby budou provadény pouze se

souhlasem spolecCnosti IQVIA nebo
Zadavatele.
Poskytovatel =zaruCuje, Ze nebudou

Zadavateli UcCtovany zadné Ccastky, za
které jiz byla Poskytovateli poskytnuta
nahrada od tfeti strany.

NO OTHER ADDITIONAL FUNDING
REQUESTS WILL BE CONSIDERED

ZADNE DALSI ZADOSTI
O FINANCOVANI NEBUDOU
SCHVALOVANY.

All amounts include all applicable taxes
and excludes VAT.

V8echny Castky zahrnuji veskeré
prislugné dané, nikoli v8ak DPH.

All payments for this Study in accordance
with the attached Budget will be paid by
IQVIA electronically.

VesSkeré platby za tuto Studii podle
priloZzeného rozpoctu bude spolecnost
IQVIA hradit elektronicky bankovnim

pfevodem.
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APPENDIX 2

Investigator detailed obligations

PRiLOHA C. 2

Podrobné povinnosti zkousejiciho

The following points are some of the
Investigator’s main responsibility during

uvedeny nékteré hlavni
zkousejiciho v pribéhu

Nize jsou
povinnosti

within the agreed recruitment period.

the Trial. In accordance with the Act on | klinického hodnoceni. V souladu s platnym
Pharmaceuticals, Decree on Good Clinical | znénim  zadkona o léCivech, vyhlasky
Practice, ICH/GCP guidelines, as amended | o spravné klinické praxi, ICG GCP, se
from time to time, the Investigator | zkouSejici zavazuje:

undertakes to:

1. Familiarize with the purpose of the | 1. Seznamit se suréenym U(celem
Study Drug and with the Company’s | hodnoceného léCivého pfipravku
instructions. a s pokyny zadavatele.

2. Demonstrate a potential for | 2. Prokazat schopnost ziskat
recruiting the required number of patients | pozadovany pocet pacientﬁ béhem

sjednané naborové lhity.

3. Provide an up to date signed and
dated original CV in order to demonstrate

3. Predlozit aktualizované datované
znéni profesniho Zivotopisu za Uucelem

delegated.

appropriate qualifications and training. prokazani odpovidajici kvalifikace
a vzdélani.

4. Maintain a list of persons to whom | 4. Vést seznam osob, na néz byly

significant Trial related duties have been | delegovany podstatné povinnosti

v souvislosti s klinickym hodnocenim.

5. Make available an adequate number
of appropriately qualified personnel and

5. Poskytnout personal s odpovidajici
kvalifikaci a v odpovidajicim poctu a mit

have adequate facilities to properly | k dispozici prostory a zafizeni odpovidajici
conduct the Trial. potfebam klinického hodnoceni.
6. Ensure that all personnel assisting | 6. Zajistit, aby personal zajistujici
with the Trial are adequately informed | klinické hodnoceni byl Ffadné poucen
about the Protocol, any amendments, the | o protokolu, jakychkoli zménach
investigational product and their related | v protokolu, hodnoceném léCivém
duties. pfipravku uzivaném v ramci klinického
hodnoceni ao  svych povinnostech

v souvislosti s klinickym hodnocenim.

medical decisions.

7. Control that persons who conduct | 7. Kontrolovat, zda osoby, které se

the Trial duly carry out the delegated tasks. | podili na provadéni klinického hodnoceni,
plni fadné ukoly, které na né& byly
preneseny.

8. Be responsible for all Trial related | 8. Nést odpovédnost =za v8echna

lékafska rozhodnuti v souvislosti

s klinickym hodnocenim.

9. Provide adequate medical care for
any adverse events related to the Trial and
inform the patients when medical care is
needed.

9. Poskytovat odpovidajici IékaFskou
pécli v pripadé jakychkoli nezadoucich
pfihod v souvislosti s klinickym
hodnocenim a informovat pacienty
v pfipadé potieby lékarské péce.

Clinical Trial Agreement — Czech Republic
Matter # 2022-46482

Version/Verze: redacted_010323
GCT3013-06/Fakultni nemocnice Hradec Kralové/

Cz001 Page / Strana 71 of / z 73




state of health and inform him accordingly.

10. Inform the patient’s primary | 10. Informovat o$etfujiciho  Iékare

physician of their participation in the Trial, | pacienta o jeho Gcasti v klinickém

if applicable. hodnoceni, pokud se tento pozadavek
uplatni.

11. Ensure assessment of the patient’s | 11. Zabezpecdit posouzeni zdravotniho

stavu pacienta a prokazatelné jej seznamit
s jeho zdravotnim stavem.

12. Report all serious adverse events
immediately to Company and inform on
any measures taken followed by detailed
written reports.

12. Bezodkladné informovat zadavatele
o v8ech nezadoucich  pfihodach ao
u€inénych opatfenich, o nichz musi byt
dale pofizena podrobna pisemna zprava.

knowledge with the use of investigational
product at site including storage,
maintaining records of investigational
product delivery, site inventory, use by
each patient, destruction and return to the
Company, or alternative disposition of
unused product.

13. Document and explain any | 13. Dokumentovat a poskytnout

deviations from the Protocol. vysvétleni jakychkoli odchylek od
protokolu.

14. Be responsible for and have detailed | 14. Podrobné se seznamit s uzivanim

hodnoceného |écivého pfipravku v misté
klinického hodnoceni a nést za jeho uzivani
odpovédnost, vcetné jeho skladovani,
vedeni zaznamu o dodavkach
hodnoceného 1éCivého pfipravku, jeho
zasobach, uzivani hodnoceného IécCivého
pfipravku pacienty ajeho vraceni
zadavateli nebo jiném zpUsobu naloZeni
S nepouzitym pfipravkem.

15. Assign  responsibility  for  the
investigational product to a pharmacy
where appropriate.

15. Prenést odpovédnost za hodnoceny
léCivy pFipravek na lékarnu, je-li to na
misté.

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

16.  Zajistit presnost, Gplnost, Citelnost,
ochranu a vcasnost dat uvedenych ve
formulafich zaznamQ subjektu hodnoceni
a pozadovanych zpréavach.

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

17. Po ukonceni klinického hodnoceni
odsouhlasit a potvrdit podpisem
zaveérecnou zpravu o klinickém hodnoceni.

18. Ensure that the eCRF pages are
completed and submitted within 48 hours
after each patient visit provided that the
lab results are received, otherwise as
soon after the lab results are received and
in no event later than within five (5) days.

18. Zajistit, aby jednotlivé stranky
elektronickych formulafd pro zaznamy
subjektu  hodnoceni  byly  vyplnény

a odeslany vzdy do 48 hodin po navstévé
pacienta, pokud v této In(t& byly doruéeny
vysledky laboratornich zkousek,
v opaCném pripadé ihned po doruceni
laboratornich zkousek a v kazdém pripadé
nejpozdéji do péti (5) dnu.

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

19. Zajistit, aby dotazy na rozliSeni dat
(,DRQ“) byly zodpovézeny do péti (5)
pracovnich dnd od pFevzeti dotazu.
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20. Maintain patients notes in | 20. Vést zdznamy 0 pacientech
compliance  with current ICH/GCP | v souladu s platnym znénim smérnice ICH
guidelines. GCP.

21. Maintain the Trial documents as | 21. Vést dokumentaci v souvislosti
required by the regulatory requirements | s klinickym hodnocenim podle pozadavkd
and take measures to avoid accidental or | spravnich organd a pfijmout opatFeni

premature destruction of these records.

k zamezeni ndhodného nebo predCasného
. v ;oL v 7 o
znicCeni techto zaznamu.

22. Retain as confidential the essential | 22. Zachovavat dUvérny  charakter

documents until otherwise notified by the | dokumentace klinického hodnoceni, pokud

Company. zadavatel na  zakladé  doruceného
oznameni nepozaduje jinak.

23. Provide adequate facilities and | 23. Poskytnout odpovidajici prostory

ensure that study staff is available for the
monitoring visits.

a zafizeni pro monitoring a zajistit, aby pro
jejich ucel byl k dispozici personal tcastnici
se Cinnosti klinického hodnoceni.

24. Make available for direct access all
requested Trial related records to the
monitor, auditor, ethics committee or
regulatory authority and provide all
reasonable help and assistance with
inspection (monitoring will occur
approximately every 3 weeks depending on
recruitment)

24. Zajistit pFimy pFistup k zaznam{m
vztahujicim se ke klinickému hodnoceni pro
jakéhokoli monitora, auditora, etickou
komisi nebo spravni organ a poskytnout
veskerou primérenou souclinnost pfi této
kontrole (monitoring bude uskutecriovan
jednou za 3 tydn{ v zavislosti na naboru).
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