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CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVEDENI O KLINICKEM

HODNOCENI
Effective Date: Effective Date Datum t¢innosti: Datum t¢innosti
Sponsor ADC Therapeutics SA Zadavatel ADC Therapeutics SA
CRO Pharmaceutical Research Klinicka vyzkumna Pharmaceutical ~ Research
Associates CZ, s.r.o. organizace (CRO) Associates CZ, s.r.0.
Institution Fakultni nemocnice Ostrava Zdravotnické zafizeni | Fakultni nemocnice Ostrava

Principal Investigator | MUDr. Juraj Dura$

Hlavni zkousejici MUDr. Juraj Duras

to Evaluate the Safety and
Anti-cancer  Activity  of
Loncastuximab Tesirine in
Combination with Other Anti-
cancer Agents in Patients with
Relapsed or Refractory B-cell
Non-Hodgkin Lymphoma
(LOTIS 7)

Protocol Number ADCT-402-105 Cislo protokolu ADCT-402-105
Study Drug ADCT-402 Hodnoceny ptipravek | ADCT-402
Study Title A Phase 1b Open-Label Study Nazev studie Oteviena studie faze 1b

hodnotici  bezpecnost a
protinadorovou aktivitu
loncastuximab tesirinu v
kombinaci s jinymi
protinadorovymi latkami u
pacientt s relabujicim nebo
refrakternim  B-bunéénym
non-Hodgkinovym
lymfomem (LOTIS 7)

THIS CLINICAL TRIAL AGREEMENT (the
“Agreement”), effective on the date of last signature and
effective on the date of by publishing in accordance with
the Act no. 340/2015 Coll. On the Register of Contracts
(“Effective Date”), is entered between ADC
Therapeutics SA located at Biopdle, Route de la
Corniche 3B, 1066 Epalinges, Switzerland (“Sponsor”),
and Pharmaceutical Research Associates CZ, s.r.o.,
having an address at Jankovcova 1569/2c, 170 00 Praha
7, Czech Republic, ICO (company ID number):
27636852, VAT ID: CZ27636852, the limited liability
company duly registered in the Commercial Register of
the Czech Republic maintained by the Municipal Court in
Prague, Section C, Entry 120574, represented by xxx
(hereinafter referred to as the “CRO”) and Fakultni
nemocnice Ostrava having an address at 17. listopadu
1790, 708 52 Ostrava, Czech Republic, ICO (company ID
number): 00843989, VAT ID: CZ00843989, person
authorized to act and sign in respect of this Agreement:
doc. et doc. MUDr. Petr Vavra, Ph.D., Deputy Director
for Scientific Research, Development and Education,
Establishment list of Ministry of Health of November 25,
1990 File no. OP-054-25.11.90. Bank details: xxx
(hereinafter referred to as the “Institution”) and principal
investigator MUDr. Juraj Dura$, employee of xxx of
Fakultni nemocnice Ostrava ((hereinafter referred to as
the “Principal Investigator™).

TATO SMLOUVA O PROVEDENIKLINICKEM
HODNOCENI (,,Smlouva”), u¢innd ke dni podpisu
posledni stranou a stava se €innou dnem uvetejnéni dle
zakona ¢. 340/2015 Sb., o registru smluv (,,Datum
ufinnosti’), se uzavira mezi spolecnosti ADC
Therapeutics SA se sidlem na adrese Biopole, Route de
la Corniche 3B, 1066 Epalinges, Svycarsko
(,,Zadavatel”) a spoleCnosti Pharmaceutical Research
Associates CZ, s.r.o., se sidlem na adrese Jankovcova
1569/2c, 170 00 Praha 7, Ceska republika, ICO:
27636852, DIC: CZ27636852, spoletnosti s ruéenym
omezenym fadn& zapsanou v Obchodnim rejstiiku Ceské
republiky vedeném Mé&stskym soudem v Praze, oddil C,
vlozka 120574, zastoupenou xxx (dale jen ,,CRO”)
a Fakultni nemocnice Ostrava se sidlem na adrese 17.
listopadu 1790, 708 52 Ostrava, Ceska republika, ICO:
00843989, DIC: CZ00843989, ve vécech této smlouvy je
opravnén jednat a podepisovat: doc. et doc. MUDr. Petr
Vavra, Ph.D., naméstek feditele pro védu, vyzkum a
vyuku, Zfizovaci listina MZ CR ze dne 25. listopadu 1990
¢.j. OP-054-25.11.90. Bankovni spojeni: xxx (dale jen
~Zdravotnické zarizeni’) a hlavnim zkouSejicim
MUDr. Jurajem Dura$em, pracujicim na xxx Fakultni
nemocnice Ostrava (dale jen “Hlavni zkousSejici”) .
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WHEREAS, Sponsor conducts business in the
research, development, manufacture and sale of
pharmaceutical products, and Sponsor’s clinical studies in
connection with such business;

PRICEMZ PLATI, ZE Zadavatel provadi &innost
v oblasti  vyzkumu, vyvoje, vyroby  aprodeje
farmaceutickych produktd a klinickd hodnoceni ve
spojeni s touto ¢innosti;

WHEREAS, Institution has the skills, knowledge,
expertise and resources to conduct clinical studies;

PRICEMZ PLATI, ZE Zdravotnické zafizeni ma
potfebné dovednosti, védomosti, odborné¢ znalosti
a zdroje pro provadéni klinickych studii;

WHEREAS, MUDr. Juraj Dura§ is employed by
Institution and shall serve as “Principal Investigator” for
this Study;

PRICEMZ PLATI, ZE MUDr. Juraj Dura$ je
zaméstnancem Zdravotnického zafizeni a bude pusobit
jako ,,Hlavni zkouSejici” v rdmci této Studie;

WHEREAS, Institution and Principal Investigator
(hereinafter defined) shall hereinafter be collectively
referred to as “Site” or “Centre”;

PRICEMZ PLATI, ZE Zdravotnické zafizeni a hlavni
zkousejici (dle definice v tomto dokumentu) budou dale
spolecné  oznacovani  jako ,Pracovi§t€”  nebo
“Centrum”;

WHEREAS, Sponsor and CRO have entered into an
agreement concerning the management of the Study,
authorizing CRO to serve as Sponsor’s designee for
certain Study related services, including contracting with
clinical research sites, and to assume obligations as
applicable under this Agreement;

PRICEMZ PLATI, ZE Zadavatel a CRO uzavieli
dohodu ohledn¢ vedeni Studie, ktera opraviiuje CRO
jednat jako osoba povéiend Zadavatelem ve spojeni
surCitymi sluzbami souvisejicimi se Studii, vcetné
uzavirani dohod s pracovisti klinického vyzkumu,
a uklada ji povinnosti vyplyvajici z této Smlouvy.

NOW THEREFORE, in consideration of the promises
and mutual covenants herein contained, the parties agree
to the following:

PROTO NYNI, suvazenim slibd a vzajemnych
zavazkl uvedenych v tomto dokumentu, strany vyjadiuji
svij souhlas s nasledujicim:

Article 1. Conduct of the Study Clanek 1. Prubéh Studie

1.1  Site shall conduct the Study in accordance with (i) | 1.1 Pracovis§t¢ bude provadét Studii v souladu
the Protocol, and any subsequent amendments thereto; (ii) | s (i) protokolem ajeho pfipadnymi ndasledujicimi
this Agreement and any other written instructions and | dodatky, (ii) touto Smlouvou a dal$imi pisemnymi

documentation, including without limitation the
investigator brochure and the pharmacy manual, provided
from time to time by Sponsor or CRO to Site; (iii)
generally accepted standards of good clinical practice,
including the current version of the International
Conference on Harmonization Good Clinical Practice
(“ICH GCP”) guidelines, any applicable laws and
regulation governing the conduct of clinical trial valid on
the territory of the Czech Republic, including without
limitation, Act No. 378/2007 Coll. on Medicinal Products,
as amended, Act No. 372/2011 Coll., on Health Services,
as amended, Decree No. 226/2008 Coll. on Good Clinical
Practice and Conditions of Clinical Trials of Medicinal
Products, as amended, Act No. 110/2019 Coll., on the
Processing of Personal Data, the Directive 2001/20 of the
European Parliament and of the Council of 4 April 2001
(the “Directive”) or, as soon as applicable and
superseding the Directive, the Clinical Trial Regulation
EU No 536/2014 and any subsequent EU member state

pokyny a dokumentaci, mimo jiné vcetné souboru
informaci pro zkouSejiciho Iékafe a farmaceutické
ptirucky, které mtize pracovisti ¢as od Casu poskytnout
Zadavatel nebo CRO, (iii) vSeobecné piijimanymi
standardy spravné klinické praxe, véetné aktualni verze
pokynit Mezinarodni konference pro harmonizaci spravné
klinické praxe (,,JCH GCP”), vSech platnych zakont
anafizeni ohledné¢ provadéni klinickych hodnoceni
platnych na tzemi Ceské republiky, mimo jiné véetné
zékona ¢. 378/2007 Sb. o léCivech, v platném znéni,
zakona €. 372/2011 Sb., o zdravotnich sluzbach, v
platném znéni, vyhlasky ¢. 226/2008 Sb. o spravné
klinické praxi a podminkéach klinického hodnoceni 1éCiv,
v platném znéni, zakona ¢. 110/2019 Sb., o zpracovani
osobnich tdaji, Smérnice Evropského parlamentu a Rady
2001/20/ES ze dne 4. dubna 2001 (,,smérnice”) nebo,
jakmile vstoupi v platnosti a nahradi smérnici, Natizeni
EU ¢. 536/2014 o klinickych hodnocenich a vSech dalSich
zakoni Clenskych statt EU s mistni platnosti, pokynt
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law applicable locally, the FEuropean Medicines
Association (“EMA”) guidance documents governing the
performance of clinical research, the Regulation (EU)
2016/679 of the European Parliament and of the Council
of 27 April 2016 on the protection of natural persons with
regard to the processing of personal data and on the free
movement of such data and other local privacy
laws(collectively, “Applicable Laws”). A copy of the
Protocol will be provided to the Institution and the
Principal Investigator under separate cover and is hereby
incorporated by reference into this Agreement. The
Protocol fully details the clinical research activities and
responsibilities to be undertaken, pursued, and followed
with all due diligence by the Site. It is understood and
agreed that performance under this Agreement is
expressly conditioned upon the approval of the Study
from Institution’s pertinent Ethics Committee (“EC”).
The Protocol will be considered final after it is signed by
the Sponsor and Principal Investigator and approved by
the EC. Thereafter, the Protocol may be amended only by
prior written consent of Sponsor and subsequent approval
by the EC. A copy of the Protocol and any amendments
will be maintained in the Institution's Study files.

Evropské agentury pro 1écivé pripravky (,,EMA”) pro
provadéni klinického vyzkumu, Nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27. dubna 2016
o ochran¢ fyzickych osob v souvislosti se zpracovanim
osobnich udaji a o volném pohybu téchto tdaji a dalSich
mistnich zakonli o ochran¢ osobnich udaju (souhrnné
»platné pravni piedpisy). Zdravotnickému zafizeni
a Hlavnimu zkousejicimu bude poskytnuta samostatna
kopie Protokolu, ktery je formou odkazu zaélenén do této
Smlouvy. Protokol podrobné popisuje ¢innosti klinického
vyzkumu a povinnosti, které ma pracovisté s nalezitou
péci provadét a dodrzovat. Ujednava se, Ze plnéni této
Smlouvy je vyslovné podminéno schvalenim Studie
pfislusnou etickou komisi Zdravotnického zafizeni
(,,EK”). Protokol bude povazovan za finalni po podepsani
Zadavatelem a Hlavnim zkouSejicim a schvaleni EK.
Poté muze byt Protokol upraven pouze s predchozim
pisemnym  souhlasem  Zadavatele  anaslednym
schvalenim EK. Kopie Protokolu a pfipadné dodatky
budou uchovavany v dokumentaci Studie Zdravotnického
zatizeni.

Article 2. Research Work

Clanek 2. Vyzkumna price

2.1 The Institution shall provide appropriate resources
and facilities to conduct the Study in a timely and
professional manner and in accordance with this
Agreement. Site shall ensure that it, its affiliates, and their
respective  employees,  agents,  representatives,
independent  contractors, medical and technical
laboratory, clerical and other personnel or third party
entities who perform work or research activities in
connection with the Study on behalf of the Site
(collectively, “Study Personnel”), including the
Principal Investigator, are appropriately trained and
qualified and shall comply with the applicable terms and
conditions of this Agreement to the same extent as
Institution. Institution hereby appoints the Principal
Investigator as the individual with primary responsibility
for the conduct of the Study and for leading the Study
Personnel. Institution shall be liable for the acts and
omissions of Study Personnel. Institution agrees that
Study Personnel will not seek direct payment from
Sponsor or CRO for services performed on the Study.
Institution agrees that neither Sponsor nor Sponsor’s
designee is under an obligation to make payments to
Study Personnel under this Agreement.

The remuneration payments in accordance with this
Agreement and their Exhibits shall constitute the sole and

2.1 Zdravotnické zafizeni poskytne vhodné zdroje
a zafizeni tak, aby bylo mozné ve stanoveném terminu
a dostatecné odborn¢  provést Studii v souladu
s podminkami této Smlouvy. Pracovisté zajisti, ze
Pracoviste, jeho pfidruzené subjekty a jejich zameéstnanci,
jednatelé, zastupci, nezavisli smluvni dodavatelé,
Zdravotnické a technické laboratofe, administrativni
a dal$i persondl nebo subjekty tfeti strany, které pro
Pracovisté provadéji praci nebo vyzkumnou ¢innost ve
spojeni se studii (souhrnn¢ ,,Personal Studie”), vcetné
Hlavniho  zkouSejiciho budou ftadné  vySkoleni
a kvalifikovani a budou dodrzovat pfislusné podminky
této Smlouvy ve stejném rozsahu jako Zdravotnické
zatizeni. Zdravotnické zafizeni timto stanovi Hlavniho
zkousejiciho jako osobu s primarni odpovédnosti za
vedeni Studie a Persondlu Studie. Zdravotnické zatizeni
ponese odpovédnost za jednani a opomenuti Personalu
Studie. Zdravotnické zafizeni souhlasi s tim, Ze Personal
Studie nebude od Zadavatele nebo CRO pozadovat
pfimou platbu za sluzby provedené vramci Studie.
Zdravotnické zafizeni souhlasi s tim, ze Zadavatel ani jim
urend strana nemaji na zakladé této Smlouvy Zadnou
povinnost platit Personal Studie.

Platby odmény uvedené v této Smlouve a jejich ptilohach
piedstavuji jediny a vyluény zpusob fadného finan¢niho
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exclusive means of financial settlement between the
Parties. The Sponsor hereby declares that it has not
concluded a separate agreement with the Principal
Investigator for the remuneration for the performance of
the Study. The remuneration will be divided between the
Institution and the Principal Investigator and the Study
Personnel after deducting the costs according to the
internal regulations of the Institution.

vypotradani mezi smluvnimi stranami. Zadavatel timto
prohlasuje, Ze neuzaviel s Hlavnim zkousSejicim separatni
smlouvu na odménu za provedeni Studie. Odména bude
mezi Zdravotnické zafizeni a Hlavniho zkousSejiciho a
Personal Studie rozd€lena po odeéteni ndkladt podle
vnitinich pfedpist Zdravotnického zafizeni.

2.2 In the event Principal Investigator becomes
unwilling or unable to participate in the Study or becomes
no longer affiliated with Institution, Institution shall
provide written notice to Sponsor and CRO as soon as
possible. Institution will cooperate, in good faith and
expeditiously, to find a replacement investigator
acceptable to the Sponsor. In the event an acceptable
substitute is not found, this Agreement may be terminated
by the Sponsor in accordance with Article 9 (Term and
Termination).

2.2V pripad¢, ze Hlavni zkouSejici se nebude nadale
chtit nebo moci na Studii podilet nebo ukonci svlij vztah
se Zdravotnickym zafizenim, Zdravotnické zafizeni o tom
co nejdiive pisemné informuje Zadavatele a CRO.
Zdravotnické zatizeni bude v dobré vife a bez zbytecného
odkladu spolupracovat na nalezeni nahradniho
zkousejiciho 1ékare, ktery bude pro Zadavatele pfijatelny.
Pokud nebude pfijatelna nahrada nalezena, Zadavatel
muze tuto Smlouvu ukoncit v souladu s clankem 9 (Doba
platnosti a ukonceni).

2.3 The Sponsor will obtain the written authorization of
the Regulatory Authority (defined in Article 3.6) prior to
the commencement of the Study. The approvals of the
relevant ethics committees shall be provided by the
Sponsor.Site shall ensure Study subjects have given their
informed consent prepared by the Sponsor and approved
by EC to participate to the Study by signing a consent
form in accordance with the Protocol and Applicable
Laws.

2.3 Zadavatel pfed zahajenim Studie ziska pisemné
opravnéni od kontrolntho ufadu (dle definice
v ¢lanku 3.6). Souhlasna stanoviska prisluSnych etickych
komisi zajisti Zadavatel.Pracovisté zajisti, ze subjekty
studie poskytly informovany souhlas s ucasti ve Studii
podepsanim  formulafe souhlasu  pfipraveného
Zadavatelem a schvaleného EK v souladu s Protokolem
a pfislusnymi zakony.

2.4 During the Study, Sponsor shall supply Site, at
Sponsor’s expense, with all necessary quantities of the
Study Drug, comparator drugs and any other compounds

2.4 Zadavatel bude v pribéhu Studie na vlastni naklady
dodavat na Pracovisté potfebné mnozstvi hodnoceného
léku, srovnavacich pfipravkd a dalSich latek podle

in accordance with the Protocol (hereafter all together the | Protokolu  (dale spoleéné¢ ,klinické dodavky”)
“Clinical Supplies”), necessary for the performance of | potiebnych pro provadéni Studie.

the Study.

2.5 The Site shall: 2.5 Pracovisté ma povinnost:

(a) account for, take delivery of, inspect, handle, (a) =zapocitat, pfijimat dodavky, kontrolovat,
store, use, and dispose of all Clinical Supplies manipulovat, ukladat, pouzivat a likvidovat
in accordance with the Protocol, written vSechny  klinické  dodavky v souladu
instructions provided by Sponsor and all s Protokolem, pisemnymi pokyny Zadavatele
Applicable Laws, including those governing a vSemi pfislusSnymi zakony, vcetn¢ zakont
hazardous substances; o nebezpeénych latkach;

(b) keep full and accurate records of the Clinical (b) vést uplné apiesné zaznamy o klinickych
Supplies, who used them, the quantities dodavkach, osobach, které je pouzily,
received, used and remaining; a pfijatych, pouzitych a zbyvajicich

mnozstvich;

(¢) keep a written inventory of any equipment (¢c) vést pisemné zdznamy o vybaveni dodaném
supplied by Sponsor or CRO (“Equipment”) Zadavatelem nebo CRO (,Vybaveni”)
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according to guidelines provided by the
Sponsor or CRO and shall use it in accordance
with the manufacturer’s user instructions and
use reasonable care to maintain such
Equipment while in its possession, provided
that Sponsor or CRO shall be responsible for
maintenance and repair costs due to normal
wear and tear, the parties acknowledge that
the Equipment may only be provided on the
basis of a separate loan agreement;

v souladu s pokyny Zadavatele nebo CRO
apouzivat je vsouladu s uzivatelskymi
navody vyrobce a vynalozit pfiméfenou péci
na udrzbu zafizeni po dobu, kdy je ma
v drzeni, za ptredpokladu, Ze naklady na
udrzbu  aopravy vdusledku  bézného
opotfebeni ponese Zadavatel nebo CRO,
pficemz smluvni strany berou na védomi, ze
Vybaveni mize byt vypljéneo pouze na
zakladg separatni smlouvy o vypijcce;

(d) immediately notify Sponsor or CRO in case of (d) neprodlené informovat Zadavatele nebo CRO
any defect or problem encountered by Site in v piipad¢ zavady nebo problému pii pfijmu
the receipt, handling, storage and/or use of the klinickych dodévek a vybaveni, manipulaci
Clinical Supplies and Equipment; s nimi, jejich uloZeni nebo pouZzivani;

(e¢) use the Clinical Supplies and Equipment (¢) pouzivat klinické dodavky a zafizeni
solely for the performance of the Study in vyhradn¢ krealizaci  Studie v souladu
accordance with the Protocol and this s Protokolem a touto Smlouvou;

Agreement;
() comply with all Applicable Laws governing (f) dodrzovat vsechny piislusné zakony tykajici

the disposition or destruction of the Clinical
Supplies and/or return all unused Clinical
Supplies, as well as the Equipment, at the
request of Sponsor or at conclusion of the
Study, as directed by Sponsor or CRO.

se likvidace nebo vraceni nepouzitych
klinickych dodavek a vybaveni na Zzadost
Zadavatele nebo pfi ukonceni Studie, dle
pokynil Zadavatele nebo CRO.

2.6 Prior to the commencement of a Study, the
Institution and the Principal Investigator shall review the
Protocol and investigator’s brochure, and Institution shall
notify Sponsor or its designee if it or the Principal
Investigator cannot comply with any of the terms
contained therein. Site shall not implement any deviation
from or changes to the Protocol without EC’s and
Sponsor’s approval. Notwithstanding the foregoing, if,
during the performance of the Study, an emergency
deviation from the Protocol is necessary to eliminate an
immediate hazard to a Study Subject’s health, welfare
and/or safety as provided under ICH-GCP 4.5
(“Emergency Deviation”), the Principal Investigator
shall (i) immediately notify Sponsor or its designee and
the EC of the necessary deviation for their further
evaluation and (i) document and explain the
circumstances of such deviation. Subject to compliance
with the above, an Emergency Deviation will not
constitute a failure to comply with the Protocol, except
that Institution and/or Investigator shall remain liable to
the Study Subject in case such Emergency Deviation
causes any damage to the Study Subject.

2.6 Pred zahajenim Studie si Zdravotnické zafizeni
a Hlavni zkousejici projdou Protokol a soubor informaci
pro zkousSejiciho 1ékafe a Zdravotnické zafizeni informuje
Zadavatele nebo jim ur¢enou osobu, pokud Zdravotnické
zafizeni nebo Hlavni zkousejici nebude moci dodrzet
n¢které z podminek. Pracovi$t¢ nezavede Zadnou
odchylku od Protokolu nebo zmény Protokolu bez
souhlasu EK a Zadavatele. Pokud, bez ohledu na vyse
uvedené, bude v pribéhu Studie nutné odchylit se od
Protokolu s cilem zamezit bezprostiednimu ohroZeni
zdravi, pohody nebo bezpecnosti subjektu studie, jak je
uvedeno v ¢asti 4.5 ICH GCP (,,nouzové odchyleni”),
Hlavni zkousSejici (i) neprodlené o nezbytném odchyleni
informuje Zadavatele nebo jim povéienou osobu a EK,
aby mohli zalezitost dale posoudit a (ii) zdokumentuje
avysvétli jeho okolnosti. Za ptedpokladu, Ze budou
dodrzeny vySe uvedené pozadavky, nebude nouzové
odchyleni povazovano za nedodrzeni Protokolu, pokud
vSak nasledkem takového odchyleni utrpi subjekt Studie
ujmu, Zdravotnické zafizeni a/nebo Hlavni ZkousSejici za
n¢ ponesou odpovédnost.
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2.7 The Site will use biological samples collected
during the Study in accordance with the Protocol and in
compliance with Applicable Laws. The Site shall not use
biological samples for use in research not described in the
Protocol and in the informed consent.

2.7 Pracovisté bude pouzivat biologické vzorky ziskané
v pribéhu Studie v souladu s Protokolem a ptislusnymi
zakony. Pracovisté¢ nebude pouzivat biologické vzorky
k vyzkumu, ktery neni  popsany v Protokolu
a informovaném souhlasu.

2.8 Site acknowledges and agrees that in the event that
Site fails to meet any of its obligations under this
Agreement, CRO or Sponsor reserves the right to place a
temporary hold on patient enrolment, until Site has
performed such obligations to the reasonable satisfaction
of CRO and Sponsor.

2.8 Pracovisté bere na védomi asouhlasi stim, Ze
pokud nesplni nékterou ze svych povinnosti dle této
Smlouvy, CRO nebo Zadavatel si vyhrazuje pravo
docasné pozastavit nabor pacientd, dokud Pracovisté tyto
povinnosti nesplni k pfiméfené spokojenosti CRO nebo
Zadavatele.

2.9 In accordance with Decree No. 226/2008 Coll., As
amended, the Study Drug will be stored in the pharmacy
of the Institution, which undertakes to comply with the
conditions of good pharmacy practice, related MoH
instructions, section 2.5(a) of this Agreement and
guarantees handling of the medicinal product only by
authorized persons. The Pharmacy of the Institution will
be responsible for receiving a shipment of the Study Drug
and dispensing the Study Drug to the Principal
Investigator or a person authorized by him. The Study
drug that will not be used in the Study will be returned by
the Institution and Principal Investigator to the Sponsor.
This Agreement also applies to all expired medicines
supplied by the Sponsor within the Study.

All shipment of Study Drug will be delivered only in
business days between 7a.m. and 15p.m., to the address:

Lékarna FNO

XXX

17. listopadu 1790

708 52 Ostrava Poruba

Czech Republic

with Study name: ADCT-402-105 / LOTIS-7

2.9 Hodnoceny ptipravek bude v souladu s vyhlaskou ¢.
226/2008 Sb., vplatném znéni, uskladnén v lékarne
Zdravotnického zafizeni, ktera se zavazuje dodrZovat
podminky spravné lékarenské praxe, souvisejici pokyny
SUKL, ¢lankem 2.5(a) a zaruéuje manipulaci s lé¢ivem
pouze opravnénymi osobami. [ékarna Zdravotnického
zafizeni bude zodpovidat za ptijem zasilky Hodnoceného
pfipravku a vydej Hodnoceného piipravku Hlavnimu
zkouSejicimu nebo jim povétené osobé. Hodnoceny
piipravek, ktery nebude pouZit v ramci provadéni Studie,
vrati Zdravotnické zafizeni a Hlavni zkousSejici
Zadavateli. Toto ujednani se vztahuje 1 na veskera léciva
dodana Zadavatelem v ramci Studie, u nichZ ub&hla doba
pouzitelnosti.

Veskeré zasilky Hodnoceného pfipravku budou
dorucovany pouze v pracovni dny mezi 7 a 15 hodinou,
na adresu:

Lékarna FNO

XXX

17. listopadu 1790

708 52 Ostrava Poruba

Ceska republika

s oznac¢enim studie: ADCT-402-105 / LOTIS-7

Article 3. Reports, Records, Monitoring, Auditing

and Regulatory Inspections

Clanek 3. Zpracovani Zprav, zaznamy,

monitorovani, audit a kontroly

3.1 During the course of the Study, Site shall report to
Sponsor and/or CRO all information and data and such
other periodic written reports that are obtained under the
Study and that are requested by Sponsor from time to time
or otherwise required by the Protocol, as well as a final
written report of the Study at the conclusion of the Study.

3.1 Vpribé¢hu Studie bude Pracovist¢ Zadavateli
a/nebo CRO poskytovat vSechny informace a data a dalsi
pravidelné pisemné zpravy ziskané v ramci Studie, které
si Zadavatel pfilezitostné vyzada nebo je jinak vyzaduje
Protokol, a zavérecnou pisemnou zpravu o Studii a zaveér
Studie.

3.2 Site shall prepare and provide Sponsor and/or CRO,
using the appropriate reporting system(s) made available
by CRO, with complete, current, accurate, organized and
legible Study Documentation (as defined below) in a

3.2 Pracovisté prostfednictvim patficnych systémi pro
zpracovani zprav poskytnutych CRO pfipravi a preda
Zadavateli a/mebo CRO uplnou, aktualni, pfesnou,
piehlednou a ¢itelnou dokumentaci studie (dle definice
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manner that is acceptable for the collection of data for
submission to, or review by, the Regulatory Authorities,
as required by the Protocol and all Applicable Laws. For
purposes of this Agreement, “Study Documentation”
means any deliverables required to be collected or
generated and reported to the Sponsor under the Protocol
and/or Applicable Laws including, without limitation, all
records, completed CRFs, accounts, notes, reports,
analyses, documents, data and results collected or
generated during the course of conducting the Study
(including in written, electronic, video or other tangible
form). While Study Documentation may include
information derived from a Study Subject’s medical
record or Sources Documents (as defined by the ICH),
Study Documentation does not include any portion of
such medical records or any Source Documents. Site shall
maintain and store medical records and Study
Documentation in a secure manner with physical and

nize) zpusobem vhodnym pro shromazdovani tdaji
k pfredani nebo kontrole regula¢nimi ufady, jak to
vyzaduje protokol nebo pfislusné zadkony. Pro ucely této
dohody se ,,dokumentaci Studie” rozumi vSechny
vystupy, které je tieba ziskat nebo generovat a vykazat
Zadavateli dle Protokolu nebo pfislusnych zakont, mimo
jiné vcetné vSech zdznamu, vyplnénych formulaiti CRF,
uctl, poznamek, zprav, analyz, dokument, dat
a vysledku ziskanych nebo vygenerovanych v pribéhu
realizace studie (v podobé pisemnych, elektronickych ¢i
video zaznami nebo jiné hmotné podob¢). Dokumentace
Studie muze obsahovat informace vychazejici ze
zdravotnich zaznamt nebo zdrojovych dokumentt
subjektu Studie (dle definice ICH), neobsahuje vsak
zadnou cast téchto zdravotnich zaznami ani zdrojovych
dokumentt. Pracovis§té ma povinnost udrzovat a ukladat
zdravotni zdznamy a dokumentaci Studie zabezpeCenym
zpisobem s fyzickym i elektronickym  omezenim

electronic access restrictions, as applicable and | pfistupu a opatfenimi vhodnymi pro dany typ dat
environmental controls appropriate to the applicable data | a vsouladu  scasti 13.2.1,  pfisluSnymi  zakony
type and in accordance with Section 13.2.1, Applicable | a oborovymi standardy.

Laws and industry standards.

3.3 The Site shall complete the CRFs in accordance | 3.3 Pracovist¢ vyplni formulate CRF v souladu

with the Protocol within five (5) days of a Study Subject’s
last completed Study visit and review all CRFs for
accuracy and completeness.

s protokolem do péti (5)dni od posledni dokoncené
Studijni navstévy subjektu studie a zkontroluje piesnost
a uplnost vSech formulariu CRF.

3.4 Notwithstanding anything to the contrary contained
herein, Site shall immediately enter any adverse event into
the CRF and shall:

3.4 Bez ohledu na pfipadna opacna ustanoveni v tomto
dokumentu musi Pracovisté¢ neprodlené zadat jakoukoli
nezadouci piithodu do CRF a dale:

(a) immediately report to CRO and Sponsor, (a) ovSech zavaznych nezadoucich ptihodach
according to the procedure set out in the nebo zavaznych nezadoucich reakcich
Protocol, any serious adverse event or serious subjektt Studie okamzit¢ informovat CRO
adverse reaction affecting any Study Subjects; a Zadavatele postupem stanovenym

v Protokolu;

(b) report to CRO and Sponsor all adverse events, (b) informovat CRO a Zadavatele o vSech
adverse reactions, unexpected adverse nezadoucich prihodach, nezadoucich
reactions, and laboratory abnormalities reakcich,  neocekavanych  nezadoucich
identified in the Protocol as critical to safety reakcich  alaboratornich  abnormalitdch
evaluations in accordance with the reporting oznacenych v Protokolu jako kritické pro
requirements and within the timeframe vyhodnoceni bezpeénosti v souladu
specified in the Protocol; and s pozadavky na ohlaSovani a v ¢asové lhuté

stanovené v Protokolu;

(¢) provide CRO and/or Sponsor and/or EC (¢) udélit CRO a/nebo Zadavateli a/nebo EK
and/or Regulatory Authority with jurisdiction a/nebo  kontrolnimu ufadu  pravomoc
over the Study, with any requested or relevant kontrolovat Studii a poskytnout veskeré
information relating to such adverse event. vyzadané nebo relevantni informace tykajici

se nezadouci piihody.
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3.5 At mutually agreed upon times, Sponsor and/or
CRO or their designees shall have the right to inspect,
audit and monitor the Site’s facilities and records,
including, but not limited to, records referenced under this
Agreement and medical records (including paper and/or
electronic medical records). Site and its Study Personnel
shall make itself available and shall reasonably cooperate
with Sponsor and/or CRO or their designees with respect
to such inspection, audit and monitoring visits.

3.5 Ve vzijemné dohodnutych terminech budou mit
Zadavatel a/nebo CRO ¢i jimi povéfené osoby pravo
kontrolovat, auditovat a monitorovat zafizeni a zaznamy
Pracovisté, mimo jiné vcetné zaznaml v zminénych této
Smlouvé a zdravotnich zaznamu (v papirové
i elektronické podobé¢). Pracovisté a Personal Studie bude
pfi téchto kontrolach, auditech a monitorovacich
navstévach Zadavateli a/nebo CRO ¢i jimi povéfenym
osobam k dispozici a bude pfiméfené spolupracovat.

3.6 The Site shall notify Sponsor and CRO immediately
by telephone, or e-mail if a governmental or regulatory
authority with competent jurisdiction (“Regulatory
Authority”), including but not limited to the State
Institution of Drug Control, requests permission to or does
inspect the Institution’s facilities or research records
relating to the Study under this Agreement. Site shall keep
Sponsor and CRO fully and timely informed of the nature,
on-going status and outcome of any such inspections. Site
and its Study Personnel shall make itself available and
shall reasonably cooperate with Regulatory Authority and
if applicable, Sponsor and its designees, with respect to
such inspection. If legally permitted, appropriate and
practicable, Institution will permit Sponsor and/or CRO
to be present and will provide in writing to Sponsor copies
of all materials, correspondence, statements, inspection
records and conclusion, forms and other records which the
Institution receives, obtains, or generates pursuant to any
such inspection.

3.6 Pokud vladni nebo kontrolni ufad s piislusnou
pravomoci (,,Kontrolni wiad”), mimo jiné vcetné
<<Statni Gstav pro kontrolu 1é¢iv>>, vyzaduje ptistup do
Zdravotnického zatfizeni nebo k vyzkumnym zaznamtim
tykajicim se Studie podle této Smlouvy, nebo provadi
jejich kontrolu, Pracovisté o tom neprodlené telefonicky
nebo e-mailem informuje Zadavatele a CRO. Pracovisté
bude Zadavatele a CRO plné¢ a v¢as informovat o povaze,
pribéhu a vysledku téchto kontrol. Pracovisté a Personal
Studie bude pfi téchto inspekcich kontrolnimu ufadu,
pfipadn¢ Zadavateli ¢i jimi povéfenym osobam
k dispozici abude pfimétené spolupracovat. Je-li to
povoleno zakonem, vhodné a proveditelné, Zdravotnické
zafizeni umozni Zadavateli a/nebo CRO pfitomnost
aposkytne Zadavateli pisemné kopie veskerych
materialli, korespondence, vypisl, zaznamd o inspekci
a zavéru, formulait a dalSich zaznama, které v souvislosti
s inspekci ziska nebo vytvoii.

3.7 Institution shall maintain complete and accurate
records and documents related to the Study as required by
Applicable Laws, this Agreement, and/or the Protocol and
shall retain the same for the period required by the
Protocol or the Applicable Laws if longer. Prior to
destroying or otherwise disposing of any such records,
Institution will provide Sponsor reasonable opportunity to
take possession of the records, at Sponsor’s reasonable
expense.

3.7 Zdravotnické zafizeni bude vést uplné a presné
zaznamy a dokumenty souvisejici se Studii dle pozadavki
piislusnych zakonu, této Smlouvy a/nebo Protokolu
a bude je uchovavat po dobu vyzadovanou Protokolem
nebo pfislusnymi zakony, podle toho, ktera lhiita je delsi.
Pted zni¢enim nebo jinou likvidaci jakychkoli takovychto
zaznaml poskytne Zdravotnické zafizeni Zadavateli
ptilezitost na jeho piiméfené naklady tyto zaznamy
prevzit.

Article 4. Consideration and Expenses

Clanek 4. Odména a vydaje

4.1 In full consideration for the conduct of a Study by
the Institution, and for all resources, including Study
Personnel, provided by the Institution for the Study, CRO
will pay Institution in accordance with the Payment Terms
attached hereto (“Schedule A”) and in accordance with
the budget, and schedule of payment, the expenses and
fees set forth in Schedule B attached hereto and
incorporated herein by reference (“Schedule B”).
Institution agrees to submit detailed invoices in the format
requested by CRO. CRO shall exercise reasonable efforts

4.1 CRO zaplati Zdravotnickému zafizeni jako
protiplnéni za provadéni Studie a vSechny poskytnuté
zdroje, véetné Personalu Studie, v souladu s piilozenymi
platebnimi podminkami (,,Pfiloha A”) a rozpoctem
arozpisem plateb vydaje apoplatky stanovené
v Priloze B, ktera je pfipojena a odkazem zaclenéna do
této Smlouvy (,,PFiloha B”). Zdravotnické zafizeni se
zavazuje predkladat podrobné faktury ve formatu
vyzadovaném CRO. CRO vynalozi pfimétené usili

Page 8 of 29

Strana 8 z 29

CONFIDENTIAL
CTA-EU

Study no.: ADCT-402-105

PI Name: MUDr. Juraj Dura§

DUVERNE

CTA -EU

Studie ¢.: ADCT-402-105

Jméno hl. zkousejiciho: MUDr. Juraj Dura$




017/0VZ/22/014-P

to ensure timely receipt of pass-through payments from
Sponsor to ensure timely release of payments to the Site.

k zajisténi v€asného piijeti zprostfedkovanych plateb od
Zadavatele, aby platby byly v¢as uvolnény Pracovisti.

4.2 Payments will be made only for those Study
Subjects who meet all of the applicable admission,
inclusion and exclusion criteria of the Protocol and have
been properly enrolled as per the Protocol and to the
extent that the related Study activities and CRFs have
been completed in accordance with this Agreement.

4.2 Platby budou poskytnuty vyhradné za subjekty
Studie splitujicim vSechna ptislusna kritéria pro pfijeti,
zafazeni avylouCeni uvedena v Protokolu afadné
zafazenym do Studie podle Protokolu, za ptedpokladu, ze
souvisejici studijni Cinnosti a formuldte CRF byly
provedeny a vyplnény v souladu s touto Smlouvou.

4.3 Notwithstanding the foregoing, or anything
contained in the Protocol, if Sponsor terminates a Study
prior to completion, CRO shall pay Institution for work
properly performed prior to the effective termination date.
In addition, CRO shall pay Institution all reasonable non-
cancelable obligations as set forth under Schedule B that
the Site incurred in furthering the Study prior to the
effective date of termination. In no event, however, will
the amount paid by CRO upon premature termination
exceed the total contract amount set forth in Schedule B.
Payment by CRO will be made within thirty (30) days of
receipt of related valid invoice from Institution.

4.3 Pokud Zadavatel ukonc¢i Studii pted dokoncenim,
bez ohledu na vyse uvedené nebo cokoli uvedené
v Protokolu, zaplati CRO Zdravotnickému zafizeni za
praci fadné¢ odvedenou pred datem ucinnosti ukonceni.
Kromé toho CRO proplati Zdravotnickému zatizeni
vSechny pfiméiené zavazky, které nelze zrusit, stanovené
v Ptiloze B, které pracovisti vznikly ve spojeni se Studii
pfed datem ucinnosti ukonceni. V zadném ptipad¢ vSak
castka vyplacenda CRO pifi pfedCasném ukonceni
nepiekro¢i celkovou c¢astku kontraktu stanovenou
v Ptiloze B. CRO provede platbu do tficeti (30) dni od
ptijeti pfislusné platné faktury od Zdravotnického
zafizeni.

4.4 Inthe event there is a refund due to CRO, at the time
of premature termination by either party, Institution
agrees to remit the same to CRO within forty-five (45)
days of the effective termination date.

4.4 Pokud ve chvili pfed¢asného ukonceni kteroukoli
stranou maji byt CRO vraceny penize, Zdravotnické
zafizeni se zavazuje tuto Castku poukazat CRO do
Ctyficeti péti (45) dni od data G¢innosti ukonceni.

4.5 Upon completion or termination of this Agreement,
in no event shall the Parties be obligated to pay any
invoices submitted after expiry of the time period for
submitting final invoices set forth in Schedule A.

4.5 Po dokonceni nebo ukonceni této Smlouvy nebudou
smluvni strany v Zadném piipadé povinny hradit faktury
dodané po vyprSeni lhiity pro podani konecnych faktur,
stanovené v Piiloze A.

4.6 In addition to the fees and expenses designated in
Schedule B, CRO will cover or reimburse Institution for
reasonable and necessary expenses complying with
Sponsor’s travel policy which have been pre-approved by
Sponsor or its designee in writing for travel, lodging, and
meals incurred by Principal Investigator and Study
Personnel in association with such individuals’
attendance at investigator meetings regarding the Study.
Institution agrees to submit detailed invoices in a mutually
agreed upon format for reimbursement of any such
expenses within thirty (30) days of the date of the
meeting.

4.6 Kromé poplatkii a nakladd uvedenych v Ptiloze B
uhradi nebo proplati CRO Zdravotnickému zafizeni
pfimétené a nezbytné vydaje na cestu, ubytovani a stravu
v souladu se zasadami Zadavatele pro pracovni cesty,
které vznikly Hlavnimu zkou$ejicimu a Personalu Studie
ve spojeni s UcCasti na setkani zkousejicich ohledné Studie
akteré Zadavatel nebo jim schvalena osoba piedem
pisemné schvalili. Zdravotnické zafizeni se zavazuje
dodat podrobné faktury ve vzijemné dohodnutém
formatu k proplaceni vSech takovych vydaji do tficeti
(30) dni od data schiizky.

4.7 The Site acknowledges that Sponsor is subject to
Applicable Laws related to the collection and reporting of
payments or transfers of value to certain healthcare
providers and teaching hospitals and agrees that Sponsor
may receive and disclose for any lawful purpose the terms
of this Agreement, including compensation and other

4.7 Pracovisté bere na védomi, Ze Zadavatel je povinen
dodrzovat prislusné zakony o inkasovani a vykazovani
plateb nebo poskytnuti néfeho hodnotného urcitym
poskytovatelim zdravotni péce a fakultnim nemocnicim,
a souhlasi s tim, ze Zadavatel mtze k zakonnym ucelim
zpfistupnit podminky této Smlouvy, vcetné odmén
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transfers of value made under this Agreement. Site will
maintain accurate and complete documentary support for
all fees and expenses it incurs related to the Study or this
Agreement and shall provide, upon request, Sponsor or
CRO with any necessary information pursuant thereto.
Sponsor and/or CRO shall be entitled to review and audit
Institution’s relevant books and records to determine
conformance with this Article and its subsections at any
time upon reasonable notice to Institution.

ajinych poskytnuti hodnoty vramci této Smlouvy.
Pracovisté povede presnou a uplnou dokumentaci vSech
poplatki a vydaja, které mu vzniknou ve spojeni se studii
nebo touto dohodou, a na vyzadani poskytne Zadavateli
nebo CRO vSechny potiebné souvisejici informace.
Zadavatel a/nebo CRO maji kdykoli po piedchozim
oznameni Zdravotnickému zafizeni s pfiméfenym
predstihem narok na kontrolu a audit piislusnych ucetnich
knih a zaznami Zdravotnického zafizeni, aby mohli
ov¢tit soulad s timto ¢lankem a jeho dil¢imi body.

4.8 Principal Investigator acknowledges and agrees that
Principal Investigator’s judgment with respect to
Principal Investigator’s advice to and care of each Study
Subject shall not be affected by the compensation payable
pursuant to this Article. Each of Institution and Principal
Investigator acknowledge and agree that the
compensation payable by CRO pursuant to this Article (a)
is not being given in exchange for, as an inducement to,
or in any way in consideration for any explicit or implicit
agreement to prescribe, purchase, use, or recommend for
use Sponsor’s products or to influence formulary,
prescribing or dispensing decisions; (b) has not been
determined in a manner that takes into account the volume
or value of any referrals generated by Institution and/or
the Principal Investigator; and (¢) constitutes a fair market
value for services performed under this Agreement.
The Sponsor and CRO are not making, nor will the
Institution nor the Principal Investigator make or receive,
any payment, directly or indirectly through another
person, with the corrupt intention of inducing the
Institution, the Principal Investigator, the Study Personnel
or any other government official to use its (or his or her)
influence with a government or instrumentality for
purposes of influencing any official act or decision
(including a decision not to act) in its (or his or her)
official capacity; or inducing the Institution, the Principal
Investigator, the Study Personnel or any other
government official to perform any improper act or to
secure any improper advantage in order to assist Sponsor
in obtaining or retaining business for or with any party or
other person, or in directing business to any party or any
person.

4.8 Hlavni zkous$ejici bere na védomi a souhlasi s tim,
ze jeho usudek pri poradenstvi a pé¢i o subjekty Studie
nebude ovlivnén odménou, ktera ma byt vyplacena dle
tohoto Clanku. Zdravotnické zafizeni a Hlavni zkousejici
berou na védomi a souhlasi s tim, Ze odména, kterou méa
CRO zaplatit dle tohoto ¢lanku, (a) neni poskytovana jako
pobidka ani vyménou nebo jako protiplnéni za Zadnou
vyslovnou ani mléky predpokladanou  dohodu
o pfedpisovani, pouzivani nebo doporuceni produktt
Zadavatele ani ovlivnéni seznamu 1éCiv a rozhodnuti
o pfedepisovani nebo vydavani 1éCiv; (b) nebyla
stanovena se zohlednénim objemu nebo hodnoty
doporuCeni pacientll Zdravotnickym zafizenim ¢i
Hlavnim zkousSejicim; (c) odpovida trzni hodnoté sluzeb
provedenych dle dohody. Zadavatel a CRO neposkytnou
a Zdravotnické zatizeni ¢i Hlavni zkousSejici neposkytnou
ani nepfijmou zadnou platbu, at’ uz ptimo, ¢i nepiimo
prostfednictvim jiné osoby, scilem nekale pfimét
Zdravotnické zafizeni, hlavniho zkousSejiciho Iékate,
personal studie nebo jinou ufedni osobu pouzit svij vliv
u statni spravy nebo Ufadu za ucelem ovlivnéni ufedniho
vykonu nebo rozhodnuti (véetné rozhodnuti nejednat),
nebo pifimét Zdravotnické  zafizeni, Hlavniho
zkousejiciho, Personal Studie nebo jinou ufedni osobu
provést jakykoli nepatfi¢ny ¢in nebo zajistit nepatfiénou
vyhodu s cilem pomoci Zadavateli ziskat si nebo udrzet
zakazku u jakékoli strany ¢i osoby nebo zajistit zakazku
jakékoli strané ¢i osobg.

Article S. Publicity

Clanek 5.  Propagace

No party to this Agreement shall use the other party’s
name or the name, logo, trademark, symbol or other image
of any party hereto or such party’s employees in
connection with any advertising or promotion of any

Z4dna ze stran této Smlouvy nepouZije bez predchoziho
pisemného svoleni jméno, logo, ochrannou znamku,
symbol ¢i jinou grafiku jiné strany nebo jejich
zameéstnanci ve spojeni s reklamou ¢i propagaci produktu
nebo sluzby.
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product or service without the prior written permission of
such party.

Article 6. Publications

Clianek 6.  Publikace

6.1 The Institution agrees that neither Institution nor its
Principal Investigator shall publish or publicly present
any interim results or analyses using Study Data without
Sponsor’s prior written agreement.

6.1 Zdravotnické zafizeni souhlasi stim, Ze
Zdravotnické zafizeni ani jeho Hlavni zkouSejici bez
ptedchoziho pisemného svoleni Zadavatele nepublikuji
a nebudou vetejné prezentovat zadné prabézné vysledky
nebo analyzy udaji Studie.

6.2 If the Study is a multi-center study, (i) the first
Publication of Study Data (as defined below) shall be
based on consolidated data from all centers analyzed in
accordance with the Protocol, unless otherwise agreed in
writing by all investigators involved in the Study and by
Sponsor; and (ii) Institution, for itself and on behalf of its
Principal Investigator, agrees that Sponsor shall have the
right to the first publication of the results of the Study.
Sponsor shall serve as the coordinator of multi-center
study disclosures, in those specific instances where the
first publication is intended to be a joint, multi-center
publication of the Study Data made by Sponsor,
in conjunction with the participating investigators and
sites contributing data, analysis and comments,
as appropriate. In the event of a disagreement among the
Principal Investigators in a multi-center study, the lead
investigator and Sponsor shall resolve the dispute. If no
resolution can be found within two weeks, Sponsor shall
solve the disagreement at Sponsor’s sole discretion.
Sponsor and Institution shall agree mutually on the
medium and forum for publication and shall coordinate
the drafting of such publication. Sponsor shall solicit
input regarding contents of the publication from all
investigators and in consultation with all sites. Any
publication(s) resulting from the Study shall give
appropriate credit to the scientific contributions made by
Sponsor. For such publication(s), authorship or
acknowledgement of participating investigators shall be
determined based primarily on scientific contribution to
the Protocol development and data interpretation and
secondarily on patient enrollment. All authors must meet
authorship criteria as outlined by the International
Committee of Medical Journal Editors.

6.2 Pokud je Studie multicentricka, (i) bude prvni
publikace tdaji Studie (dle definice niZe) zalozena na
konsolidovanych datech ze vSech center, analyzovanych
v souladu s Protokolem, pokud se vSichni zkousejici
lékafi zapojeni do Studie a Zadavatel pisemné
nedohodnou jinak; (ii) Zdravotnické zafizeni svym
jménem i jménem Hlavniho zkousSejiciho souhlasi s tim,
ze Zadavatel bude mit pravo na prvni publikaci vysledki
Studie. Zadavatel bude pisobit jako koordinator
zptistupnéni  Gdaji  multicentrické  studie v téch
konkrétnich pfipadech, kde prvni publikace ma byt
spole¢na multicentricka publikace udaji studie vytvorené
Zadavatelem ve spojeni se zucastnénymi zkouSejicimi
lékafi apracovisti, kterd poskytuji data, analyzy
a komentate. Pokud mezi  zkouSejicimi  lékafi
v multicentrické studii dojde k neshodam, spor rozhodne
Hlavni zkousejici a Zadavatel. Jestlize se do dvou tydnu
nepodaii najit feSeni, Zadavatel vytesi spor dle vlastniho
uvazeni. Zadavatel a Zdravotnické zafizeni se vzajemné
dohodnou na médiu a foru pro publikaci a budou spole¢né
koordinovat jeji piipravu. Zadavatel si vyzada nazor na
obsah publikace od vsech zkousejicich Iékaiti a vSech
pracovist. Veskeré publikace vychazejici ze Studie
odpovidajicim zpGsobem uznaji védecky pfinos
Zadavatele. Autorstvi nebo pod€kovéani zucastnénym
zkousSejicim 1ékaiim bude u téchto publikaci zaloZeno
primarné na védeckém piispévku k vyvoji Protokolu
a interpretaci dat asekundarné na ziskani pacientd.
Vsichni autofi museji splnovat kritéria pro autorstvi
stanovena Mezinarodnim vyborem editorii 1ékaiskych
Casopist.

6.3 Following the earlier of (i) the first publication by
Sponsor, or (ii) if a multi-center publication is not
submitted within the earlier of (a) eighteen (18) months
after Study conclusion at all Study Sites; or (b) eighteen
(18) months after abandonment or termination of the
Study at all Study sites; or (iii) if Sponsor confirms there
will be no multi-center Study publication, then the

6.3 Bud' po prvni publikaci, pokud k ni dojde dfive,
nebo pokud nebude multicentricka publikace ptedlozena
k publikaci v nasledujicich lhiatach: (a) do osmnacti
(18) mesicti po dokonceni Studie na vSech pracovistich
studie; (b) do osmnacti (18) mésicii po opusténi nebo
pfedcasném ukonceni studie na v8ech pracovistich studie;
nebo pokud Zadavatel potvrdi, Ze zadna multicentricka
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Institution and/or Principal Investigator may publish the
Study Data subject to Sponsor’s rights as set forth below:

publikace ke Studii nebude vydana, mize Zdravotnické
zafizeni a/nebo Hlavni zkouSejici publikovat udaje Studie
se zachovanim prav Zadavatele, jak je uvedeno nize:

(a) Institution shall submit to Sponsor a copy of (a) Zdravotnické zafizeni zasle Zadavateli kopii
all proposed publications, including, without v§ech navrhovanych publikaci, mimo jiné
limitation, manuscripts, abstracts, posters, vcetné rukopisi, abstraktli, posterti, snimkd,
slides, oral presentation, and/or other written prezentace nebo jinych pisemnych materiald,
materials, related to the Study souvisejicich se studii (,,publikace”) alespon
(‘“Publication”) at least sixty (60) days prior Sedesat (60) dni pfed navrhovanym datem
to the proposed submission date; odeslani;

(b) during such sixty (60) day period, Sponsor (b) béhem téchto Sedesati (60) dni bude mit
shall have the opportunity to review and Zadavatel moznost projit si a okomentovat
comment upon the contents of the Publication obsah publikace sohledem na davémné
with regard to Sponsor’s confidential and aneveiejné informace ataké na piesnost
proprietary information, as well as the a uplnost klinickych a védeckych zjisténi.
accuracy and completeness of the clinical and
scientific observations contained therein.

(¢) Site shall (i) remove from the proposed (¢) Pracovisté (i) odstrani z navrhované
Publication any specifically identified publikace vSechny konkrétné identifikované
Sponsor confidential and/or proprietary davérné  a/nebo  nevefejné  informace

information; (ii) discuss and consider in good
faith any Sponsor’s comments with regard to
the accuracy, integrity and completeness of
the clinical and scientific observations
contained in the Publication and, upon
request, submit written responses to specific
Sponsor comments or questions regarding
accuracy, integrity or completeness prior to
submission of proposed Publications; and;
(iii) in the event Sponsor determines that an
enabling description of patentable subject
matter is contained in such proposed
Publication, ; (iii) withhold, at Sponsor’s
request, the Publication for a reasonable
period of time, not to exceed one-hundred
eighty (180) days from the date Sponsor
received the proposed Publication, to permit
Sponsor to protect its interest in any Sponsor
invention described in such Publication.

Zadavatele; (ii) prodiskutuje a v dobré viie
zvazi vSechny Zadavatelovy poznamky
ohledn¢ pfesnosti, integrity a Uplnosti
klinickych a védeckych zjisténi v publikaci
a pred odeslanim navrhovanych publikaci na
vyzadani predlozi pisemné odpovédi na
konkrétni komentaie ¢i otazky Zadavatele
ohledn¢ piesnosti, integrity nebo uplnosti;
(iii) pokud Zadavatel usoudi, zZe navrhovana
publikace obsahuje popis patentovatelnych
predmétd ¢i postupti umoziujici jejich vyrobu
¢i pouziti, pozastavi pracovisté na zadost
Zadavatele publikaci na pfimétenou dobu,
ktera nesmi byt delSi nez sto osmdesat
(180) dni od data, kdy Zadavatel navrhovanou
publikaci obdrzel, aby Zadavatel mohl
ochranit svlj zajem na objevu popsaném
v této publikaci.

6.4 The Sponsor will report the results of the Study
publicly to the extent required by Applicable Laws.

6.4 Zadavatel vefejné¢ oznami vysledky Studie
v rozsahu uloZeném pfislusnymi zakony.

6.5 The Parties agree that the Sponsor shall provide the
Institution with a list of publications related to the results
of this Study upon completion of the Study.

6.5 Smluvni strany se dohodly, ze Zadavatel poskytne
Zdravotnickému zafizeni po ukonéeni Studie seznam
publikaci vztahujicich se k vysledktim této Studie.

Article 7. Intellectual Property Clanek 7. DuSevni vlastnictvi
Page 12 of 29 Strana 12 z 29

CONFIDENTIAL DUVERNE

CTA-EU CTA -EU

Study no.: ADCT-402-105
PI Name: MUDr. Juraj Dura§

Studie ¢.: ADCT-402-105
Jméno hl. zkousejiciho: MUDr. Juraj Dura$




017/0VZ/22/014-P

7.1 Study Drug is and shall remain, at all times,
the exclusive property of Sponsor.

7.1 Hodnoceny ptipravek je a vzdy zlstane vyhradnim
vlastnictvim Zadavatele.

7.2 All documents, information, data, instructions,
know-how and formulas, Study Supplies, Equipment,
provided by Sponsor or on its behalf to the Institution
and/or Principal Investigator for purposes of the Study,
including the Protocol, investigator brochure, and
pharmacy manual, are and shall remain Sponsor's (or its
designee’s) sole property.

7.2 Vsechny dokumenty, informace, udaje, pokyny,
know-how a vzorce, spotfebni material Studie a zatizeni
poskytnuté  Zadavatelem nebo  jeho  jménem
Zdravotnickému zafizeni a/nebo hlavnimu zkousejicimu
lékafi pro ucely provadéni Studie, vcetné Protokolu,
souboru  informaci  pro  zkouSejiciho  1ékafe
a farmaceutické prirucky, jsou a zistanou vyhradnim
vlastnictvim Zadavatele (nebo jim povéfené osoby).

7.3 All Study results, documents, data, findings, Study
Documentation, scientific data derived from the Study
Documentation or collected pursuant to the Protocol,
Study Subjects biological samples, scans, any efficacy,
safety and pharmacological data, know how, formulas and
other information relating to the Study Drug, and/or
resulting from the Study, including, without limitation,
reports (e.g., CRFs, any data summaries, any interim
reports and the final report) provided to the Institution, the
Investigator or the Study Personnel by or on behalf of
Sponsor, or developed, generated or collected by
Institution, the Investigator or the Study Personnel, either
alone or jointly with others, whether in written, oral,
electronic or other form (“Study Data”), shall be and
remain Sponsor's (or its designee’s) sole property, and
Sponsor will have the right to use the Study Data in any
manner deemed appropriate to Sponsor's business
interests. Notwithstanding anything to the contrary
herein, original medical records and Source Documents of
Study Subjects are and shall remain the property of the
Institution and shall not constitute Study Data under this
Agreement. The Institution will have the non-exclusive
right to use Study Data from the Site for its own internal,
academic and non-commercial research and patient care
purposes.

7.3 VsSechny vysledky, dokumenty, udaje, nalezy,
dokumentace  Studie, védecké udaje odvozené
z dokumentace Studie nebo ziskané v ramci protokolu,
biologické vzorky subjektd Studie, snimky, udaje
o ucinnosti, bezpecnosti a farmakologické udaje, know-
how, vzorce adals$i informace, které¢ se tykaji
hodnoceného pfipravku a/nebo jsou vysledkem studie,
mimo jiné v¢etné zprav (napi. formulara CRF, jakychkoli
souhrntl daju, veskerych piedbéznych zprav a zavérecné
Zpravy) poskytnuté Zdravotnickému zafizeni,
zkousejicimu l1ékati nebo personalu studie Zadavatelem ¢i
jeho jménem, nebo vyvinuté, vytvofené ¢i ziskané
Zdravotnickym zatizenim nebo Personalem Studie, at’ uz
samostatné nebo ve spojeni s dalSimi stranami,
v pisemné, Ustni, elektronické ¢i jiné podobé (,,udaje
studie”), jsou azlstanou vyhradnim vlastnictvim
Zadavatele (nebo jim povéfené osoby) a Zadavatel bude
mit pravo pouzivat udaje studie jakymkoli zplisobem,
ktery bude pokladat za vhodny zhlediska svych
obchodnich z4jma. Bez ohledu na pfipadna opacna
ustanoveni v této Smlouvé plivodni zdravotni zaznamy
a zdrojové dokumenty subjektt Studie jsou a ziistanou
vlastnictvim Zdravotnického zafizeni a nepiedstavuji
udaje Studie dle této Smlouvy. Zdravotnické zatizeni
bude mit nevyluéné pravo pouzivat udaje Studie
z pracovist¢ ke svym internim, akademickym
a nekomer¢nim uceliim pro vyzkum a péci o pacienty.

7.4 Other than the specified rights to use and publish the
Study Data contained herein, neither Institution nor
Principal Investigator or other Study Personnel shall
acquire any rights of any kind whatsoever with respect to
the Study Data and Study Drug as a result of performance
under this Agreement.

7.4 S vyjimkou zde uvedenych konkrétnich opravnéni
pouzivat apublikovat udaje  Studie, nenabyva
Zdravotnické zafizeni ani Hlavni zkousSejici nebo jiny
Personal Studie v dusledku plnéni této Smlouvy zadnych
prav k udajlim Studie nebo k hodnocenému piipravku.

7.5 All inventions, ideas, developments, discoveries,
know-how, copyright, technology, and other intellectual
property rights, whether patentable or not, conceived,
developed or discovered by Institution or its Principal
Investigator or other Study Personnel solely or jointly

7.5 Veskeré vynalezy, napady, vysledky vyvoje,
objevy, know-how, autorskd prava, technologie a dalsi
prava duSevniho vlastnictvi, at’ jiz patentovatelné, ¢i
nikoli, vyvinuté nebo objevené Zdravotnickym zafizenim
nebo Hlavnim zkou$ejicim ¢i jinym personalem studie
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with Sponsor or others that (i) uses, relies, relates to,
incorporates or is derived from Sponsor Confidential
Information, Study Documentation or the Study Drug,
including new uses, indications, dosing, or improvements
of the Study Drug; (ii) incorporate or are anticipated by
the Protocol; or (iii) otherwise result from the
performance of the Study (“Inventions”) shall be,
and remain, at all times the sole and exclusive property of
Sponsor. The Institution shall promptly and fully disclose
in writing to Sponsor each such Invention and shall assign
and hereby do assign to Sponsor the entire right, title and
interest in and to all Inventions. Any and all acts necessary
to assist Sponsor in perfecting its right to any and all
Inventions shall be performed by the Institution,
at Sponsor’s expense. institution agrees (i) to provide, and
shall cause the Study Personnel to provide, at Sponsor’s
cost and expense, assistance to Sponsor or its designee
and to fully cooperate with Sponsor or its designee and
(i) to execute and deliver all requested applications,
assignments, and other documents and take such other
measures as Sponsor will reasonably request, to enable
Sponsor or its designee to perfect and enforce its rights in
such Inventions, including obtaining patents and other
proprietary protection for any patentable or protectable
Inventions all in the name of Sponsor or its designee.
The Institution represents and warrants that all members
of the Study Personnel have executed agreements with
Institution, such as employment agreements, which
obligate Study Personnel to disclose Inventions to
Institution and to assign their relevant intellectual
property rights to Institution such that Institution complies
with this section and shall have the right to enforce these
provisions as to all Study Personnel.

samostatné¢ nebo spolecné se Zadavatelem ¢i jinymi
stranami, které (i) pouzivaji divérné informace
Zadavatele, dokumentaci Studic nebo hodnoceny
pripravek, zavisi na nich, souvisi s nimi, obsahuji je, nebo
jsou z nich odvozeny, véetné novych pouziti, indikaci,
davkovani nebo vylepSeni hodnoceného pripravku,
(i1) obsahuji Protokol nebo zn¢j vychazeji, (iii) jsou
jinym zptisobem vysledkem provadéni studie (,,objevy”),
budou avzdy zistanou vyhradnim a vyluénym
vlastnictvim Zadavatele. Zdravotnické zafizeni bez
prodleni pisemné oznami Zadavateli kazdy takovy objev
a postoupi a timto postupuje Zadavateli veSkera prava,
naroky a subjektivni prava na vSechny tyto objevy.
Zdravotnické zafizeni provede na naklady Zadavatele
veskeré potfebné ukony na pomoc Zadavateli k ziskani
prav ke vSem objevim vco nejveétSim rozsahu.
Zdravotnické zafizeni se zavazuje (i)na naklady
Zadavatele poskytnout pomoc a zajistit, Ze Personal
Studie poskytne Zadavateli nebo jim povéfené osobé
pomoc, aplné se Zadavatelem nebo jim povétenou
osobou spolupracovat a (ii) podepsat a dorucit vSechny
pozadované Zadosti, postoupeni a dal$i dokumenty
a provést opatieni, ktera si Zadavatel odiivodnéné vyzada,
aby Zadavatel nebo jim povéfena osoba mohli chranit
a vymahat svd prava na tyto objevy, vcetn¢ ziskani
patentti a dal$i ochrany vlastnictvi vSech objevi, které 1ze
patentovat nebo chranit, a to vzdy ve jménu Zadavatele
nebo jim povéfené osoby. Zdravotnické zafizeni
prohlasuje a zaruCuje, Ze vSichni ¢lenové Personalu
Studie maji se Zdravotnickym zafizenim uzavienou
smlouvu, jako je pracovni smlouva, ktera jim uklada
povinnost oznamit objevy Zdravotnickému zafizeni
a postoupit mu prisluSna prava duSevniho vlastnictvi.
Zdravotnické zafizeni tim tak zajisti soulad s touto ¢asti
abude mit pravo vymahat tato ujedndni ve spojeni
s Personalem Studie.

7.6 The Institution shall have exclusive ownership of
any inventions or discoveries conceived or reduced to
practice solely by the Site that are not Inventions.

7.6 Zdravotnické zafizeni bude vyhradnim vlastnikem
vSech vynalezi nebo objevii formulovanych nebo
vytvorenych vyhradné pracovistém, které nejsou objevem
Zadavatele.

Article 8. Debarment

Clanek 8. Nezpisobilost k vykonu ¢innosti

8.1 The Institution hereby represents and warrants that
to the best of its knowledge after reasonable due diligence,
neither the Institution nor Principal Investigator nor any
Study Personnel:

8.1 Zdravotnické zatizeni timto prohlasuje a zarucuje,
ze podle svého nejlepsiho védomi po priméiené nalezité
péci,Zdravotnické zafizeni, Hlavni zkouSejici ani
Personal Studie:

(a) have been debarred under Applicable Law, (a) nebyli podle piislusnych zakond zbaveni
and that no debarred person will in the future zpuasobilosti k vykonu ¢innosti, a ze zadna
be employed by the Institution or Principal osoba zbavena zpusobilosti k vykonu ¢innosti

Page 14 of 29 Strana 14 z 29
CONFIDENTIAL DUVERNE
CTA - EU CTA -EU

Study no.: ADCT-402-105
PI Name: MUDr. Juraj Dura§

Studie ¢.: ADCT-402-105
Jméno hl. zkousejiciho: MUDr. Juraj Dura$




017/0VZ/22/014-P

Investigator in connection with the
performance of its obligations under this
Agreement, as well as, any application for
approval of a drug by any Regulatory
Authority;

nebude v budoucnu Zdravotnickym zatizenim
nebo Hlavnim zkouSejicim zaméstnana ve
spojeni s vykonem jejich povinnosti podle
této Smlouvoy ¢i ve spojeni s jakoukoli
zadosti o registraci 1éku podanou
u kteréhokoli kontrolniho tfadu;

(b)  within five (5) years preceding the Effective
Date have not been convicted of any offense

under Applicable Law.

(b) nebyli vobdobi péti (5)let pred datem
ucinnosti odsouzeni v souvislosti s jakymkoli

poruSenim prisluSnych zakont.

8.2 Institution will immediately notify Sponsor and
CRO in writing, if it is aware or should be aware that
during the term of this Agreement, the Institution, the
Principal Investigator or any Study Personnel: (i) is
debarred, disqualified, excluded or is investigated or
being threatened with investigation by his/her
professional governing body, any Regulatory Authority;
(i1) receives notification of any restriction on his/ her
clinical privileges at Institution or its affiliated hospitals;
or (iii) is sanctioned by any Regulatory Authority or other
governmental authorities.

8.2 Zdravotnické zafizeni okamzit¢ pisemné uvédomi
Zadavatele a CRO, pokud se dozvi nebo m¢l dozvédét, ze
v dobé trvani této Smlouvy Zdravotnické zatizeni, Hlavni
zkousejici nebo kterykoli ¢len Personalu Studie (i) bude
zbaven zpusobilosti k vykonu ¢innosti, diskvalifikovan
nebo vyloucen z Gcasti v klinickych hodnocenich nebo
vySetifovan ¢i vystaven hrozbé vysetfovani pfisluSnou
oborovou organizaci ¢i kontrolnim tfadem; (ii) obdrzi
oznameni o omezeni svych opravnéni k vykonu klinické
¢innosti ve Zdravotnickém zafizeni nebo piidruzenych
nemocnicich; (iii) bude postizen sankci ze strany
kteréhokoli kontrolniho twfadu nebo jiného statniho
organu.

Article 9. Term and Termination

Clanek 9. Doba platnosti a ukonéeni

9.1 This Agreement will become effective on the
Effective Date and shall continue in effect for the full
duration of the Study according to the Protocol, unless
sooner terminated in accordance with the provisions of
this Article.

9.1 Tato Smlouvy nabyva ucinnosti k datu ucinnosti
a zlstane v ucinnosti po celou dobu trvani Studie podle
Protokolu, pokud nebude ukoncena dfive podle ujednani
tohoto ¢lanku.

9.2 This Agreement may be terminated as follows:

9.2 Tato Smlouva mize byt ukonéena nasledujicimi
zpisoby:

i) By Sponsor at any time and for any reason
upon thirty (30) days written notice to the
other Parties;

1)  Zadavatelem kdykoli a z jakéhokoli divodu
pisemnym oznamenim ostatnim stranam
s vypovédni Ihitou tricet (30) dni;

iil) By any Party:

ii)  Kteroukoli ze stran:

a. For a material breach of this Agreement
by any other party, which breach is not
cured within thirty (30) days following
receipt of written notice thereof; or

a. Vpiipadé zavazného poruseni této
Smlouvy jinou stranou, které nebude
napraveno do tficeti (30) dni od pfijeti
pisemného ozndmeni;

b. Immediately upon written notice to the
other Parties if necessary to protect the
safety, health or welfare of Study

b. Okamzité pisemnym oznamenim
ostatnim stranam, pokud to bude nutné
z divodu ochrany bezpecnosti, zdravi

Subjects, or for any efficacy concerns. nebo blaha subjekti Studie nebo
v ptipad¢ pochybnosti o Gi€innosti.
9.3 Termination of this Agreement by any party for any | 9.3 Ukonéeni této Smlouvy kteroukoli stranou

reason shall not affect the rights and obligations of the

z jakéhokoli ditvodu nijak neovlivni prava a povinnosti
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parties accrued prior to the effective date of termination
of this Agreement. The rights and obligations of Sponsor,
CRO and Institution which, by intent or meaning, have
validity beyond termination of this Agreement, including,
but not limited to, rights with respect to ownership of
Study Data, Inventions and developments, record
keeping, Confidentiality, Indemnification and
Publications, shall survive the termination or expiration of
this Agreement.

stran vzniklé pfed datem UCinnosti ukonceni této
Smlouvy. Ipo ukonéeni nebo skonceni platnosti této
Smlouvy zustdvaji v platnosti ta prava a povinnosti
Zadavatele, CRO a Zdravotnického =zatfizeni, jejichz
platnost podle jejich zaméru ¢i smyslu pretrvava ipo
ukonceni této Smlouvy, jako napiiklad vlastnicka prava
k adajim Studie, objevim avysledkim vyvoje,
povinnosti vedeni zaznamu a prava tykajici se zachovani
davérnosti, odskodnéni a publikovani.

9.4  Upon termination of this Agreement or completion
of the Study, the Institution shall return to Sponsor, or
Sponsor’s designee, all unused Clinical Supplies and
Equipment, and all copies of Confidential Information,
Study Data, Inventions that were furnished to or generated
by the Institution, Principal Investigator or Study
Personnel, under this Agreement, except for one (1) copy
of Confidential Information retained by the Institution for
the purpose of monitoring its obligations and exercising
its rights under this Agreement and archival copy of any
document which Institution is required to maintain by
law.

9.4 Po ukonceni této Smlouvy nebo dokonceni Studie
vrati Zdravotnické zafizeni Zadavateli nebo jim povéfené
osob¢ vSechny nespotiebované klinické dodavky
a vybaveni a rovnéz vSechny kopie divémych informaci,
udajii Studie aobjevd, které Zdravotnické zafizeni,
Hlavni zkouSejici nebo Personal Studie obdrzeli ¢i
vytvorili vramci této Smlouvy, s vyjimkou jedné
(1) kopie duvérnych informaci, kterou si Zdravotnické
zafizeni ponecha pro ucely sledovani svych povinnosti
a uplatnovani svych prav podle této Smlouvy, a archivni
kopie veskerych dokumentt, které musi Zdravotnické
zafizeni uchovavat podle zakonnych pozadavkd.

9.5 The expected duration of the clinical trial is from the
signing of this Agreement until xxx. Any deviation of the
actual duration from the expected duration exceeding this
period by more than 6 months requires an amendment to
this Agreement in the form of a written amendment.

9.5 Piedpokladana doba trvani klinického hodnoceni je od
podpisu této smlouvy do xxx. Pfipadna odchylka skute¢né
doby trvani od predpokladané doby trvani presahujici tuto
dobu o vice nez 6 mésicll vyzaduje zménu této Smlouvy
ve form¢ pisemného dodatku.

Article 10. Independent Contractor

Clanek 10. Nezavisly smluvni dodavatel

The Institution shall conduct the Study under this
Agreement only as an independent contractor,
and nothing contained herein shall be construed to be
inconsistent with  that relationship or status.
The Institution, Principal Investigator and Study
Personnel shall not be considered employees or agents of
Sponsor or CRO and, as such, shall not be entitled to any
benefits available to employees of Sponsor or CRO. This
Agreement shall not constitute, create, or in any way be
interpreted as, a joint venture, partnership, or business
organization of any kind.

Zdravotnické zatizeni bude provadét Studii podle této
Smlouvy vyhradné jako nezavisly smluvni dodavatel
anic v této Smlouvé nesmi byt vykladano jako ujednani
v rozporu stimto vztahem nebo stavem. Zdravotnické
zafizeni, Hlavni zkousSejici a Persondl Studie nebudou
pokladani za zamé&stnance nebo prostfedniky Zadavatele
¢i CRO, ajako takovi nebudou mit zadny narok na
jakekoli benefity, které Zadavatel ¢i CRO poskytuje svym
zaméstnanciim. Tato Smlouva nezakladd ani nevytvaii
anebude zadnym zplsobem vykladdna jako spolecny
podnik, partnersky podnik nebo obchodni organizace
jakéhokoli druhu.

Article 11. Indemnification, Study Subject Injury.

Clanek 11.
studie.

Odskodnéni a ijma na zdravi subjektu

11.1 Sponsor agrees to indemnify, defend and hold
harmless Institution, Principal Investigator, and
Institution’s directors, officers, and Study Personnel (each
an “Institution Indemnitee”) against any third party
cause of action, claim, lawsuit or other proceeding, and
reasonable expenses, including reasonable legal fees,

11.1 Zadavatel se zavazuje, ze odSkodni, bude branit
a zprosti odpovédnosti Zdravotnické zafizeni, Hlavniho
zkousejiciho, Cleny statutarnich organii a vykonné fidici
pracovniky Zdravotnického zafizeni a Personal Studie
(jednotlivé ,,odSkodiiovana osoba ve Zdravotnickém
zarizeni”) proti jakymkoli divodim zaloby, naroktim,
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brought against any Institution Indemnitee seeking
compensation for personal injury or death arising from
administration of the Study Drug in the performance of
the Protocol or the procedure performed in accordance
with the Protocol (collectively, “Claim”). Institution
Indemnitee shall promptly notify Sponsor in writing upon
receipt of notice of any Claim and shall not make any
admission of liability. Institution will enable the Sponsor
to participate in the defense and costs of such Claim.
Institution Indemnitee shall fully cooperate with Sponsor
in presenting all defenses to the Claim. This indemnity
shall not apply to any Claim to the extent attributable to
an Institution Indemnitee’s: (a) breach of the Agreement
or negligence or willful misconduct; (b) activities
contrary to the Protocol; (c) unauthorized warranties
concerning the Study Drug; or (d) failure to comply with
Applicable Laws (including, without limitation, obtaining
informed consents). Sponsor shall make no settlement
admitting fault on the part of an Institution Indemnitee
without its written consent, which consent shall not be
unreasonably withheld.

pravnimu fizeni nebo jinému fizeni a pfiméfenym
vydajim, vcetné piiméfenych nakladi na pravni
zastoupeni, zahdjenym proti odskodnované osobé ve
Zdravotnickém zatfizeni s cilem ziskat ndhradu Skody za
wmu na zdravi nebo smrt v disledku podavani
hodnoceného piipravku pii realizaci Protokolu nebo
postupu v souladu s Protokolem (spole¢né ,,narok”).
Odskodnovana osoba ve Zdravotnickém zafizeni bude
Zadavatele neprodlené pisemné¢ informovat pii obdrzeni
oznameni o jakémkoli naroku a neuzna v zadném ohledu
odpovédnost za skodu. Zdravotnciké zafizeni umozni
Zadavateli podilet se na obhajobé& proti takovému naroku
a Zadavatel uhradi souvisejici naklady. Odskodnovana
osoba ve Zdravotnickém zatizeni bude se Zadavatelem
pln¢ spolupracovat pii veSkeré CcCinnosti pro ucely
obhajoby proti naroku. Tato ustanoveni o odSkodnéni
nebudou platit pro Zadné naroky v tom rozsahu, v jakém
budou disledkem nasledujiciho jednani odskodnované
osoby ve Zdravotnickém zafizeni: (a) poruseni Smlouvy,
nedbalost nebo umysIné poruseni povinnosti; (b) ¢innosti
v rozporu s protokolem; (c) neopravnéné poskytované
zaruky  ohledné hodnoceného  ptipravku; nebo
(d) nedodrzovani  pfislusnych  zdkond  (napiiklad
neziskani informovanych souhlasti). Zadavatel neuzavie
zadnou dohodu o mimosoudnim vypotadani s uznanim
zavinéni ze strany odSkodnované osoby ve
Zdravotnickém zafizeni bez pisemného souhlasu této
osoby, ktera jej v§ak nesmi neodlivodnén¢ odpirat.

11.2 Institution agrees to indemnify, defend and hold
harmless Sponsor, and Sponsor’s directors, officers,
employees, agents, and representatives (each a “Sponsor
Indemnitee”) against any Claim arising from an
Institution Indemnitee’s: (a) breach of Agreement;
(b) negligence or willful misconduct; (c) activities
contrary to the Protocol; (d) unauthorized warranties
concerning the Study Drug; or (e) failure to comply with
Applicable Laws (including, without limitation, obtaining
informed consents). Indemnitee shall promptly notify
Institution in writing upon receipt of notice of any Claim
and shall not make any admission of liability. Institution
shall assume the defense and costs of such Claim and have
the right to select defense counsel. Sponsor Indemnitee
shall reasonably cooperate with Institution in presenting
all defenses to the Claim. This indemnity shall not apply
to any Claim to the extent attributable to a Sponsor
Indemnitee’s: (a) breach of the Agreement, or (b)
negligence or willful misconduct; or (c¢) failure to comply
with Applicable Laws. Institution shall make no
settlement admitting fault on the part of an Indemnitee

11.2 Zdravotnické zafizeni se zavazuje, Ze odSkodni,
bude branit a zprosti odpovédnosti Zadavatele, ¢leny jeho
statutdrnich organtt a vykonné fidici pracovniky,
zamgéstnance, jednatele a zastupce (jednotliveé
»o0dSkodiiovana osoba Zadavatele”) proti jakymkoli
naroklim vzniklym v disledku nasledujiciho jednani
odskodnované osoby ve Zdravotnickém zafizeni:
(a) poruseni dohody; (b)nedbalost nebo umyslné
poruseni povinnosti; (¢) ¢innosti v rozporu s Protokolem;
(d) neopravnéné poskytované zaruky ohledné
hodnoceného  pfipravku; nebo  (e) nedodrZovani
ptislusnych zakont (naptiklad neziskani informovanych
souhlasti). Odskodnovana osoba bude Zdravotnické
zafizeni neprodlené pisemné informovat pii obdrzeni
oznameni o jakémkoli naroku a neuzna v zadném ohledu
odpovédnost za Skodu. Zdravotnické zafizeni pievezme
obhajobu proti takovému naroku, uhradi souvisejici
naklady abude opravnén vybrat pravniho zastupce
obhajoby. OdSkodnovana osoba Zadavatele bude se
Zdravotnickym zafizenim pfiméfené spolupracovat pii
veskeré ¢innosti pro ucely obhajoby proti naroku. Tato
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without its written consent, which consent shall not be
unreasonably withheld.

ustanoveni o od$kodnéni nebudou platit pro zddné naroky
v tom rozsahu, v jakém budou disledkem nasledujiciho
jednani odskodnované osoby Zadavatele: (a) poruseni
Smlouvy; (b)nedbalost nebo umyslné poruseni
povinnosti; nebo (¢) nedodrzovani ptislusnych zakoni.
Zdravotnické zafizeni neuzavie zadnou dohodu
o mimosoudnim vypofadani s uznanim zavinéni ze strany
odskodnované osoby bez pisemného souhlasu této osoby,
ktera jej vSak nesmi neodivodnéné odpirat.

11.3  Sponsor further agrees that if a Study Subject
enrolled in the Study according to the Protocol suffers an
injury, provided such injury is not caused by an Institution
Indemnitee’s negligence or willful misconduct, breach of
the Agreement or failure to adhere to the Protocol, to the
extent that such expenses for treatment are not covered by
the Study Subject’s health insurance policy, Sponsor will
provide payment for the Study Subject’s medical
expenses for treatment for injuries if: (a) the Study
Subject received reasonable medical care; (b) the Study
Subject followed instructions and the visit schedule;
(c) the injury is due to the Study Drug or to properly
performed Study procedures that are not part of the Study
Subject’s usual medical care; and (d) such injuries are not
the result of the natural course of any underlying disease
and/or pre-existing disease process present prior to the
proper administration of the Study Drug. Any payment
shall not be an admission of wrongdoing on the part of the
Sponsor.

11.3 Zadavatel dale souhlasi s tim, ze pokud u subjektu
Studie zatazeného do této Studie podle Protokolu dojde
k Gjm¢ na zdravi, ktera nebude zptisobena nedbalosti nebo
umyslnym porusenim povinnosti, porusenim Smlouvy
nebo nedodrzenim Protokolu ze strany odskodnované
osoby ve Zdravotnickém zafizeni, pak v rozsahu, v jakém
nejsou naklady na 1é€bu pokryty zdravotnim pojisténim
subjektu Studie, Zadavatel uhradi subjektu studie
zdravotni naklady na IéCbu Gjmy na zdravi, v piipad¢, ze
(a) subjektu studie byla poskytnuta pfiméfena lékaiska
péce; (b) subjekt studie dodrzoval pokyny a plan navstév;
(c) ujma na zdravi je zptisobena hodnocenym piipravkem
nebo fadné provadénymi zakroky v ramci Studie, které
nejsou soucasti bézné l¢kaiské péce subjektu studie;
a (d) tato Gjma na zdravi neni dusledkem pfirozeného
pribéhu jakéhokoli zadkladniho onemocnéni a/nebo
podanim hodnoceného ptipravku. Jakakoli platba nebude
uznanim pochybeni ze strany Zadavatele.

Article 12. Insurance

Clinek 12.  Pojidténi

12.1 Sponsor agrees to procure and/or self-insure and
maintain for the entire duration of the Study the insurance
for itself and the Principal Investigator in accordance with
§ 52 para. f) of Act No. 378/2007 Coll., on Medicinal
Products, as amended. Upon request, Sponsor will
provide Institution valid certificates of insurance for the
coverages required pursuant to the preceding paragraphs.

12.1 Zadavatel se zavazuje uzaviit a udrzovat po celou
dobu trvani Studie pojisténi pro sebe a Hlavniho
zkousejiciho dle § 52 odst. 3 pism. f) zakona ¢. 378/2007
Sb., o lé¢ivech, v platném znéni. Zadavatel na vyzadani
piedlozi Zdravotnickému zafizeni osvédceni o pojisténi
s vyzadovanym krytim podle odstavci vyse.

12.2 Institution represents and warrants that it possesses
and maintains, at its own expense, the insurance in
accordance with § 45 par. 2 let. n) of Act No. 372/2011
Coll., on health services.

12.2  Zdravotnické zafizeni prohlasuje a zarucuje, Zze ma
a udrzuje, na své vlastni naklady pojisténi v souladu s §
45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbéch,,

Institution shall maintain such coverage for the duration
of the Agreement and for three (3) years thereafter.
Institution shall provide Sponsor with proof of the above
insurance coverages, liability limits and deductibles or
retentions upon request.

Zdravotnické zatizeni bude mit takové pojisténi uzaviené
po celou dobu ucinnosti dohody a po dobu tii (3) let po
ukonCeni jeji ucCinnosti. Zdravotnické zafizeni na
vyzadani predlozi Zadavateli osvédCeni o vyse
uvedenych pojistnych krytich, limitech a spoluucastech.
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Article 13. Confidentiality

Clanek 13.  Divérnost idaji

13.1 Institution agrees that, anything in this Agreement
to the contrary notwithstanding, any and all information
owned or controlled by the Sponsor, whether written, oral,
or in any other form, including, without limitation, Study
Documentation, Study Data, or other information in
connection with the Study and the Study Drug,
(hereinafter referred to as “Confidential Information”)
that are provided to, resulting from, developed, generated,
learnt or acquired in connection with the conduct of the
Study by the Institution, Principal Investigator, or Study
Personnel, shall be received and maintained in strict
confidence and not be disclosed to any third party during
the term of this Agreement and for ten (10) years
thereafter.

13.1 Zdravotnické zafizeni souhlasi s tim, Ze bez ohledu
na piipadnd opacna ustanoveni vtomto dokumentu
veskeré informace vlastnéné nebo kontrolované
Zadavatelem, at’ uz v pisemné, Gstni, nebo jiné podobg¢,
mimo jiné vcetné¢ dokumentace Studie, Udaji Studie
a dalsich informaci ve spojeni se Studii a hodnocenym
piipravkem (dale jen ,,dlivérné informace”), poskytnuté,
vzniklé, vyvinuté, vytvoiené, zjisténé nebo ziskané ve
spojeni s provadénim Studie Zdravotnickym zafizenim,
Hlavnim zkous$ejicim nebo Persondlem Studie, budou
pfijaty audrZzovany v prisné davérnosti anebudou
pfedany zadné tfeti stran¢ po dobu trvani této Smlouvy
a dalsich deset (10) let po jejim ukonceni.

13.2 Institution agrees that Confidential Information
shall only be used for the purposes of this Agreement
except as provided for herein. The Institution may
disclose Confidential Information to the Study Personnel
who require access thereto for the purposes of this
Agreement; provided that prior to making any such
disclosures, each such Study Personnel shall be bound by
obligations no less stringent than those contained herein,
to maintain Confidential Information in confidence and
not to use such information for any purpose other than in
accordance with the terms of this Agreement.

13.2 Zdravotnické zafizeni se zavazuje, Ze daverné
informace bude pouzivat vyhradné¢ pro ucely této
Smlouvy, svyjimkou zde uvedenych pfipadui.
Zdravotnické zatfizeni muze predat divémné informace
Personalu Studie, ktery je pottebuje pro ucely plnéni této
Smlouvy, avSak stim, Ze pied jakymkoli takovym
pfedanim informaci bude kazdému =z téchto clent
Personalu Studie vneméné piisné mife, nez jak je
stanoveno v této Smlouvé, uloZena povinnost zachovavat
davérnost informaci a nepouzivat je jinak nez v souladu
s podminkami této Smlouvy.

13.3 If Institution is required by Applicable Laws or
court order to disclose Confidential Information, it may
do so without breaching its obligation under this Section;
provided, in advance of disclosure, they notify Sponsor of
the Confidential Information to be disclosed, the reason
for disclosure, and the date of disclosure.

13.3 Pokud Zdravotnické =zafizeni musi podle
piislusnych zakonti nebo =z nafizeni soudu davérné
informace predat, mize tak ucinit bez poruseni svych
povinnosti podle této sekce, avSak s tim, Ze pied takovym
pfedanim informaci musi Zadavateli sdélit, o které
divérné informace se jedna, diivod jejich pfedani a datum
predani.

13.4 The obligations of confidentiality and non-use
herein shall not apply to the extent Confidential
Information, which at the time of disclosure:

13.4 Zavazek zachovavat duvérnost a nepouzivat tyto
informace se nevztahuje na divémé informace, které
v dobé jejich ptedani:

a) is generally available in the public domain, or
becomes available to the public through no act
of Institution, Principal Investigator or Study
Personnel;

a)  jsou vSeobecné pristupné ve vetfejné doméné
nebo se stanou piistupné vefejnosti bez
pri¢inéni Zdravotnického zatfizeni, Hlavniho
zkousSejiciho nebo Personalu Studie;

b) is independently known by Institution as
evidenced by Institution’s written records;

b) jsou Zdravotnickému zafizeni nezavisle
znamy, jak dokladaji jeho pisemné zaznamy;

¢) isreceived by a third party who has a right to
disclose it to Institution or Study Personnel
free of confidentiality and non-use
obligations; or

¢)  byly obdrZeny tfeti stranou, ktera ma pravo je
predat  Zdravotnickému  zafizeni  bez
povinnosti zachovavat jejich davérnost
a nepouzivat je; nebo
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d) is independently developed by Institution
without use of or reference to or reliance on
such Confidential Information as evidenced
by written records.

d) Dbyly nezavisle vyvinuty Zdravotnickym
zafizenim bez pouziti diuvérnych informaci,
odkazovani na né¢ nebo na jejich zakladg, jak
dokladaji pisemné zaznamy.

Article 14. Personal Data

Clanek 14. Osobni Gdaje

14.1 Personal Data of Study Subjects

14.1 Osobni udaje subjekti studie

14.1.1 The Parties agrees that, for the purpose of
conducting the Study, each Party will have to process
personal data of the Study Subjects and that the Sponsor
shall be considered as the controller of any such
processing made for any Study sponsoring purposes and
Institution shall be considered as the controller of any
such processing made for the maintenance and retention
of Study Subjects’ medical records and patient care
purposes performed on behalf of Act No. 372/2011 Coll.,
on health services, as amended. The Sponsor and
Institution agree to comply with their respective controller
obligations as required under Applicable Laws.

14.1.1 Strany se dohodly, Ze pro Gcéely provadéni Studie
bude kazda strana muset zpracovavat osobni udaje
subjekt Studie aZze Zadavatel bude povazovan za
spravce udaji zpracovavanych pro ucely zadavani Studie
a Zdravotnické zafizeni bude povazovano za spravce
udajii zpracovavanych pro ucely vedeni a archivace
zdravotnich zdznamu subjekti Studie a péce o pacienty
provadéné na zakladé zakona ¢&. 372/2011 Sb., o
zdravotnich sluzbach, v ve zénni pozdégjsich ptedpisi.
Zadavatel a Zdravotnické zafizeni se zavazuji, Ze budou
plnit své prislusné povinnosti spravce udaji podle
piislusnych zakonu.

14.1.2 Furthermore, in case Institution needs,
in accordance with Applicable Laws, to be considered as
processing personal data on behalf of Sponsor with regard
to any Study Subject’s personal data Institution collects or
generates for the sole purpose of conducting the Study
pursuant to the Protocol (“Data Processed For
Sponsor”), Institution shall:

14.1.2 Dale pokud Zdravotnické zafizeni potiebuje
v souladu s pfislusnymi zakony byt povaZovano za
zpracovatele osobnich udaji pro Zadavatele ve spojeni
s osobnimi udaji subjektti Studie, které ziskava nebo
vytvaii vyhradné¢ za ucelem provadéni Studie podle
Protokolu (,,udaje zpracovavané pro Zadavatele”),
bude Zdravotnické zatizeni povinno:

a)  process such Data Processed For Sponsor only
for and on behalf of Sponsor, for the purpose
of performing the Study and in any case only
as per the written instructions of Sponsor or
CRO and in accordance with the Applicable
Laws relating to personal data protection;

a)  zpracovavat tyto udaje zpracovavané pro
Zadavatele pouze pro Zadavatele a jeho
jménem, za UCelem provadéni Studie
avkazdém ptipadé pouze dle pisemnych
pokynti Zadavatele nebo CRO a v souladu
s ptislusnymi zakony o ochran¢ osobnich
udaji;

b) immediately inform Sponsor or CRO if, in its
opinion, any Sponsor’s or CRO’s instruction
infringes the Applicable Laws relating to
personal data protection;

b) neprodlen¢ informovat Zadavatele nebo CRO,
pokud dle jeho nazoru budou pokyny

Zadavatele nebo CRO V rozporu
s pfislusnymi zakony o ochran¢ osobnich
udaji;

¢)  process such Data Processed For Sponsor only
at the locations expressly agreed upon in this
Agreement;

c) zpracovavat tyto udaje zpracovavané pro
Zadavatele pouze na mistech vyslovné
dohodnutych v této Smlouve;

d) ensure the pseudonymisation and encryption
of Data Processed For Sponsor;

d) zajistit pseudonymizaci a Sifrovani udaji

zpracovavanych pro Zadavatele;

e) prevent any unauthorized processing, loss or
corruption of Data Processed For Sponsor
when in their possession and whilst being

e) zabranit neopravnénému zpracovani, ztraté
nebo poSkozeni udaji zpracovavanych pro
Zadavatele, které ma v drZeni a které prenasi
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transferred to CRO, Sponsor or other third

spolecnosti CRO, Zadavateli nebo jinym

parties; tfetim stranam,;

f)  ensure ongoing availability of Data Processed f)  zajistit nepfetrzitou dostupnost udaju

For Sponsor when in its possession; zpracovavanych pro Zadavatele, kter¢ ma
v drzeni;

g) test and assess the effectiveness of such g) testovat tato technicka a organizacni opatfeni
technical and organizational measures; a vyhodnotit jejich ucinnost;

h) ensure that any of its Study Personnel h)  zajistit, ze vSichni ¢lenové Personalu Studie
authorized to process such personal data are opravnéni ke zpracovani téchto osobnich
bound by confidentiality = obligations udaji jsou vazani povinnosti zachovat jejich
regarding the same and are duly trained on davérnost ajsou tfadné vyskoleni ohledné
Applicable Laws relating to personal data prislusnych zakonti o ochrané osobnich udaji;
protection;

i)  subcontract the processing of such Data i)  pfedat zpracovani téchto udaju
Processed For Sponsor to another party zpracovavanych pro Zadavatele jiné strané
(“Subprocessor”) only with the prior written jako subdodavku (,,subzpracovatel”) pouze
consent of Sponsor and only if the s pfedchozim pisemnym souhlasem
Subprocessor is caused to comply with Zadavatele a pokud zajisti, ze subzpracovatel
provisions at least as strict as the provisions of bude dodrzovat podminky alespon tak piisné
this Article. In case Subprocessor is not jako podminky tohoto ¢lanku. Pokud
located in a  Whitelisted  Country subzpracovatel neptisobi v zemi na seznamu
(as determined by the European schvalenych zemi (dle Evropské komise),
Commission), Institution shall in addition musi Zdravotnické zafizeni dale zajistit,
ensure that the use of such Subprocessor is ze pouziti takového subzpracovatele je
governed by adequate safeguards, as required osetfeno odpovidajicimi ochrannymi
by Applicable Laws relating to personal data opatfenimi,  vyzadovanymi  pfislusnymi
protection. Institution shall keep a list of the zakony o ochrané osobnich  1udaju.
Subprocessor, shall make available to Sponsor Zdravotnické zafizeni bude mit seznam
a copy of the safeguards governing the subzpracovatelll, poskytne Zadavateli kopii
subprocessing and shall remain fully liable to ochrannych  opatfeni  pouzitych  pro
Sponsor for the performance of any subzpracovani aponese nadale plnou
subcontracted activities; odpovédnost za plnéni vSech Cinnosti, které

subzpracovateli sveri;

j)  immediately report to Sponsor or CRO any j)  neprodlen¢ informovat Zadavatele nebo CRO
violation of this Article with all relevant o jakémkoli poruseni tohoto ¢lanku se vSemi
information related to the same; souvisejicimi podrobnostmi;

k) immediately report to Sponsor any request k)  neprodlené informovat Zadavatele
received by supervisory authorities related to o zadostech ufadu pro ochranu udaji ve
the processing of such personal data under this spojeni se zpracovanim osobnich udaji dle
Agreement or which could have an impact on této Smlouvy nebo zadostech, které by mohly
such activities; mit na tyto ¢innosti dopad;

1)  promptly notify Sponsor, at xxx, about any 1)  neprodlené informovat Zadavatele na adrese
request received from any individual xxx o jakékoli Zzadosti od jednotlivce
concerned by the processing of such personal v souvislosti se zpracovanim téchto osobnich
data without responding to that request, unless udaji a na tuto zadost neodpovidat, pokud to
otherwise authorized by Sponsor; Zadavatel neschvali;
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m) upon Sponsor’s request and to the extent m) na zadost Zadavatele a v mife vyzadované
required by Applicable Laws relating to prislusnymi zadkony o ochran¢ osobnich udaji
personal data protection, assist Sponsor in pomahat Zadavateli pii plnéni povinnosti
complying with its obligations under ohledné¢ ochrany osobnich tudaji ulozenych
Applicable Laws relating to personal data prislusnymi zakony;
protection;

n)  upon Sponsor’s request provide Sponsor with n) na zadost poskytnout Zadavateli vsSechny
all relevant information and document relevantni informace a dokumenty potfebné
necessary to  demonstrate  Institution k prokazani souladu Zdravotnického zafizeni
compliance with its obligations under s povinnostmi ulozenymi prislusnymi zékony
Applicable Laws relating to personal data o0 ochrané osobnich udaju a timto ¢lankem;
protection and this Article;

0) permit Institution’s compliance with this 0) umoznit Zadavateli nebo jim povefené osobe
Article being audited and reviewed on site by provadét na pracoviSti audit akontrolu
Sponsor or its designee; dodrzovani tohoto c¢lanku Zdravotnickym

zafizenim,;

p)  with Sponsor, agree on additional protection p) dohodnout se spoleéné se Zadavatelem na
measures should they become necessary for dalsich ochrannych opatienich, pokud budou
the performance of this Agreement, whereas nezbytna pro plnéni této Smlouvy, pficemz
the breach of such measures shall be poruseni téchto opatieni bude povazovano za
considered a breach of this Article; poruseni tohoto ¢lanku;

q) maintain a record of all categories of q) vést zaznamy o vSech kategoriich Cinnosti
processing activities carried out on behalf of zpracovani provadénych jménem Zadavatele;
Sponsor; and

r) subject to applicable legal retention r) s vyjimkou platnych archivacnich povinnosti
obligations, upon termination of the vyzadovanych  zakonem po  ukonceni

Agreement or upon Sponsor's request, return
or delete any such personal data without
keeping a copy, and confirm such deletion.

Smlouvy nebo na zadost Zadavatele vratit ¢i
vymazat vSechny osobni udaje bez ponechani
jejich kopie a tuto skute¢nost potvrdit.

14.2 Personal Data of the representatives of the
other Parties.

14.2 Osobni Gdaje zastupcu ostatnich stran

14.2.1 The Parties acknowledge and agree that, each
Party will, for the purpose of execution and
management of this Agreement, process personal

data of the

other Party’s representatives

(including first name, name and contact details)

which processing
compliance

shall
Applicable

be performed in

with Laws. This

processing may include transfers to a Party’s
affiliates or contractors located worldwide,
including in countries not providing adequate
level of personal data protection for the same
purpose. Furthermore, the Parties shall ensure
that their representatives are informed of and
consent to such processing.

14.2.1

Strany berou na védomi a souhlasi s tim, Ze pro

ucely plnéni aspravy této Smlouvy budou
zpracovavat osobni udaje zastupcli ostatnich
stran (jméno, pfijmeni a kontaktni udaje) a toto

zpracovani
s piislusnymi

bude
zakony.

probihat v souladu
Zpracovani  muze

zahrnovat prenos udaji pfidruzenym stranam
nebo subdodavatelim po celém svété, vcetné
zemi, které nezajistuji odpovidajici Uroven
ochrany osobnich udaji pro tento cel. Strany
dale zajisti, Ze jejich zastupci budou o takovém
zpracovani informovani a daji k nému souhlas.
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14.2.2 In addition, Sponsor and/or the CRO will, as

required by Applicable Laws, process personal
data of the Study Personnel, including names,
contact information, work experience and
professional qualifications, publications,
resumes, educational background, information
related to potential conflict or link of interest for
the following purposes (i) the conduct of clinical
trials; (il) verification by governmental or
regulatory agencies, the Sponsor, CRO and their
agents and affiliates; (iii) compliance with legal
and regulatory requirements; (iv) publication on
www.clinicaltrials.gov  and  websites and
databases that serve a comparable purpose; (V)
anti-corruption and/or transparency compliance.

14.2.2

Zadavatel a/nebo CRO dale bude v souladu
s pozadavky pfislusnych zakonll zpracovavat
osobni tdaje Personalu Studie, jako jsou jména,
kontaktni idaje, pracovni zkuSenosti a profesni
kvalifikace, publikace, zivotopisy, vzd¢€lani,
informace tykajici se potencialnich stfetti zajmi
pro nasledujici ucely: (i) provadéni klinickych
hodnoceni; (ii) ovéfeni vladnimi ¢i kontrolnimi
organy, Zadavatelem, CRO a jejich zastupci
a pridruzenymi stranami; (iii) soulad se zakony
apredpisy; (iv) zvefejnéni na  strankach
www.clinicaltrials.gov a webovych strankach
a databazich slouzicich srovnatelnému tucelu;
(v) soulad s protikorupcnimi zadkony a zédsadami
transparentnosti.

14.2.3

The Sponsor shall be the data controller for such
processing. Institution shall ensure that Study
Personnel are informed of such processing and
shall provide, or cause Study Personnel to
provide Sponsor and CRO with the necessary
information.

14.2.3

Pro tucely tohoto zpracovani bude spravcem
udajt Zadavatel. Zdravotnické zatizeni zajisti, Ze
Personal Studic bude otomto zpracovani
informovan a poskytne Zadavateli a CRO
pottebné informace, nebo zajisti, ze je poskytl
Personal Studie.

Article 15. Assignment and subcontracting Clanek 15. Postoupeni a subdodavky

15.1  The Institution shall not assign this Agreement or | 15.1  Zdravotnické zatizeni nepostoupi tuto Smlouvu
any associated agreements, without Sponsor’s ani zadné souvisejici smlouvy bez predchoziho
prior written consent. Any attempt made by pisemného souhlasu Zadavatele. Jakykoli pokus
Institution to assign or delegate this Agreement in Zdravotnického zatizeni postoupit tuto Smlouvu
violation of this Article shall be of no force or nebo povéfit jejim plnénim jinou stranu v rozporu
effect. s timto Clankem bude neplatny nebo netéinny.

15.2  Sponsor shall have the right to assign or delegate | 15.2  Zadavatel bude mit pravo postoupit tuto Smlouvu
this Agreement or any portion thereof without the nebo jeji ¢ast a delegovat jeji plnéni bez souhlasu
consent of the Institution. Zdravotnického zatizeni.

153 Any subcontracting of any of Institution’s | 15.3  Jakékoli pfedani povinnosti Zdravotnického
obligations under this Agreement to a third party zafizeni dle této Smlouvy subdodavateli tfeti
requires Sponsor’s prior written consent, which strany vyZaduje piedchozi pisemny souhlas
shall be within Sponsor’s sole discretion. In case Zadavatele, ktery Zadavatel udéli dle vlastniho
of subcontracting, Institution shall be responsible uvazeni. V pfipadé vyuziti subdodavatele bude
(a) for entering into a written agreement with the Zdravotnické zafizeni (a) povinno uzaviit se
subcontractor obliging the subcontractor to subdodavatelem pisemnou dohodu, ktera ho
comply with the applicable terms and obligation zavazuje k dodrzovani piislusnych podminek
of this Agreement; and (b) for any breach thereof a povinnosti  stanovenych v této Smlouvog;
by such subcontractor. Sponsor’s consent to a (b) odpovidat za jakékoli poruseni této
subcontracting by Institution shall not relieve Smlouvy subdodavatelem. Souhlas Zadavatele
Institution from its obligations under this s vyuzitim subdodavatele nezbavi Zdravotnické
Agreement and Institution shall remain fully zafizeni povinnosti vyplyvajicich z této Smlouvy
responsible for the performance of the Study by a Zdravotnické zafizeni bude nadale plné
its subcontractors. zodpovidat za provadéni Studie svymi

subdodavateli.
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Article 16. Entire Agreement; Modification

Clanek 16. Uplnost ujednani a zmény

This Agreement, together with all Exhibits attached
hereto, constitutes the final, complete and exclusive
agreement of the Parties with respect to the subject matter
hereof and supersedes all prior understandings and
agreements relating to its subject matter. In the event of a
conflict between the terms of this Agreement and the
Protocol, this Agreement shall control with respect to
commercial and contract terms, except that the Protocol
shall control with respect to all clinical matters, including
with respect to the conduct of the Study and patient
welfare issues. Any agreement to change the terms of this
Agreement in any way shall be valid only if the change is
made in writing and approved by mutual agreement of
authorized representatives of the parties hereto.

Tato Smlouva spolu se vSemi piilohami predstavuje
zaveérecné, uplné a vyhradni ujednani stran ohledné jejiho
pfedmétu anahrazuje veskeré piedchozi dohody
a ujednani ohledné tohoto pfedmétu. V ptipadé rozporu
mezi podminkami této Smlouvy a Protokolem bude tato
Smlouva rozhodujici, pokud jde o vSechna obchodni
a smluvni ustanoveni, ale Protokol bude rozhodujici ve
vSech klinickych zalezitostech véetné provadéni Studie
a otazek zdravi apohody pacientii. Jakékoli ujednani
0 zméné podminek této Smlouvy jakymkoli zpisobem
bude platné jen v pfipad€, Ze tato zména bude pisemna
abude schvalena vzijemnou dohodou povéienych
zastupcu stran.

Article 17. Notices

Clanek 17. Oznameni

Legal notices required or permitted hereunder shall be
considered made and effective when deposited in the
mail, postage prepaid, or shipped by nationally
recognized overnight courier service or sent by email in
pdf format, and addressed to the appropriate party at the
address noted below, unless by notice to the other parties
a different address shall have been designated.

Veskera oznameni pravniho charakteru, ktera jsou
vyzadovana nebo povolena podle této Smlouvy, budou
povazovana za podana atucinna, kdyz budou zaslana
postou s uhrazenim posStovného, nebo zaslana celostatné
uznavanou expresni kuryrni sluzbou nebo elektronickou
postou ve formatu PDF a adresovéna piislusné strané
s pouzitim nize uvedené adresy, pokud nebyla formou
oznameni ostatnim stranam urc¢ena jina adresa.

If to Sponsor: Ifto Oznameni pro Oznameni
ADC Therapeutics Institution: Zadavatele: pro
SA Fakultni nemocnice ADC Zdravotnické
Biopdle Ostrava Therapeuti;cs SA zatizeni:
Route de la Corniche Centrum klinickych studii Biopole Fakultni nemocnice Ostrava
3B 17. listopadu 1790/5 Route de la Centrum klinickych studii
1066 Epalinges 708 52 Ostrava - Poruba Corniche 3B 17. listopadu 1790/5
Switzerland Czech Republic 1066 Epalinges 708 52 Ostrava - Poruba
Attention: V.P. Attention: xxx Svycarsko Ceska republika
Development K rukédm: xxx
Operations K rukam: V.P.
Development
Operations
Vzdy s kopii pro:
Deputy General
Always with copy to: Counsel
Deputy General Biopdle Route de la
Counsel Corniche 3B
Biopdle Route de la 1066 Epalinges
Corniche 3B Svycarsko
1066 Epalinges
Switzerland
Page 24 of 29 Strana 24 z 29
CONFIDENTIAL DUVERNE
CTA - EU CTA -EU

Study no.: ADCT-402-105
PI Name: MUDr. Juraj Dura§

Studie ¢.: ADCT-402-105
Jméno hl. zkousejiciho: MUDr. Juraj Dura$




017/0VZ/22/014-P

If to CRO: Oznameni pro
spole¢nost CRO:

Pharmaceutical Pharmaceutical

Research  Associates Research Associates

CZ,s.r.0. CZ, s.r.0.

C/O Pharm Research C/O Pharm Research

Associates (UK) Ltd Associates (UK) Ltd

500 South Oak Way, 500 South Oak Way,

Green Park Green Park

Reading, Berkshire, Reading, Berkshire,

RG2 6AD RG2 6AD

United Kingdom United Kingdom

Article 18. Contflict of Interest Clanek 18. Stiret zajmu

The Institution shall ensure that Institution, Principal
Investigator and other Study Personnel are not presently
under any agreement or obligation which conflicts with
the duties and obligations owed to Sponsor under this
Agreement, and will not undertake any such obligation or
agreement during the course of this Agreement.

Zdravotnické zafizeni potvrzuje, Ze Zdravotnické
zafizeni, Hlavni zkousSejici a dalsi Personal Studie nejsou
v soucasnosti vazani zadnou dohodou nebo zavazkem,
které by byly vrozporu s povinnostmi a zavazky vuci
Zadavateli podle této Smlouvy, a zajisti, Ze po dobu trvani
této Smlouvy nebudou piijimat jakékoli takovéto zavazky
ani uzavirat jakékoli takovéto dohody.

Article 19.  Miscellaneous Clanek 19. Riizné

19.1  This Agreement shall be governed by the laws of | 19.1  Tato dohoda se bude ¥idit pravnim fadem Ceské
the Czech Republic without regard to any choice republiky bez ohledu na principy volby prava,
of law principle that would dictate the application které by vyzadovaly pouZiti pravniho fadu jiné
of the law of another jurisdiction. Any dispute jurisdikce. Piipadné spory vzniklé v souvislosti
arising out of or related to this Agreement shall s touto dohodou budou ptedlozeny k rozhodnuti
be exclusively submitted to the competent courts vyhradné p¥islusnym soudtim Ceské republiky.
of the Czech Republic.

19.2  Titles to the Articles in this Agreement are solely | 19.2  Nazvy ¢lankt této Smlouvy jsou uvedeny jen pro
for convenience and do not constitute a piehlednost a nepiedstavuji podstatnou soucast
substantive part of this Agreement. obsahu této Smlouvy.

19.3  If any provision of this Agreement is held invalid | 19.3  Pokud  bude  které¢koli  ujednani  této
or unenforceable, it shall be severed, and the dohSmlouvyody shledano neplatnym nebo
remainder of this Agreement shall not be affected nevymahatelnym, bude oddéleno a zbyvajici Cast
thereby. Smlouvy tim nebude dotCena.

19.4  The waiver of or acquiescence by any party | 19.4  Pokud se kterakoli strana vzda plnéni nebo
hereto to any terms or provision hereunder, or the pristoupi na neplnéni které¢koli podminky nebo
failure of any party to insist upon strict ujednani této Smlouvy, nebo pokud nebude trvat
compliance with any warranty, representation, na jednani v prisném souladu s jakoukoli
agreement, term, or condition in this Agreement, zarukou, prohlasenim, souhlasem, ustanovenim
shall not constitute a waiver of any subsequent nebo podminkou této Smlouvy, nebude to
default or failure, whether similar or dissimilar. znamenat, ze svoluje k jakémukoli budoucimu

poruSeni zavazkd nebo jejich neplnéni, at’ jiz
podobnému, nebo rozdilnému.
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19.5  This Agreement is written in four (4) copies in | 19.5  Tato smlouva je sepsana ve Ctyfech (4)
Czech and English language. In the event of a vyhotovenich v Ceském a anglickém jazyce.
conflict between the two language versions, the V ptipadé rozporu obou jazykovych verzi je
Czech version of the Agreement shall prevail. rozhodujici ¢eské znéni Smlouvy.

19.6 The parties hereby acknowledge and agree that | 19.6  Smluvni strany timto berou na védomi a souhlasi,
this Agreement and any amendments thereto are Ze tato Smlouva a jeji ptipadné dodatky podléhaji
subject to mandatory publication in accordance povinnému zvetejnéni v souladu se zakonem ¢.
with Act No. 340/2015 Coll., On the Register of 340/2015 Sb., o registru smluv. Zvefejnéni zajisti
Contracts. The publication will be managed by Zdravotnické zafizeni. Hlavni zkousejici souhlasi
the Institution. The Principal Investigator agrees se zvefejnénim svého jména v souvislosti s touto
to the publication of his name in connection with smlouvou na portale vefejné spravy v souladu se
this Agreement on the public administration zakonem o registru smluv.
portal in accordance with the Act on the Register
of Contracts.

CRO undertakes to deliver a redesigned version CRO se zavazuje k dodani redigované verze této
of this Agreement for publication before its smlouvy pro zvefejnéni jeSté pied jejim
execution. podpisem.
[Signature Page Follows] [Nasleduje stranka s podpisy]
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IN WITNESS WHEREOF, the parties hereto have
entered into this Agreement effective as of the Effective
Date.

NA DUKAZ CEHOZ strany této smlouvy uzaviely tuto
dohodu, u¢innou od data u¢innosti.

ADC Therapeutics SA

By/Podpis:

Fakultni nemocnice Ostrava

By/Podpis:

Printed Name/ Jméno tiskacim pismem::

Printed Name/Jméno tiskacim pismem:
doc. et doc. MUDr. Petr Vavra, Ph.D.

Title/Pozice: Title/Pozice:
Deputy Director for Science, Research and Education
/ Naméstek feditele pro védu, vyzkum a vyuku
Date/Datum: Date/Datum:

Pharmaceutical Research Associates CZ, s.r.o.

By/Podpis:

Read and signed for acknowledgement by Principal
Investigator / Pfe¢teno a potvrzeno Hlavnim
zkousejicim:

By/Podpis:

Printed Name / Jméno tiskacim pismem:

Printed Name: / Jméno tiskacim pismem:

XXX MUDr. Juraj Duras

Title/Pozice: Title/Pozice:

XXX Principal Investigator Hlavni zkousejici

Date/Datum:

Date/Datum:
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SCHEDULE A PRILOHA A

Payment Terms Platebni podminky
XXX
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SCHEDULE B
Budget and schedule of payment

PRILOHA B
Rozpocet a harmonogram plateb

XXX
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