RADIOLOGY SERVICES AGREEMENT

SMLOUVA O PO,SKYTOV:&Ni
RADIOLOGICKYCH SLUZEB

This Radiology Services Agreement (“Agreement”)
is effective as of the last date of signature (“Effective
Date”’) by and among:

Tato Smlouva o poskytovani radiologickych sluZeb
(,,Smlouva*) nabyva platnosti dnem podpisu posledni
smluvni strany (“Datum tcinnosti’) a je uzaviena
mezi:

EastHORN Clinical Services in CEE Limited, Zinonos

Sozou 11, Office 303

1075, Nicosia, Cyprus, represented by _
(hereinafter referred to as “CRO”);

entering into this contract on behalf of the Sponsor

Shanghai Henlius Biotech, Inc

Room 330, Complex Building, No. 222, Kangnan

Road, China (Shanghai) Pilot Free Trade Zone

on the extent pursuant to the Power of Attorney (PoA)

dated 13July2022

and

EastHORN Clinical Services in CEE Limited, Zinonos
Sozou 11, Office 303
1075, Nicosia, Kypr, zastoupens || Gz<
I (d:lc jen “CRO”);

ktera uzavird tuto smlouvu jménem Zadavatele
Shanghai Henlius Biotech, Inc

Room 330, Complex Building, No. 222, Kangnan
Road, Cina (Sanghaj) Pilot Free Trade Zone

na zaklad¢€ plné moci ze dne 13.7.2022

a

Nemocnice ve Frydku-Misku, p.o., El. Krasnohorské

321, Frydek, 738 01 Frydek —Mistek, Ceska republika,
represented by N

(hereinafter referred to as “Services Provider”).

Nemocnice ve Frydku-Misku, p.o., El. Krasnohorské

321, Frydek738 01 Frydek —Mistek, Ceska republika
astoupens I

(déle jen “Poskytovatel sluzeb™).

PREAMBLE

PREAMBULE

Whereas, CRO and Services Provider are hereinafter
referred to individually as “Party” and collectively as
“Parties”;

Vzhledem k tomu, ze CRO a Poskytovatel sluzeb jsou
dale oznacovani jednotlivé jako “Strana” a spolecné
jako “Strany”;

Whereas, Sponsor desires Nemocnice AGEL
Ostrava-Vitkovice a. s, Zaluzanského 1192/15, 703 00
Ostrava-Vitkovice, Ceska republika (hereinafter
“Institution”) and * (hereinafter
“Investigator”) to conduct a medical research study
(the “Study”) of HLX10 (“Study Drug”) under the
Sponsor protocol entitled “A Randomized, Double-
Blind, International Multicenter, Phase III Study to
Evaluate the Anti-Tumor Efficacy and Safety of HLX10
(Recombinant Humanized Anti-PD-1 Monoclonal
Antibody Injection) or Placebo in Combination with
Chemotherapy (Carboplatin/Cisplatin-Etoposide) and
Concurrent Radiotherapy in Patients with Limited-
Stage Small Cell Lung Cancer (LS-SCLC)” with
Protocol Number: HLX10-020-SCLC302
(“Protocol”);

Vzhledem ktomu, ze Zadavatel si pieje, aby
Nemocnice AGEL Ostrava-Vitkovice a. s,
Zaluzanského 1192/15, 703 00 Ostrava-Vitkovice,

Ceska republika (déle jen “Zdravotnické zarizeni”) a
i
provadéli vyzkumnou studii (dale jen “Studie”)
tykajici se HLX10 (dale jen “Hodnocené 1é¢ivo”) dle
protokolu Zadavatele s nazvem ,,Randomizované,
dvojite zaslepené, mezinarodni multicentrické klinicke
hodnoceni faze 3 k posouzeni protinadorové ucinnosti
a bezpecnosti HLXI10 (injekce rekombinantni
humanizované monoklonalni protilatky anti-PD-1)
nebo placeba v  kombinaci s chemoterapii
(karboplatina/cisplatina-etoposid) a  soubéZnou
radioterapii u pacientii s limitovanym stadiem
malobunécného karcinomu plic (LS-SCLC)”, Protokol
¢. HLX10-020-SCLC302 (dale jen “Protokol”);
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Whereas, Sponsor has authorized CRO and its
affiliates pursuant to a written agreement to coordinate
and/or perform certain activities as the authorized
agent of Sponsor, including but not limited to,
negotiation and execution of clinical trial agreements
including its related ancillary services agreement and
monitoring of the Study conduct;

Vzhledem k tomu, ze Zadavatel pisemnou smlouvu
povetil CRO a jeji pridruzené spolecnosti koordinaci
a/nebo provadénim urcitych Cinnosti v roli
opravnéného  zastupce  Zadavatele, zejména
vyjedndvanim a podpisem smluv o klinickém
hodnoceni, véetné smluv o doplikovych sluzbach, a
monitorovanim provadéni Studie;

Whereas, Sponsor/CRO has entered into a clinical trial
agreement with the Institution and Investigator for the
performance of the Study; and

Vzhledem Kk tomu, Ze Zadavatel/CRO uzaviel/a
ohledné¢ provadéni Studie smlouvu o klinickém
hodnoceni se Zdravotnickym zafizenim a Zkousejicim;
a

Whereas, Institution and Investigator have delegated
certain radiology related Study services to the Services
Provider, this Agreement will govern the roles and
responsibilities of the Services Provider in the
performance of the said services as further described in
this Agreement.

Vzhledem ktomu, ze Zdravotnické zafizeni a
Zkousejici delegovali urcité radiologické sluzby
souvisejici se Studii na Poskytovatele sluzeb, tato
Smlouva bude upravovat postaveni a povinnosti
Poskytovatele sluzeb pti poskytovani téchto sluzeb, jak
bude ddle uvedeno v této Smlouvé.

Now, therefore, the Parties hereto agree as follows:

| Nyni Strany sjedndvaji nasledujici podminky:

1. PERFORMANCE OF SERVICES 1. PROVADENI SLUZEB

(a) Services Provider will perform the following | (a) Poskytovatel sluzeb bude na zakladé této
services below under this Agreement Smlouvy provadét nize uvedené Sluzby (dale jen
(hereinafter “Services”) under the following “Sluzby”) za téchto podminek:
conditions:

(i) Scintigraphy + bone scan report

(1) Scintigrafie + zprava a popis snimku skeletu

(b) Services Provider shall perform the Services
and ensure that all persons who have involvement in
the Services and who are employees, independent
contractors or agents of Services Provider (hereinafter
“Services Provider Staff’) perform the Services in
accordance with this Agreement, the Protocol
(including any subsequent amendments), all written
instructions from Sponsor or CRO other than the
Protocol that is issued by Sponsor or its designee
(including CRO) that provides additional information
or instructions on the Study conduct (hereinafter
“Instructions”), all applicable international and local
laws, guidelines, rules and regulations including data
protection laws, rules and regulations and the “ICH
GCP” Guidelines (CPMP/ICH/135/95) (hereinafter

(b) Poskytovatel sluzeb je povinen provadét Sluzby
a zajistit, aby vSechny osoby, které se podileji na
provadéni Sluzeb a které jsou zaméstnanci, nezavislymi
dodavateli nebo zastupci Poskytovatele sluzeb (dale jen
"Personal poskytovatele sluzeb"), provadély Sluzby v
souladu s touto Smlouvou, Protokolem (véetné vSech
jeho pozd¢jSich dodatkll), vSemi pisemnymi pokyny
Zadavatele nebo CRO odlisSnymi od Protokolu, ktery
vydal Zadavatel nebo jim povéeiena osoba (véetné CRO),
a které obsahuji dodatecné informace nebo pokyny k
provadéni Studie (dale jen "Pokyny"), v souladu s
veskerymi platnymi mezindrodnimi a vnitrostatnimi
zakony, smernicemi, pravidly a predpisy, vcetné zakontl,
pravidel a pfedpisti o ochran¢ osobnich udaji a véetné
smérnice "ICH GCP" (CPMP/ICH/135/95) (déle jen
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“Applicable Law”) and any relevant professional
standards applicable to their professional industries as
in force at the time of performance of the Services or
as they may be amended or replaced at any time.
Services Provider shall ensure that all Services
Provider Staff are adequately trained, have the
knowledge and experience to undertake the Services
and shall accurately, efficiently and expeditiously
perform the Services in a professional and competent
manner. Services Provider shall ensure and warrant
compliance with the provisions and requirements of
this Agreement by Services Provider Staff.

"PrisluSné pravni predpisy") a v souladu se vSemi
prislusnymi profesnimi standardy, které se uplatiuji v
prislusném odvétvi v dobé poskytovani Sluzeb, v
aktualné platném a u¢inném znéni. Poskytovatel sluzeb
zajisti, aby veSkery Persondl poskytovatele sluzeb byl
nalezit¢ proskolen, mél znalosti a zkuSenosti nutné pro
poskytovani Sluzeb a provadél Sluzby fadné, efektivné a
bezodkladng,  profesiondlnim a  kompetentnim
zptisobem. Poskytovatel sluzeb zajisti a zaruci, ze
Persondl poskytovatele sluzeb bude dodrzovat
podminky a pozadavky této Smlouvy.

(©) By agreeing to the terms and conditions of this
Agreement and performing the services for Sponsor,
Services Provider represents and warrants that:

() Souhlasem s podminkami této Smlouvy a
provadénim Sluzeb pro Zadavatele Poskytovatel sluzeb
prohlasuje a zarucuje, ze:

it is not in violation of any terms and conditions
of any agreement for services or employment
with any other individual or entity; and

there is nothing that it is aware of that would or
could for the duration of the Services: (a)
negatively impact on the proper and safe
performance of the Services; or (b) create a
conflict of interest for the Services Provider for
the performance of the Services.

(1)

(ii)

(1) neporusuje podminky zaddné smlouvy o
poskytovani sluzeb nebo pracovni smlouvy
uzaviené s jinou fyzickou ¢i pravnickou osobou;
a

(i1) mu neni zndmo nic, co by po dobu poskytovani
Sluzeb: (a) negativné¢ ovlivnilo nebo mohlo
ovlivnit fadné a bezpecné poskytovani Sluzeb;
nebo (b) zplisobilo nebo mohlo zpisobit stret
zajmu Poskytovatele Sluzeb pii poskytovani
Sluzeb.

Services Provider shall immediately inform
Sponsor of any actual or perceived conflict of interest
or any alleged misconduct or breach. Services Provider
shall provide all reasonable assistance to any
investigation by or on behalf of the Sponsor.

Poskytovatel sluzeb je povinen neprodlené
informovat Zadavatele o jakémkoli skute¢cném nebo
domnélém stfetu zajml nebo o jakémkoli mozném
pochybeni ¢i poruSeni povinnosti. Poskytovatel sluzeb
poskytne veskerou pfiméfenou soucinnost pfi
jakémkoli Setfeni provadéném Zadavatelem nebo jeho
jménem.

(d) Services Provider will obtain or have obtained,
and will maintain for the term of this Agreement, any
necessary licenses, authorizations, consents or approvals
required for the performance of the Services.

(d) Poskytovatel sluzeb ziskd, nebo jiz ziskal, a
zavazuje se po dobu trvani této Smlouvy udrzovat v
platnosti veskeré potiebné licence, povoleni, souhlasy
nebo opravnéni, které jsou nezbytné pro poskytovani
Sluzeb.

(e) The Protocol is made part of this Agreement and
is incorporated by reference herein. To the extent terms
and conditions in this Agreement and the Protocol
conflict, the terms and conditions of the Protocol shall
control with respect to clinical, scientific and medical

(e) Protokol je soucasti této Smlouvy a je do ni
zaClenén prostfednictvim odkazu. V rozsahu, v jakém
jsou podminky této Smlouvy a Protokolu v rozporu, maji
prednost podminky Protokolu, pokud jde o klinické,
veédecké a lékarské zaleZitosti; ve vSech ostatnich
zalezitostech maji prednost podminky této Smlouvy.
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matters and the provisions of this Agreement shall
govern and control with respect to all other matters.

(f) Services Provider confirms that it: | (f) Poskytovatel sluzeb potvrzuje, ze
(1) 1isaware of a separate agreement between CRO, | (i)  si je védom existence samostatné smlouvy mezi
Institution and Investigator concerning their CRO, Zdravotnickym zafizenim a Zkousejicim,
obligations and that such agreement may kde jsou upraveny jejich povinnosti, a toho, ze
include fair compensation; and tato smlouva muze* obsahovat spravedlivou
(i1) has received all Study related documentation to odmeénu; a
perform the Services under this Agreement. (i) obdrzel veskerou dokumentaci tykajici se Studie
k provadéni Sluzeb podle této Smlouvy.
(2) Services Provider agrees to perform the | (g) Poskytovatel sluzeb se zavazuje poskytovat

Services only after Sponsor or CRO on behalf of
Sponsor has confirmed in writing (which could be via
email) to Institution that all essential documents, as
defined by ICH-GCP or equivalent standard
(hereinafter “Essential Documents”), are in place and
proper or appropriate Ethics Committee, Regulatory
Authority and/or other competent authority approval
has been received.

Sluzby az poté, co Zadavatel nebo CRO jménem
Zadavatele pisemné (vCetné e-mailu) potvrdi
Zdravotnickému zafizeni, Ze jsou k dispozici vSechny
zakladni dokumenty, jak jsou definovany v ICH-GCP
nebo rovnocenném predpisu (dale jen "Zakladni
dokumenty"), a ze byl ziskan tadny nebo pfislusny
souhlas etické komise, regulacniho organu a/nebo jiného
piislusného organu.

2. OBLIGATIONS

2.  POVINNOSTI

()

Services Provider Obligations

Povinnosti Poskytovatele sluzeb

| ()

Services Provider is responsible for the performance of
the Services and shall perform the Services under the
supervision and direction of Investigator. Services
Provider will use its best efforts to accurately and
efficiently perform the work required under this
Agreement, which efforts shall include but are not
limited to the following:

Poskytovatel sluzeb bude odpovidat za provadéni
Sluzeb a bude provadét Sluzby pod dohledem a
vedenim Zkousejiciho. Poskytovatel sluzeb vynalozi
veskeré usili k fadnému a efektivnimu provedeni praci
pozadovanych podle této Smlouvy, pficemz toto usili
bude zahrnovat mimo jiné plnéni nasledujicich
povinnosti:

(1) notification of Sponsor, CRO and as
applicable, Ethics Committee/Internal Review
Board of any deviations from or failure to
comply with the Protocol;
promptly replying to any questions from
Sponsor directly or through CRO regarding any
matter related to the Study or Services, and
promptly responding to any request for the
Study or Services related documents to enable
Sponsor to perform its regulatory obligations;
(ii1) promptly notifying Sponsor directly or through
CRO of any significant changes that occur at
any time during the Study which may affect the

(i)

informovat Zadavatele, CRO a pfipadné etické
komise/IRB o jakychkoli odchylkdch od
Protokolu nebo porusenich Protokolu;

neprodlené¢ pifimo nebo prostiednictvim CRO
odpovidat na jakékoli dotazy Zadavatele tykajici
se jakékoli zalezitosti souvisejici se Studii nebo
Sluzbami a neprodlen¢ reagovat na jakékoli
zadosti o poskytnuti dokumenti souvisejicich se
Studii nebo Sluzbami, aby Zadavatel mohl plnit
své vefejnopravni povinnosti;

(ii1) neprodlen¢ pifimo nebo prostfednictvim CRO
informovat Zadavatele o vSech vyznamnych
zmeénach, které nastanou kdykoli v pribehu Studie

(1)

(ii)
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Services Provider’s ability to perform the
Services, including but not limited to, changes
in personnel involved in the Services;
(iv) record, document and report all adverse events
and laboratory abnormalities identified in the
Protocol as critical to the safety evaluation;
report all serious adverse events to the Sponsor
and/or CRO immediately unless the Protocol
provides that no immediate reporting is
required; and
(vi) provide any required follow-ups to Sponsor
and comply with the reporting requirements of
the Ethics Committee and Regulatory
Authority.

)

a které mohou ovlivnit schopnost Poskytovatele
sluzeb poskytovat Sluzby, zejména o zménach v
persondlu zapojeném do poskytovani Sluzeb;

(iv) zaznamenavat, dokumentovat a hlasit vSechny
nezédouci piithody a laboratorni odchylky, které
jsou v Protokolu oznaceny jako kritick¢ pro
hodnoceni bezpecnosti,

(v) okamzit¢ hlasit vSechny zavazné nezadouci
ptihody Zadavateli a/nebo CRO, ledaze Protokol
stanovi, ze se okamzité hlaSeni nevyzaduje;

(vi) plnit veskera pozadovana nésledna hlaseni vici
Zadavateli a pozadavky na podavani zprav etické
komisi a regula¢nimu organu.

Services Provider shall make facilities and any
resources necessary for the performance of the
Services available on time and in accordance with the
Protocol or Instructions. Services Provider guarantees
that the appropriate facilities (including any
equipment, but excluding those to be provided by
Sponsor or its designee to the Services Provider)
necessary and adequate for conducting the Services are
available.

Poskytovatel sluzeb véas a v souladu s Protokolem
nebo Pokyny zajisti zafizeni a veSkeré zdroje nezbytné
pro poskytovani Sluzeb. Poskytovatel sluzeb zarucuje,
ze je k dispozici vhodné zatizeni (véetné veSkeré¢ho
vybaveni, avSak s vyjimkou zafizeni, které ma
Poskytovateli sluzeb poskytnout Zadavatel nebo jim
povétend osoba) nezbytné a vhodné pro provadeéni
Sluzeb.

(b) Sponsor Obligations

| (b) Povinnosti Zadavatele

(i)  Sponsor, either directly or acting through (i)  Zadavatel, at’ uz pfimo, nebo prostfednictvim
CRO shall provide all the necessary Study CRO, poskytne Poskytovateli sluzeb
documentation to Services Provider for the veskerou Studijni dokumentaci nezbytnou
performance of the Services. pro provadéni Sluzeb.

(i)  Sponsor shall ensure that Services Provider (i)  Zadavatel zajisti, aby byl Poskytovatel sluzeb
is kept currently informed about adverse prubézné¢ informovan o nezadoucich
events and the safe use of the Study Drug as pfihodaich a  bezpe¢ném  pouzivani
applicable under the Applicable Laws. Hodnoceného 1éciva v souladu s PrisluSnymi
Sponsor will comply with all Applicable pravnimi predpisy. Zadavatel bude dodrzovat
Laws relating to notification of new safety vSechny Ptislusné pravni predpisy tykajici se
information about the Study Drug. oznamovani novych informaci o bezpecnosti

Hodnoceného [é€iva.
3. DATA AND REPORTS | 3. DATA A REPORTY

Services Provider shall keep and maintain such Study
data and records as required by the Protocol and
Applicable Law diligently and in sufficient detail to
satisfy all applicable legal requirements. Services

Poskytovatel sluzeb vede a uchovéava takové Studijni
udaje a zdznamy, které jsou vyzadovany Protokolem a
PfisluSnymi pravnimi predpisy, a to peclivé a
dostatené podrobné, aby byly splnény vSechny
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Provider shall submit all data, reports, queries, and
other requested information in a timely manner and
shall maintain Study reports as required by the Protocol
and Instructions. Services Provider agrees to provide
Sponsor with the data called for in the Protocol via the
appropriate electronic data capture system in
accordance with the schedule communicated by
Sponsor directly or through CRO. Services Provider
warrants that all Study data submitted to Sponsor are
true, complete, correct and accurately reflect the results
of the Services and source documents.

pfislusné pravni pozadavky. Poskytovatel sluzeb bude
poskytovat vSechny udaje, zpravy, dotazy a dalsi
pozadované informace vcas a bude zpravy o Studii
uchovavat, jak je pozadovano v Protokolu a Pokynech.
Poskytovatel sluzeb se zavazuje poskytovat Zadavateli
udaje pozadované v Protokolu prostfednictvim
pfislusného systému elektronického sbéru dat v
souladu s harmonogramem sdélenym Zadavatelem
pfimo nebo prostiednictvim CRO. Poskytovatel sluzeb
zaruCuje, ze vSechny Studijni udaje piedlozené
Zadavateli jsou pravdivé, Uplné, spravné a piesné
odpovidaji vysledkiim poskytovani Sluzeb a zdrojové
dokumentaci.

4. RECORD RETENTION

| 4.

UCHOVAVANI ZAZNAMU

(a) All Essential Documents will be retained in
accordance with Applicable Law which includes ICH-
GCP and the Protocol.

(a) VSechny Zékladni dokumenty budou uchovavany
v souladu s PfisluSnymi pravnimi ptedpisy, coz
zahrnuje ICH-GCP a Protokol.

(b) Services Provider must obtain written
permission from the Sponsor prior to the destruction of
any Study document at any time. The Services Provider
will contact Sponsor for authorization prior to the
destruction of any Study Essential Documents or in the
event of accidental loss or destruction of any Study
Essential Document. The Services Provider will also
notify Sponsor should he/she relocate or move the
Study related files to a location other than that specified
in the submitted Study documentation.

(b) Vzdy pied znicenim jakéhokoli Studijniho
dokumentu musi Poskytovatel sluzeb ziskat pisemny
souhlas Zadavatele. Poskytovatel sluzeb se obrati na
Zadavatele se zadosti o povoleni pied zni¢enim
jakychkoli Zakladnich dokumentd Studie nebo v
piipadé ndhodné ztrdty nebo =zniCeni jakéhokoli
Zakladniho dokumentu Studie. Poskytovatel sluzeb
rovnéz informuje Zadavatele v piipad¢, Ze premisti
nebo pfesune dokumenty souvisejici se Studii na jiné
misto, nez je uvedeno ve Studijni dokumentaci
odevzdané Zadavateli.

(©) Services Provider shall retain the records,
reports and data relating to the Study for a period of not
less than twenty-five (25) years from the completion of
the Study, after this time period the Services Provider
is permitted to dispose of them without permission,
unless Sponsor provides written permission to dispose
of them earlier or provides written notice requiring
their longer retention in advance.

(c)  Poskytovatel sluzeb bude uchovavat zaznamy,
zpravy a udaje tykajici se Studie po dobu nejméné
dvaceti péti (25) let od dokonceni Studie, po uplynuti
této doby je poskytovatel opravnén i bez souhlasu
Zadavatele tyto zaznamy zni¢it, pokud Zadavatel
neposkytne pisemny souhlas s jejich divejsi likvidaci
nebo pokud mu Zadavatel predem pisemné neoznami,
ze pozaduje jejich delsi uchovavani.

5. AUDIT, MONITORING AND | 5. AUDIT, MONITORING A KONTROLY
INSPECTION
(a) Services Provider shall cooperate with | (a) Poskytovatel sluzeb bude spolupracovat se

Sponsor, its designee (including CRO) and any
governmental or regulatory authorities with competent
jurisdiction in their efforts to audit, monitor, or inspect

Zadavatelem, jim povétenou osobou (véetné CRO) a
jakymikoliv pfislusSnymi statnimi nebo regula¢nimi
orgény pfi jejich usili provadét audit, monitoring nebo
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the Study or the provision of the Services at Services
Provider’s facilities.

kontrolu provadéni Studie nebo poskytovani sluzeb v
zaiizenich Poskytovatele sluzeb.

(b) Authorized  representatives of  Sponsor
(including CRO) shall have the right, upon reasonable
advance notice, and during regular business hours, to:

(b) Opravnéni zastupci Zadavatele (véetné¢ CRO)
maji pravo po piedchozim upozornéni v dostate¢ném
piedstihu a v bézné pracovni dobé:

(i) examine, monitor or audit the Services
Provider’s facilities used for the performance of
the Services;

(i1) examine and copy all data and work products
related to the Study or Services; and

(ii1) examine source documents and other medical
records of Study patients reasonably necessary
to monitor the Study or performance of the
Services.

(i) provérovat, monitorovat nebo kontrolovat
zafizeni Poskytovatele sluzeb pouzivand k
poskytovani Sluzeb;

(i1) provéfovat a kopirovat veskerda data a
vysledky prace souvisejici se Studii nebo
Sluzbami; a

(ii1) nahlizet do zdrojové dokumentace a dalSich
l1ékarskych zdznamt Studijnich pacientq, je-li
to nezbytné pro monitorovani provadéni
Studie nebo poskytovani Sluzeb.

(©) In the event Services Provider receives notice
that the Services Provider shall be the subject of an
investigation or inspection by any governmental or
regulatory authority, Services Provider, shall notify
Sponsor directly or through CRO immediately. If
Services Provider did not receive prior notice of the
said investigation or inspection, Services Provider shall
notify Sponsor directly or through CRO as soon as
practicable after receiving knowledge of said
investigation or inspection. If not prohibited by law,
Sponsor or its designee (including CRO) will have the
right to be present during and participate in any such
investigation or inspection. Services Provider will
provide Sponsor with copies of all Study specific
materials, external correspondence, statements, forms
and records that Services Provider receives, obtains or
generates pursuant to any such investigation or
inspection. Services Provider will also provide Sponsor
with a reasonable opportunity to comment in advance
on any correspondence generated by Services Provider
to the appropriate authority.

(©) V piipadé, Ze Poskytovatel sluzeb obdrzi
oznameni, ze ma byt pfedmétem Setfeni nebo kontroly
ze strany jakéhokoli statniho nebo regula¢niho organu,
Poskytovatel sluzeb neprodlené vyrozumi Zadavatele,
a to bud’ pfimo nebo prostfednictvim CRO. Pokud
Poskytovatel sluzeb neobdrzel pfedchozi oznameni o
uvedeném Setfeni nebo kontrole, vyrozumi Zadavatele,
bud’ pfimo nebo prostfednictvim CRO, co nejdiive
poté, co se o uvedeném Setieni nebo kontrole dozvi.
Pokud to neni zakdzano pravnimi pfedpisy, ma
Zadavatel nebo jim povéfena osoba (vcetné CRO)
pravo byt pfitomen a Ucastnit se jakéhokoli takového
Setfeni nebo kontroly. Poskytovatel sluzeb poskytne
Zadavateli kopie vSech materialt tykajicich se Studie,
externi korespondence, prohldseni, formulaii a
zaznamu, které Poskytovatel sluzeb obdrzi, ziska nebo
vytvoii na zéklad¢ takového Setieni nebo kontroly.
Poskytovatel sluzeb rovnéz poskytne Zadavateli
dostatecnou piilezitost, aby se piedem vyjadfil k
jakémkoli podani, které Poskytovatel sluzeb zasle
piislusnému organu.

(d) Services Provider shall promptly correct all
errors identified by Sponsor, CRO or their
representatives during any audit, as well as any items
that are identified as being non-compliant with the
Protocol, ICH-GCP or with Services Provider’s
obligations under this Agreement.

(d) Poskytovatel sluzeb neprodlené¢ napravi vSechny
nedostatky zjisténé Zadavatelem, CRO nebo jejich
zastupci béhem jakéhokoli auditu, jakoz i1 veskeré
polozky, u nichz bylo zji§téno, Ze nejsou v souladu s
Protokolem, ICH-GCP nebo se zavazky Poskytovatele
sluzeb podle této Smlouvy.

6. PERSONAL DATA

|6. OSOBNI UDAJE
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“Controller” means the natural or legal person, public
authority, agency or other body which, alone or jointly
with others, determines the purposes and means of the
processing of personal data.

“Processor” means a natural or legal person, public
authority, agency or other entity that processes
personal data in a manner determined by the
Controller.

"Spravce" je fyzickd nebo pravnickd osoba, organ
veifejné moci, organizace nebo jiny subjekt, ktery sam
nebo spole¢né s jinymi urcuje ucely a prostiedky
zpracovani osobnich udaja.

"Zpracovatel" je fyzickd nebo pravnicka osoba, organ
vefejné moci, organizace nebo jiny subjekt, ktery
zpracovava osobni tudaje zplsobem stanovenym
Spravcem.

“Personal Data” means any information relating to an
identified or identifiable natural person (‘Data
Subject’); an identifiable natural person is one who can
be identified, directly or indirectly, in particular by
reference to an identifier such as a name, an
identification number, location data, an online
identifier or to one or more factors specific to the
physical, physiological, genetic, mental, economic,
cultural or social identity of that natural person.

"Osobni udaje" jsou veskeré informace tykajici se
identifikované nebo identifikovatelné fyzické osoby
("Subjekt audaji"); identifikovatelna fyzicka osoba je
osoba, kterou Ize piimo ¢i nepfimo identifikovat,
zejména odkazem na identifikator, jako je jméno,
identifikaéni  Cislo, lokalizaéni 1daje, online
identifikator nebo na jeden ¢i vice zvlastnich prvka
fyzické,  fyziologické,  genetické,  psychické,
ekonomické, kulturni nebo spolecenské identity této
fyzické osoby.

“Personal Data Breach” means a breach of security
leading to the accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or access to,

on

"Poruseni zabezpeceni osobnich udaji" je poruseni
zabezpeceni, kter¢é vede k ndhodnému nebo
nezdkonnému zniceni, ztraté, zmén€, neopravnénému

personal data transmitted, stored or otherwise | zvefejnéni nebo pfistupu k pfendsenym, ulozenym
processed. nebo jinak zpracovdvanym osobnim udajim.
(a)  As regards to the processing of Personal Data | (a) Pokud jde o zpracovani Osobnich udaji v ramci

within the framework of performing this Agreement
and conducting the Study, the Parties agree that the
Sponsor and the Institution are joint data controllers
within the meaning of Article 26 of the GDPR. Sponsor
shall determine the purpose and means of processing
Personal Data contained in pseudonymized Study
records that are processed according to the Protocol
and the Study patient informed consent form, and the
Investigator and Study research staff Personal Data
collected for the purpose of the Study which includes
Services Provider Staff. Institution shall determine the
purpose and means of processing Personal Data
contained in non-pseudonymized source documents,
medical records or otherwise needed for purposes of
medical care or with respect to direct communications
with Study patients.

plnéni této Smlouvy a provadéni Studie, Strany
souhlasi, Ze Zadavatel a Zdravotnické zafizeni jsou
spolecnymi spravci udaji ve smyslu ¢lanku 26 GDPR.
Zadavatel urci ucel a prostiedky zpracovani Osobnich
udaji obsazenych v pseudonymizovanych studijnich
zaznamech, které jsou zpracovavany v souladu s
Protokolem a formuldfem informované¢ho souhlasu
Studijnich pacientli s Gc¢asti ve Studii, a Osobnich udajt
Zkousejictho a  studijniho  persondlu  Studie
shromazdénych pro ucely Studie, coz zahrnuje Osobni
udaje Personalu poskytovatele sluzeb. Zdravotnické
zafizeni urci ucel a prostfedky zpracovani Osobnich
udaji obsazenych v nepseudonymizovanych
zdrojovych dokumentech, zdravotnické dokumentaci
nebo Osobnich udaji jinak potiebnych pro tucely
l¢katské péce nebo piimé komunikace s pacienty ve
Studii.

HLX10-020-SCLC302_CZ 43102 CTA Ancillary Services Agreement Radiology V1.0 13-dec-2023, based on template V.1.0, 21-Feb-

2023

Page/Strana 8 of/z 29




(b) The Parties shall, at all times throughout the
term of this Agreement, comply with all applicable
data protection/privacy laws, rules and regulations, as
amended from time to time, with respect to the
collection, use, processing, storage, transfer,
modification, deletion and/or disclosure of any
Personal Data under this Agreement and regulatory
requirements, especially the General Data Protection

(b) Strany budou po celou dobu platnosti této
Smlouvy dodrzovat veskeré platné zakony, pravidla a
ptedpisy o ochrané¢ osobnich udaji, v platném znéni,
pokud jde o shromazd’ovani, pouzivani, zpracovavani,
uchovavani, predavani, upravu, vymazavani a/nebo
zvetejnovani jakychkoli Osobnich udaji podle této
Smlouvy a plnéni regulatornich pozadavki, zejména
obecné nafizeni o ochrané osobnich udajii (nafizeni

Regulation (Regulation (EU) 2016/679 Regulation of

Evropského parlamentu a Rady (EU) 2016/679 o

the European Parliament and the Council on the

ochrané fyzickych osob v souvislosti se zpracovanim

Protection of individuals with regard to the processing

osobnich udaju a o volném pohybu téchto 1idaji)

of personal data and on the free movement of such
data) (“GDPR”).

("GDPR").

(c)  The Parties shall maintain appropriate technical
and organizational security measures to protect the
Study patients’, and Services Provider Staff’s Personal
Data they process in relation to this Agreement.

(©) Strany budou udrzovat vhodnd technickd a
organizani  bezpecnostni opatfeni na ochranu
Osobnich 1daji Studijnich pacienti a Personalu
poskytovatele sluzeb, které zpracovavaji v souvislosti
s touto Smlouvou.

(d) The Parties agree that as between them, the
Services Provider is best able to manage requests from
Study patients to exercise their Data Subject’s rights.
The Services Provider shall appoint a person that shall
act as a primary point of contact and shall respond to
all Data Subject’s rights exercised by the Study patients
in respect to processing of their Personal Data in
relation to this Agreement (hereinafter ‘Data Subject’s
Request’). The Services Provider shall inform the
Sponsor and request its assistance in responding to a
Data Subject’s Request only to the extent the Services
Provider is unable to manage and respond to the Data
Subject’s Request without information which could
only be provided by the Sponsor. To the extent, the
Sponsor needs to provide information to the Services
Provider, the Services Provider shall inform the
Sponsor within 3 business days upon receiving the
Data Subject’s Request. Under such circumstances, the
Sponsor shall cooperate with the Services Provider and
shall provide the Services Provider with, subject to
Applicable Law, the requested information and
undertake any reasonable actions to enable the Services
Provider to respond to the Data Subject’s Request. The
Services Provider shall, upon the reasonable request by
Sponsor or Institution provide Sponsor or Institution
with any information, undertake any actions or provide
assistance to Sponsor or Institution as may be required
by the Sponsor or Institution to respond to a Data

(d) Strany se dohodly, Ze Poskytovatel sluzeb je ve
vzajemnych vztazich nejlépe schopen vyfizovat
zadosti Studijnich pacientll o uplatnéni prav subjektu
udaji. Poskytovatel sluzeb urci osobu, ktera bude
pusobit jako primarni kontaktni misto a bude reagovat
na vSechna prava subjektu tdajii uplatnénd Studijnimi
pacienty v souvislosti se zpracovanim jejich Osobnich
idajti v souvislosti s touto Smlouvou (dale jen "Zadost
subjektu udaji"). Poskytovatel sluzeb informuje
Zadavatele a pozada ho o pomoc pii vyfizovani Zadosti
subjektu udajt pouze v pripad¢, Ze Poskytovatel sluzeb
neni schopen vyfidit a vytidit zadost subjektu udaji bez
informaci, které mulze poskytnout pouze Zadavatel.
Pokud je tteba, aby Zadavatel poskytl informace
Poskytovateli sluzeb, Poskytovatel sluzeb vyrozumi
Zadavatele do 3 pracovnich dnti od obdrzeni Zadosti
subjektu daji. Za téchto okolnosti bude Zadavatel
spolupracovat s Poskytovatelem sluzeb a v souladu s
PtisluSnymi pravnimi piedpisy poskytne Poskytovateli
sluzeb pozadované informace a podnikne veskeré
pfiméfené kroky, aby umoznil Poskytovateli sluzeb
reagovat na Zadost subjektu Gidajii. Poskytovatel sluzeb
je povinen na opodstatnénou zadost Zadavatele nebo
Zdravotnického zatizeni poskytnout Zadavateli nebo
Zdravotnickému zafizeni jakékoli informace, provést
jakékoli ukony nebo poskytnout Zadavateli nebo
Zdravotnickému zafizeni pomoc, kterou mulze
Zadavatel nebo Zdravotnické zatizeni pozadovat, aby
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Subject’s Request or to co-operate with Sponsor or
Institution when Services Provider’s co-operation is
required with respect to the processing carried out
within the framework of performing this Agreement.
Services Provider agrees that in order to maintain the
integrity of the Study results, the ability to amend,
restrict or delete Personal Data may be limited in
accordance with Applicable Law.

mohli reagovat na Zadost subjektu udaji, nebo
poskytnout Zadavateli nebo Zdravotnickému zatizeni
souCinnost, pokud je to nutné v souvislosti se
zpracovanim Osobnich udaji provadénym v ramci
plnéni této Smlouvy. Poskytovatel sluzeb souhlasi s
tim, Ze v zajmu zachovani integrity vysledki Studie
mize byt moznost ménit Osobni Udaje, omezovat
zpracovani Osobnich udaji nebo mazat Osobni udaje
omezena v souladu s PfisluSnymi pravnimi piedpisy.

(e) If a Personal Data Breach occurs in relation to
any Study patients’ or Services Provider Staff’s
Personal Data processed in relation to this Agreement
and it is likely that such breach poses a risk to an
individual’s rights and freedoms (hereinafter a
“Reportable Breach”), the data controller of the
Personal Data involved must notify the relevant
supervisory authority without undue delay and at the
latest within 72 hours after having become aware of
such breach. If such Reportable Breach poses a high
risk to the affected individuals, then the controller of
the Personal Data shall also inform them, unless it has
put in place effective technical and organizational
protection measures that ensure that the risk is no
longer likely to materialise. If a Reportable Breach
relates to Personal Data that is the subject of Sponsor’s
obligations as data controller, as applicable, the
Services Provider shall assist the Institution to notify
the Sponsor of the Reportable Breach no later than 24
hours after having become aware of such Reportable
Breach.

(e) Pokud dojde k Poruseni zabezpeceni osobnich
udaji v souvislosti s jakymikoliv Osobnimi udaji
Studijnich pacienti nebo Persondlu poskytovatele
sluzeb zpracovavanymi v souvislosti s touto Smlouvou
a je pravdépodobné, Ze takové poruseni piedstavuje
riziko pro prava a svobody jednotlivce (dale jen
"Hlasitelné poruseni"), musi spravce dotcenych
Osobnich udaja bez zbytecného odkladu, nejpozdéji
vsak do 72 hodin poté, co se o takovém poruseni dozvi,
informovat pfislusny dozorovy uiad. Pokud takové
Hlésitelné poruseni predstavuje vysoké riziko pro
dotCené subjekty, musi je spravce rovn€z informovat,
ledaze jiz pfijal ucinna technickd a organizacni
ochrannd opatieni, ktera zajistuji, ze uvedené riziko jiz
pravdépodobné nenastane. Pokud se Hlasitelné
poruseni tyka Osobnich udajt, které jsou predmétem
povinnosti Zadavatele jako spravce, je Poskytovatel
sluzeb povinen poskytnout Zdravotnickému zafizeni
soucinnost pii oznameni Hlasitelného poruseni
Zadavateli nejpozdéji do 24 hodin poté, co se o
takovém Hlésitelném poruseni dozvi.

63} The Services Provider shall notify Sponsor
immediately of any accidental, unlawful or
unauthorized use or disclosure of Personal Data of
which it becomes aware.

63 Poskytovatel sluzeb neprodlené informuje
Zadavatele o jakémkoli nahodném, nezakonném nebo
neopravnéném pouziti nebo zvefejnéni Osobnich
udajt, o kterém se dozvi.

(g)  Except for any information that is provided to
the Sponsor monitor or the CRO monitor, which shall
include any source data including Personal Data that
directly identifies the Study patients, any other
information provided to Sponsor directly or through
CRO shall always be de-identified or key coded.
Further, no information other than the information
provided to perform or complete the Services shall be
provided to Sponsor directly or through CRO under
this Agreement.

(g) S vyjimkou informaci, které jsou poskytovany
monitorovi Zadavatele nebo CRO, které zahrnuji
veskeré zdrojové udaje véetné Osobnich udaju, které
pfimo identifikuji Studijni pacienty, musi byt veskeré
dalsi informace poskytnuté Zadavateli pfimo nebo
prostiednictvim CRO vzdy zbaveny identifikacnich
udajt nebo kodovany. Déle nesmi byt Zadavateli, a to
ani piimo ani prostfednictvim CRO, na zakladé této
Smlouvy poskytnuty zadné jiné informace nez
informace potiebné k provedeni nebo dokonceni
Sluzeb.
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(h)  Services Provider understands and | (h) Poskytovatel sluzeb rozumi a bere na védomi,
acknowledges that: ze:

(i) Sponsor or CRO may collect and use (i) Zadavatel nebo CRO mohou shromazd'ovat a
Personal Data about the Services Provider pouzivat Osobni udaje Personalu
Staff, such as contact information and poskytovatele sluzeb, jako jsou kontaktni
professional credentials etc., for the informace a doklady o kvalifikaci atd. pro
purposes of conducting the Study, ucely provadéni  Studie, dodrzovani
compliance with statutory or ethical zékonnych nebo etickych pozadavki za
requirements for the purpose of identifying ucelem zjisténi schopnosti, vybaveni a
skills, facilities and any other information jakychkoli dalSich informaci relevantnich pro
relevant to the performance of clinical provadéni klinickych hodnoceni provadénych
trials being conducted by the Sponsor Zadavatelem a/mebo CRO a dale je-li to
and/or CRO and as required by Applicable vyzadovano PiisluSnymi pravnimi pfedpisy.
Law. The Services Provider shall inform Poskytovatel sluzeb informuje Personal
Services Provider Staff of their right to poskytovatele sluzeb o pravu zkontrolovat
check the accuracy and piesnost téchto udaja a
modify/rectify/update (as the case may be) meénit/opravovat/aktualizovat (podle
any Personal Data by notification to the okolnosti) jakékoli Osobni udaje oznamenim
Sponsor or CRO. Zadavateli nebo CRO.

(1) the Personal Data of the Services Provider (i1) Osobni udaje Personalu poskytovatele sluzeb
Staff will be transferred and processed budou piedavany do zemi mimo Ceskou
outside of the Czech Republic including to republiku a tam zpracovavany, vcetné zemi,
countries that may not have been assessed které nemusi byt vyhodnoceny jako zemé¢ s
as having adequate privacy laws. odpovidajici pravni ochranou osobnich udaju.
Regardless of the country to which the Bez ohledu na zemi, do které mohou byt
Personal Data may be transferred, Sponsor Osobni udaje piedany, Zadavatel a CRO
and CRO shall take steps to ensure that pfijmou opatieni, aby zajistili, ze oni a jejich
they and their affiliates, agents, pridruzené spolecnosti, zastupci, dcefiné
subsidiaries and suppliers comply with the spoleCnosti a dodavatelé budou dodrzovat
applicable regulations and laws and shall piislusné piedpisy a zdkony, a podniknou
take reasonable steps to protect the security pfiméfené kroky na ochranu bezpecnosti
of such Personal Data. téchto Osobnich udajt.

(1) The Services Provider wunderstands and | (i) Poskytovatel sluzeb rozumi a bere na védomi a

acknowledges and shall ensure that the Services
Provider Staff understand and acknowledge that the
Sponsor or CRO or a designated third party shall have
the right to the extent necessary for the purposes of in
accordance with Applicable Law to disclose, process
and store his/her Personal Data in connection with this
Study to a Regulatory Authority and Ethics Committee,
which may be located outside of the Czech Republic
and which may not offer an equivalent level of data
protection.

zajisti, aby Persondl poskytovatele sluzeb rozumél a
vzal na védomi, Ze Zadavatel nebo CRO nebo
opravnéna tfeti osoba ma pravo v rozsahu nezbytném
pro dany ucel v souladu s PfisluSnymi pravnimi
ptedpisy zpracovavat a uchovavat jeho Osobni udaje v
souvislosti s touto Studii a zpfistupnit je regulacnimu
organu a etické komisi, které se mohou nachazet mimo
Ceskou republiku a které nemusi poskytovat
rovnocennou uroven ochrany osobnich udaju.
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() Insofar the Services Provider discloses Services
Provider Staff’s, its employees’ or any other
individual's Personal Data to Sponsor or CRO for the
purpose or in connection with this Agreement, the
Services Provider shall inform all such individuals with
regard to the processing of their Personal Data,
including in connection with Sponsor's audit rights set
out herein. The Services Provider shall ensure that such
disclosure is done in accordance with any applicable
regulatory requirements, including information and
consent requirements to allow Sponsor and/or CRO the
possibility to process the received Personal Data for the
purposes set out in the Agreement without fulfilling
any other formality. The Services Provider shall also
consider any instructions which may be sent
electronically or in writing, from time to time, by
Sponsor and/or CRO, in respect of the information that
should be provided to individuals for the fulfilment of
this Section.

) Pokud Poskytovatel sluzeb zpfistupni osobni
udaje  Personalu  Poskytovatele sluzeb, svych
zaméstnanci nebo jakékoli jiné fyzické osoby
Zadavateli nebo CRO v souvislosti s touto Smlouvou,
je Poskytovatel sluzeb povinen informovat vSechny
tyto fyzické osoby o zpracovani jejich Osobnich udaja,
a to 1 v souvislosti s pravy Zadavatele na audit
uvedenymi v této Smlouvé. Poskytovatel sluzeb zajisti,
aby takové zpfistupnéni Osobnich udaji bylo
provedeno v souladu s veskerymi platnymi pravnimi
pozadavky, v¢etné pozadavki na informace a souhlas,
tak aby Zadavatel a/mebo CRO méli moznost
zpracovavat obdrzené¢ Osobni udaje pro ucely
stanovené ve Smlouvé, aniz by museli splnit jakékoli
dalsi formalni pozadavky. Poskytovatel sluzeb rovnéz
zohledni veskeré pokyny, které¢ mohou byt kdykoli v
budoucnu zaslany elektronicky nebo pisemné
Zadavatelem a/nebo CRO, pokud jde o informace,
které by mély byt poskytnuty subjektim za ucelem
splnéni pozadavkl uvedenych v tomto ¢lanku.

(k)  Services Provider will only transfer Personal
Data outside the European Union in accordance with
Instructions provided by Sponsor, directly or through
CRO.

(k) Poskytovatel sluzeb bude piedavat Osobni
udaje mimo Evropskou unii pouze v souladu s Pokyny
Zadavatele, a to ptimo nebo prostiednictvim CRO.

7. CONFIDENTIALITY

| 7.

MLCENLIVOST

(a) Unless Sponsor provides prior written consent
or except as authorized in this Agreement or as
required by Applicable Law, Services Provider shall
not, and Services Provider shall ensure that Services
Provider Staff shall not disclose to any third party or
use for any purposes other than for the performance of
the Services (i) any Study data and results; (ii) any
information disclosed to Services Provider by Sponsor
or CRO on behalf of Sponsor or generated as a result
of this Study; (iii) the terms of this Agreement; and (iv)
other information related to the Study, Study Drug or
Sponsor technology, research or business plans that
Sponsor or CRO on behalf of Sponsor provides to
Services Provider as a result of this Agreement
(hereinafter, collectively "Confidential
Information"). Such Confidential Information shall
remain the confidential and proprietary property of
Sponsor and shall be disclosed only to Services
Provider Staff bound by obligations of confidentiality
consistent with this Agreement who have a “need to

(a) S vyjimkou ptipadu, kdy Zadavatel poskytne
piedchozi pisemny souhlas nebo je to povoleno v této
Smlouvé nebo to vyzaduji Prislusné pravni ptedpisy,
Poskytovatel sluzeb nesmi pouzit ani sd€lit tfeti osobé
(a zajisti, aby Persondl poskytovatele sluzeb
nepouzival ani nesdéloval tieti osob€) pro jiné ucely
nez pro poskytovani Sluzeb (i) zddné Studijni udaje a
vysledky Studie; (ii) informace sdé€lené Poskytovateli
sluzeb Zadavatelem nebo CRO jménem Zadavatele
nebo vytvoiené v disledku této Studie; (iii) podminky
této Smlouvy; a (iv) dalsi informace tykajici se Studie,
Hodnoceného 1é¢iva nebo technologie, vyzkumu nebo
obchodnich plant Zadavatele, které Zadavatel nebo
CRO jménem Zadavatele poskytne Poskytovateli
sluzeb v souvislosti s touto Smlouvou (déle spolecné
"Diivérné informace"). Tyto Duavérné informace
zlstanou chranénym vlastnictvim Zadavatele a budou
zptistupnény  pouze tém  Clenim  Personalu
poskytovatele sluzeb, ktefi jsou vazani povinnosti
mlcenlivosti v souladu s touto Smlouvou a kteii je
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know” for the performance of the Services. The
obligation of nondisclosure shall not apply to the
following Confidential Information:

potfebuji znat pro poskytovani Sluzeb. Povinnost
mlcenlivosti se nevztahuje na nasledujici Duvérné
informace:

(1) Confidential Information that is or becomes
publicly available through no fault of Services
Provider or Services Provider Staff;

(i1) Confidential Information that is disclosed to
Services Provider and/or Services Provider
Staff by a third party legally entitled to disclose
such information in a non-confidential fashion;

(ii1))Confidential Information that is already known
to Services Provider and/or Services Provider
Staff as shown by its prior written records;

(iv) Confidential Information that is independently
developed by Services Provider without the use
of Confidential Information as demonstrated
by their contemporaneous written records.

(1) Duvérné informace, které jsou nebo se stanou
veiejné dostupnymi bez zavinéni
Poskytovatele sluzeb nebo  Persondlu
poskytovatele sluzeb;

Dutvémné informace, které jsou Poskytovateli
sluzeb a/nebo Persondlu Poskytovatele sluzeb
sdéleny treti osobou, kterd je ze zékona

(ii)

opravnéna  tyto  informace  zvefejnit
zpusobem, ktery neni divérny;

(ii1)) Divémé  informace, které jiz  byly
Poskytovateli sluzeb a/nebo Persondlu

poskytovatele sluzeb znamy, jak Ize dolozit
diive vzniklymi pisemnymi zaznamy;

(iv) Divérné informace, které jsou nezavisle
vyvinuty Poskytovatelem sluzeb bez pouziti
Divémych informaci, jak Ize dolozit
existujicimi pisemnymi zdznamy.

If required by Applicable Law, Services Provider may
disclose Confidential Information without breaching
their confidentiality obligations under this Section
provided that prior to making such disclosure, Services
Provider notify Sponsor in writing as far as possible in
advance of the disclosure so as to allow Sponsor to take
legal action to protect its Confidential Information.
Services Provider agrees to disclose only that
Confidential Information required to comply with the
legal requirement.

Pokud to vyzaduji Piislusné pravni ptedpisy, mtize
Poskytovatel sluzeb sdélit Diivérné informace, aniz by
porusil své povinnosti mlcenlivosti podle tohoto
¢lanku, za ptredpokladu, Ze ptfed takovym sdélenim
pisemné¢ informuje Zadavatele v co nejvetSim
pfedstihu, aby mohl Zadavatel podniknout pravni
kroky k ochrané¢ svych Dutvémych informaci.
Poskytovatel sluzeb se zavazuje sdé€lit pouze ty
Diivérné informace, jejichz sdéleni je pro splnéni
zakonného pozadavku nezbytné.

(b) Confidentiality obligations for Confidential
Information other than Study data and Study records
that is subject to Section 4 shall survive for ten years
after the expiration or termination of this Agreement.
Confidentiality obligations for Study data and Study
records that is subject to Section 4 shall survive for as

(b) Povinnost  zachovavat  mlcenlivost o
Diivérnych informacich jinych nez Studijnich tdajich
a zdznamech, na které se vztahuje ¢lanek 4, trva deset
let po ukonCeni platnosti této Smlouvy. Povinnost
zachovavat mlcenlivost o Studijnich udajich a
zaznamech, na které se vztahuje ¢lanek 4, trva po dobu,

long as Services Provider retains this information. po kterou Poskytovatel sluzeb tyto informace
uchovava.
(c) If requested by Sponsor directly or through | (c) Pokud o to Poskytovatel pifimo nebo

CRO in writing, Services Provider shall return all
Confidential Information except that required to be
retained by Services Provider according to Applicable
Law.

prostiednictvim  CRO  pisemné pozada, vrati
Poskytovatel sluzeb vSechny Duvémné informace s
vyjimkou téch, které musi Poskytovatel sluzeb
uchovavat podle platnych pravnich predpist.
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8. INTELLECTUAL PROPERTY

|8. DUSEVNI VLASTNICTVI

(a) Any inventions or discoveries (whether
patentable or not), improvements, developments,
innovations, suggestions, ideas, work product, results
and reports made or developed by Services Provider
and/or Services Provider Staff (whether solely or
jointly with others) arising out of or in connection with
the performance of  the Services (hereinafter
“Intellectual Property Rights”) shall be promptly
disclosed to Sponsor and shall become, be and remain
the exclusive property of Sponsor. Services Provider
hereby assigns and transfers with full title guarantee
and without any additional consideration and shall
cause Services Provider Staff to assign and transfer
with full title guarantee and without any additional
consideration, all such Intellectual Property Rights to
Sponsor or its designee free and clear of all liens,
claims, and encumbrances. Upon Sponsor's request,
and at Sponsor’s sole cost and expense, Services
Provider shall take, and will cause Services Provider
Staff to take such actions as Sponsor deems necessary
or appropriate to perfect Sponsor’s exclusive
ownership of such property and obtain patent or other
proprietary protection in Sponsor's name with respect
to any of the foregoing.

(a) Veskeré vynalezy nebo objevy (at uz
patentovatelné ¢i nikoli), zlepSeni, vysledky vyvoje,
inovace, navrhy, napady, vysledky prace a zpravy
vytvofené nebo vyvinuté Poskytovatelem sluzeb
a/nebo Persondlem poskytovatele sluzeb (att uz
samostatné nebo spolecné s jinymi), které vznikly pii
poskytovani Sluzeb nebo v souvislosti s nimi (déle jen
"Prava duSevniho vlastnictvi"), musi byt neprodlené
hlaSeny Zadavateli a stavaji se, jsou a zustavaji
vyhradnim vlastnictvim Zadavatele. Poskytovatel
sluzeb timto postupuje a pievadi s plnou zarukou
vlastnictvi a bez jakéhokoli dal$iho protiplnéni a
zajisti, aby Personal poskytovatele sluzeb postoupil a
ptevedl s plnou zarukou vlastnictvi a bez jakéhokoli
dalsiho protiplnéni, vSechna tato Prava duSevniho
vlastnictvi na Zadavatele nebo jeho zastupce, a to
prosta jakychkoli zastavnich prav, naroka ¢i zatiZeni.
Na zédost Zadavatele a vyhradné¢ na jeho néklady
Poskytovatel sluzeb podnikne a zajisti, aby 1 Personal
poskytovatele sluzeb podnikl, takové kroky, které
Zadavatel povazuje za nezbytné nebo vhodné pro
ziskani vyluéného vlastnického prava Zadavatele k
takovému vlastnictvi bez pravnich vad a k ziskani
patentu nebo jiné vlastnické ochrany ve prospéch
Zadavatele k vySe uvedenému.

(b) Services Provider agrees that Sponsor does not
transfer to Services Provider (or Services Provider
Staff) by operation of this Agreement any patent right,
copyright or other proprietary or property right of
Sponsor.

(b) Poskytovatel sluzeb souhlasi s tim, ze Zadavatel na
zakladé této Smlouvy nepfevadi na Poskytovatele
sluzeb (ani na Persondl poskytovatele sluzeb) zadné
patentové pravo, autorské pravo ani jiné vlastnické
nebo majetkové pravo nalezici Zadavateli.

9. INSURANCE

| 9. POJISTENI

(a) Services Provider confirms that Services
Provider and all Services Provider Staff have such
current licenses and permits as may be required to
perform the Services.

(a) Poskytovatel sluzeb potvrzuje, Ze Poskytovatel
sluzeb a veskery Personal poskytovatele sluzeb ma
platnd opravnéni a povoleni, kterd mohou byt
vyzadovana k provadéni Sluzeb.

(b) Sponsor hereby represents and warrants that it
has obtained Clinical Trial Insurance in accordance
with § 58, par. 2 Act on Pharmaceuticals as may be
subsequently amended and undertakes to pay for all

(b) Zadavatel timto prohlaSuje a zarucuje, ze uzaviel
pojisténi klinického hodnoceni v souladu s § 58 odst. 2
zédkona o léCivech, ve znéni pozdé€jSich predpist a
veskeré Skody, majetkové ¢i nemajetkové Ujmy
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damages, property or non-property damage caused as a
result of the clinical trial . Services Provider has
obtained prior to the commencement of the Services,
and shall maintain in full force and effect throughout
the duration of the Services professional and general
liability insurance in amounts appropriate to cover any
liability for damage or loss which may be caused as a
result of fault or negligence of Services Provider or
Services Provider Staff in the performance of the
Services. Proof of such insurance shall be provided to
Sponsor directly or through CRO upon request.

zpusobené v dusledku provadéni klinického hodnoceni
se zavazuje uhradit. Poskytovatel sluzeb si pred
zahdjenim poskytovani sluzeb sjednal a po celou dobu
poskytovani Sluzeb bude udrzovat v platnosti pojisténi
profesni a obecné odpovédnosti za Skodu ve vysi
odpovidajici odpovédnosti za Skodu nebo ztratu, ktera
mize byt zplsobena v dusledku zavinéni nebo
nedbalosti Poskytovatele sluzeb nebo Personalu
poskytovatele sluzeb pti poskytovani Sluzeb. Doklad o
takovém pojisténi musi byt na pozadani poskytnut
Zadavateli bud’ pfimo nebo prostiednictvim CRO.

10. DEREGISTRATION

| 10.

ZAKAZ CINNOSTI

Services Provider represents and warrants that neither
it nor any other person retained by it to perform the
Study pursuant to this Agreement (i) has been
previously  “struck-off”, debarred, deregistered,
suspended or allowed its/his/her approbation to expire
or otherwise had its/his/her right to conduct clinical
studies or government health care programs or to
practice in a healthcare profession as a result of any
professional misconduct, revoked by the relevant
professional body or any national, foreign or
international authority/organization, (ii) is aware of the
initiation of any proceedings involving its/his/her
disqualification, deregistration or debarment, or (iii)
has been charged with crimes resulting in the
debarment, exclusion, disqualification or restriction in
its/his/her ability to practice medicine, participate in a
clinical trial, or perform services in connection with the
evaluation of a pharmaceutical product under any
Applicable Law. Services Provider shall inform
Sponsor directly or through CRO without delay should
it or any Services Provider Staff becomes the subject
of any revocation, deregistration, debarment or
debarment investigation or proceeding during the
Study.

Poskytovatel sluzeb prohlaSuje a zarucuje, Ze ani on,
ani zadna jina osoba, kterou zapojil do provadéni
Studie podle této Smlouvy, (i) nebyla v minulosti
"vyskrtnuta", vyloucena, zbavena registrace, nebyla ji
pozastavena ani ji nevyprsela platnost opravnéni nebo
ji nebylo jinym zplisobem odnato pravo provadét
klinické studie nebo statni programy zdravotni péce
nebo vykondvat zdravotnické povolani v disledku
jakéhokoli profesniho pochybeni, a to pfisluSnym
profesnim organem nebo jakoukoli vnitrostatni
organizaci nebo zahraninim nebo mezindrodnim
organem/organizaci, (i) si neni védom zahdjeni
jakéhokoli fizeni tykajictho se jeho/jeji profesni
diskvalifikace, zruSeni registrace nebo zédkazu ¢innosti,
ani (iii) nebyl/nebyla obvinén/obvinéna z trestnych
¢ind, které vedly k zdkazu ¢innosti, vylouceni, profesni
diskvalifikaci nebo omezeni jeho/jeji schopnosti
vykonavat l€kafskou praxi, Ucastnit se klinického
hodnoceni nebo poskytovat sluzby v souvislosti s
hodnocenim 1é¢ivého piipravku podle jakéhokoli
Ptislusného pravniho ptedpisu. Poskytovatel sluzeb je
povinen neprodlené informovat Zadavatele pfimo nebo
prostfednictvim CRO, pokud se on nebo kdokoli z
Personalu poskytovatele sluzeb stane v prubéhu Studie
pfedmétem jakéhokoli Setfeni nebo fizeni o odejmuti
opravnéni, zruseni registrace nebo zakazu ¢innosti.

11. ANTI-BRIBERY
CORRUPTION

AND ANTI-

11. ZAKAZ KORUPCE A UPLATKARSTVI

Services Provider shall comply with all applicable anti-
corruption laws, rules, regulations and decrees and
fully cooperate with all diligent efforts of Sponsor and
CRO inquiring into Services Provider’s operations in

Poskytovatel sluzeb je povinen dodrzovat vSechny
platné protikorupéni zakony, pravidla, ptfedpisy a
vyhlasky a poskytnout Zadavateli a CRO plnou
soudinnost pfi proveétovani Cinnosti Poskytovatele
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order to satisfy Sponsor’s or CRO’s obligations under
Applicable Law. Services Provider shall not and shall
cause its Services Provider Staff to not directly or
indirectly pay or promise to pay, or authorize the
payment of any money, or give, promise to give or
authorize the giving of anything of value to any person
or entity, whether governmental, quasi-governmental
or private, to obtain or retain business or secure
improper advantage for Sponsor or for CRO. Services
Provider shall not and shall cause Services Provider
Staff to not directly or indirectly receive or solicit any
money or anything of value from any person or entity,
whether governmental, quasi-governmental or private,
in order to secure an improper advantage for Sponsor
or CRO or to assist Sponsor or CRO in obtaining or
retaining business. Services Provider will not take any
action which could render Sponsor or CRO liable under
any other applicable laws for the prevention of fraud,
corruption, racketeering, money laundering and/or
terrorism.

sluzeb s cilem splnit povinnosti Zadavatele nebo CRO
podle Piislusnych pravnich ptedpisi. Poskytovatel
sluzeb nesmi a je povinen zajistit, ze ani Personal
poskytovatele sluzeb nebude, piimo ani nepfimo platit
¢i slibovat jakékoli penize, ¢i davat nebo slibovat
cokoli hodnotného jakékoli osob¢€ nebo subjektu, at’ uz
statnimu, polostdtnimu, ¢i soukromému, za ucelem
ziskani nebo wudrZzeni obchodni pfilezitosti nebo
zajisténi nepatiicné vyhody pro Zadavatele nebo pro
CRO. Poskytovatel sluzeb nesmi a je povinen zajistit,
ze ani Personal poskytovatele sluzeb nebude, ptimo ¢i
nepfimo pfijimat ¢i pozadovat zadné penize ani jiné
cenné véci od zadné osoby nebo subjektu, at’ uz
statniho, polostatniho nebo soukromého, za ucelem
ziskani nepatticné vyhody pro Zadavatele nebo CRO
nebo za ucelem pomoci Zadavateli nebo CRO pfi
ziskdni nebo  udrzeni obchodni  pfilezitosti.
Poskytovatel sluzeb nepodnikne zddné kroky, které by
mohly vést k odpovédnosti Zadavatele nebo CRO
podle jinych platnych pravnich ptedpisti o prevenci
podvodi, korupce, vydirani, prani Spinavych penéz
a/nebo terorismu.

12. PAYMENTS

| 12.  PLATBY

(a) All payments will be made payable to the
following payee(s) (“Payee”) in accordance with
Exhibit A which is an integral part of this contract:

(a) Vsechny platby budou hrazeny nésledujicimu
ptfijemci/pfijemcim plateb ("Prijemce plateb") v
souladu s Prilohou A, ktera je nedilnou soucésti této
smlouvy:

Payee Name / Nazev Prijemce plateb

Nemocnice ve Frydku-Mistku, p.o.

Payee Address / Adresa Prijemce plateb

El. Krasnohorské 321, Frydek, 73801 Frydek-Mistek,
Ceska republika

Number / Kontaktni ¢islo Prijemce plateb

Payee Tax ID / DIC P¥ijemce plateb CZ00534188

Payee Contact Email / Kontaktni e-mail —
Piijemce plateb

Payee Contact 558415070,558415074

(b) The approved payments for the Study and
related services to be conducted by Services Provider
are provided for in the budget attached hereto as
Exhibit A and incorporated by reference herein
(“Exhibit A”). The payments noted in Exhibit A
include all applicable overheads due to any Party or

(b) Schvalené platby za Studii a souvisejici sluzby,
které ma provést Poskytovatel sluzeb, jsou uvedeny v
rozpoctu, ktery je pfipojen jako pfiloha A, a timto
odkazem se stava soucasti Smlouvy (dale jen "Priloha
A"). Platby uvedené¢ v Ptiloze A zahrnuji veskeré
piislusné rezijni ndklady, které maji byt uhrazeny
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entity as result of or in connection with the Study.
Services Provider acknowledges that all payments due
for services performed under this Agreement are the
responsibility of Sponsor and CRO will not be held
liable for payments until they have been paid by
Sponsor for such payments and/or fees due. CRO will
use its best efforts to collect funds from Sponsor in a
timely manner to ensure prompt payment to Payee.

kterékoli Stran€ nebo osobé v disledku Studie nebo v
souvislosti s ni. Poskytovatel sluzeb bere na védomi, ze
za vSechny platby, které maji byt uhrazeny za sluzby
provedené dle této Smlouvy je odpovédny Zadavatel a
ze CRO za tyto platby neodpovida, dokud ji Zadavatel
tyto platby a/nebo splatné poplatky neuhradi. CRO
vynaloZi veskeré Usili, aby od Zadavatele v¢as obdrzela
finan¢ni prostfedky a =zajistila tak vcasnou platbu
Ptijemci plateb.

(c) Payments are dependent upon the performance
of procedures in full compliance with the Protocol and
this Agreement. Payee(s) will not be compensated for
any Study patients who were enrolled without a
properly executed ICF, who do not meet the
inclusion/exclusion criteria, or that are deemed
violations of or deviations from the Protocol or this
Agreement. Payments are dependent upon the reports
and other information required by this Agreement and
the Protocol being submitted to CRO in a timely and
satisfactory manner.

(c) Platby jsou podminéné tim, Ze tkony budou
provadény v plném souladu s Protokolem a touto
Smlouvou. Ptijemce/ptijemci plateb neobdrzi odménu
za zadné Studijni pacienty zafazené do Studie bez
fadn¢  podepsan¢ho  formulafe  informovaného
souhlasu, pacienty, ktefi nespliiuji kritéria pro
zafazeni/vyfazeni nebo za poruseni nebo odchylky od
Protokolu nebo této Smlouvy. Platby jsou podminéné
tim, Ze zpravy a dalsi informace pozadované dle této
Smlouvy a Protokolu budou zasilany CRO ftadn¢ a
véas.

(d) Payee shall be responsible for compensating all
persons or entities involved in the conduct of the Study.

(d) Piijemce je odpovédny za vyplaceni odmény
vSem osobam nebo subjektim, které se podileji na
provadéni Studie.

(e) Except as expressly provided for in this
Agreement and its exhibits and attachments, no
payments will be made to Services Provider or any
other person or entity in connection with the Study.
Payment for any costs outside of this Agreement and
its exhibits and attachments must be approved in
advance in writing by CRO.

(e) S vyjimkou ptipadt vyslovné uvedenych v této
Smlouvé a jejich ptilohdch nebudou Poskytovateli
sluzeb ani z4dné jiné osob¢ ¢i subjektu v souvislosti se
Studii hrazeny zadné platby. Platby za jakékoliv
naklady vzniklé mimo rdmec této Smlouvy a jejich
priloh musi byt predem pisemné¢ schvéleny ze strany
CRO.

® If a dispute arises between the Parties in respect
of any part of an invoice, CRO shall notify Payee
promptly of the particulars of the dispute, and CRO
may withhold payment of the disputed part of the
invoice provided that CRO and Payee endeavor
promptly and in good faith to resolve the dispute.

) Pokud mezi stranami vznikne spor ohledné
jakékoli ¢asti faktury, CRO neprodlené¢ oznami
Ptijemci plateb podrobnosti sporu a miize pozastavit
platbu sporné ¢asti faktury za predpokladu, ze se CRO
a Pfijemce platby snazi spor neprodlen¢ a v dobr¢ vife
vyfresit.

(2) Services Provider shall not bill any third party
for any Study Drug or other items or services furnished
by the Sponsor through CRO in connection with the
Study, or any services provided to patients in
connection with the Study for which payment is made
as part of the Study, except as may be specifically
authorized by the Exhibit A.

(2) Poskytovatel sluzeb nesmi Gctovat zadné treti
osob¢ Hodnocené 1éCivo ani jiné polozky nebo sluzby
poskytnuté¢ Zadavatelem prostrednictvim CRO v
souvislosti se Studii, ani zadné sluzby poskytnuté
pacientim v souvislosti se Studii, za které se v ramci
Studie plati, s vyjimkou piipadi vyslovné povolenych
v Priloze A.
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(h) Parties confirm that all payments and transfers
of value are reasonable and consistent with fair market
value in the relevant jurisdiction.

(h) Strany potvrzuji, Ze vSechny platby a pfevody
hodnot jsou v pfimétrené vysi a odpovidaji spravedlivé
trzni hodnoté v piislu§né zemi.

13. TERM AND TERMINATION 13. DOBA PLATNOSTI A UKONCENI
SMLOUVY
(a) This Agreement will become binding on the | (a) Tato Smlouva nabyva platnosti dnem podpisu

date on which it is signed by the last Party and effective
on the date of its publication in the Register of
Agreements (the ,,Effective Date‘) and shall continue
until services have been properly completed and all
queries resolved, unless sooner terminated in
accordance with this Agreement.

posledni ze stran a ucinnosti dnem jejiho uvetejnéni v
registru smluv (déle jen "Datum ucinnosti") a trva az
do tadného dokonceni Sluzeb a vyteseni vSech dotazi,
pokud nebude ukoncena diive v souladu s touto
Smlouvou.

(b)

Sponsor may terminate this Agreement:

(b) Zadavatel tuto  Smlouvu

vypovedet:

je  opravnén

(1) with or without cause, upon thirty (30) days
prior written notice to Services Provider; or
(i) immediately for any of the following reasons:

e authorization and approval to conduct
the Study is withdrawn by the relevant
regulatory authority;

e the Study data support termination of
the Study for any reason, including the
safety and welfare of patients;

e Investigator becomes unavailable to
conduct the Study and a mutually
acceptable  replacement  principal
investigator cannot be identified;

e Services Provider materially breaches
the terms of this Agreement and
Services Provider has failed to cure the
material breach, at its own expense,
within thirty (30) days of receipt of
written notice specifying such breach;

e Services Provider breaches the anti-
bribery and anti-corruption provisions
in Section 13;

e Institution, Investigator, any of their
Study staff, Services Provider or any
Services Provider Staff becomes
debarred or disqualified; or

e Investigator has failed to recruit or
enroll a sufficient number of subjects
for participation in the Study to make it
likely that the statistical requirements
applicable to the Study will be met.

(1) 1 bez udani divodu pisemnym ozndmenim
Poskytovateli sluzeb s vypoveédni dobou tiicet
(30) dni; nebo

(i1)) s okamzitou UCinnosti
nasledujicich divodu:

e piislusny regulacni organ odejme povoleni
a schvaleni k provadéni Studie;

e Studijni tdaje nasvédcuji tomu, Ze by
Studie méla byt z jakéhokoli diivodu, napt.
z davodu bezpecnosti a prospéchu
pacientll, ukoncena;

e ZkousSejici pfestane byt schopen provadét

z kteréhokoli z

Studii a nelze nalézt vzijemnée
akceptovatelného néhradniho hlavniho
zkousejiciho;

e Poskytovatel sluzeb podstatnym zptisobem
porusi podminky této Smlouvy a toto
podstatné poruSeni na vlastni naklady
nezhoji do tficeti (30) dnl od doruceni k
vyzvy naprave specifikujici porusent;

e Poskytovatel sluzeb porusi ustanoveni o
zakazu korupce a uplatkafstvi uvedena v
¢lanku 13;

e Zdravotnickému zafizeni, ZkousSejicimu,
kterémukoli z  jejich  pracovnikl
podilejicich se na Studii, Poskytovateli
sluzeb nebo kterémukoli ¢lenovi Personalu
poskytovatele sluzeb je ud€len zakaz
¢innosti nebo je jinak vylouCen z
poskytovani sluzeb;
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e ZkouSejicimu se nepodafilo ziskat nebo
nabrat dostatecny pocet subjekti pro ucast
ve Studii a neni pravdépodobné, ze budou
splnény statistické pozadavky pro Studii.

(c) Immediately upon receipt of a notice of
termination of this Agreement, Services Provider shall
cease performing the Services and shall refrain from
incurring additional costs and expenses to the extent
reasonably possible.

(c) Okamzité po obdrzeni vypovédi této Smlouvy
ukonci Poskytovatel sluzeb poskytovani Sluzeb a zdrzi
se, jak to bude rozumné mozné, vynakladani jakychkoli
dalSich naklada a vydajt.

(d) The Parties agree that upon completion or
termination of the Services, in so far as they relate to
Personal Data which is the subject of Sponsor’s
obligations as data controller and except for such
Personal Data where there is a legal or regulatory
obligation for Services Provider to retain them,
Services Provider and all its Subprocessors, shall cease
handling such Personal Data and shall, at the choice of
Sponsor, return such Personal Data and the copies
thereof to Sponsor, or securely destroy the Personal
Data and certify to Sponsor or CRO that it or they have
done so. The Parties agree that consistent with Section
6 (g) of this Agreement, no Personal Data that directly
identifies the Study patients will be returned to Sponsor
directly or through CRO. Services Provider warrants
that it will guarantee the confidentiality of Personal
Data which is the subject of Sponsor’s obligations as
data controller and Services Provider’s legal or
regulatory retention obligations upon completion or
termination of the Services. Services Provider will not
actively process such Personal Data further, and will
handle it pursuant to Section 4 — Record Retention.

(d) Strany se dohodly, Ze po dokonceni nebo
ukonCeni poskytovani Sluzeb, pokud se tykaji
Osobnich udajii, za které odpovidd jako spravce
Zadavatel, a s vyjimkou takovych Osobnich udaji, u
nichz existuje zdkonnd nebo orgdnem vefejné moci
dand povinnost Poskytovatele sluzeb je uchovavat,
Poskytovatel sluzeb a vSichni jeho dil¢i zpracovatelé
ukon¢i nakladani s témito Osobnimi udaji a podle
volby Zadavatele je bud’ vrati, v€etné jejich kopii,
Zadavateli nebo je bezpecné znici a potvrdi Zadavateli
nebo CRO, Ze tak u€inili. Strany souhlasi, Ze v souladu
s Clankem 6 pism. g) této Smlouvy nebudou Zadavateli
pfimo ani prostfednictvim CRO vraceny zadné Osobni
udaje, které¢ piimo identifikuji Studijni pacienty.
Poskytovatel sluzeb zarucuje, ze zajisti dlvérnost
Osobnich udaji, za které odpovida Zadavatel jako
spravce a které jsou pfedmétem zikonnych nebo
orgdnem vefejné moci stanovenych povinnosti
Poskytovatele sluzeb tykajicich se uchovavani udaji
po dokonceni nebo ukonceni poskytovani Sluzeb.
Poskytovatel sluzeb nebude tyto Osobni udaje dale
aktivné zpracovavat a bude s nimi nakladat v souladu s
¢lankem 4 - Uchovavani zdznamil.

(e) In the event of premature termination of this
Agreement, the sum payable under this Agreement
shall be limited to prorated fees based on actual work
properly and timely performed through the date of
termination pursuant to the Protocol as determined in
accordance with Exhibit A. Any funds not due
Payee(s), as defined herein but already paid in advance
to Payee(s) shall be returned to CRO within thirty (30)
days of the site close-out visit by Sponsor or CRO
(unless such funds are non-refundable as agreed in this
Agreement).

(e) V ptipadé pred¢asného ukonceni této Smlouvy
bude c¢astka splatna podle této Smlouvy odpovidat
pomérné Casti odmén splatnych na zéklad¢ prace
skutecné, fadn€¢ a vcas vykonané pied ukoncenim
Smlouvy v souladu s Protokolem dle piilohy A.
Vesker¢ financni prostiedky, které dle vyse uvedeného
nemaji byt uhrazeny Piijemci/Ptijemctim plateb, ale
kter¢ mu/jim jiz byly vyplaceny ptfedem, budou
vraceny CRO do tficeti (30) dnl od close-out navstévy
u Poskytovatele provedené Zadavatelem nebo CRO
(ledaze jsou takové finan¢ni prosttedky dle této
Smlouvy nevratné).
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14.  ASSIGNMENT

| 14.  POSTOUPENI

This Agreement may not be assigned or transferred by
Services Provider without the prior written consent of
Sponsor. Sponsor may assign or transfer this
Agreement upon written notice to Services Provider.

Poskytovatel sluzeb nesmi tuto Smlouvu postoupit
nebo prevést bez predchoziho pisemného souhlasu
Zadavatele. Zadavatel mize tuto Smlouvu postoupit
nebo pifevést na zdkladé pisemného oznameni
Poskytovateli sluzeb.

15. INDEPENDENT CONTRACTOR

| 15. NEZAVISLY DODAVATEL

Each of the Parties to this Agreement shall act as an
independent contractor and not be interpreted, on any
basis, as an appointee, employee, agent, servant or
representative of the other Party. Accordingly, the
employee(s) of one Party shall not be regarded as
employee(s) of the other Party and none of the Parties
shall conclude a contract or agreement with a third
party the meaning of which obligates or binds the other
contractual Party. By this present Agreement neither a
joint venture, nor a partnership or any commercial
organization is created. For the avoidance of doubt
Sponsor or CRO shall not be liable to Payee(s) for any
employer related taxes and Payee(s) shall not be
entitled to enroll in any employee benefits of Sponsor
or CRO.

Kazda ze Stran této Smlouvy jedna jako nezévisly
dodavatel a nesmi byt na zddném zaklad¢é povazovana
za osobu jmenovanou druhou Stranou nebo
zaméstnance, zmocnénce, zavislou osobu nebo
zastupce druhé Strany. Zaméstnanci jedné Strany se
nepovazuji za zaméstnance druhé Strany a zadna ze
Stran nesmi uzaviit smlouvu nebo dohodu s tieti
osobou, kterd by zavazovala druhou Stranu nebo ji
ukladala jakékoli povinnosti. Touto Smlouvou se
nezaklada spolecny podnik, partnerstvi ani obchodni
organizace. Pro vylouceni pochybnosti plati, ze
Zadavatel ani CRO neodpovidaji Piijemci/Ptijemctim
plateb za uhradu Zadnych dani ze zavislé ¢innosti a Ze
Ptijemce/Ptijemci plateb neni/nejsou opravneén/i zadat
zadné zaméstnanecké vyhody od Zadavatele nebo
CRO.

16. PUBLICITY

| 16. PUBLICITA

Each Party shall obtain prior written consent from the
other Party before using the other Party’s name,
symbols or marks in any form of publicity. Services
Provider agrees not to release any press statements or
answer any enquiries regarding the Study or the Study
Drug from financial analysts without the prior written
approval of Sponsor.

Kazda ze Stran musi ziskat predchozi pisemny souhlas
druhé Strany pted pouzitim nézvu, symbolu nebo
znacky druhé Strany v jakékoli formé propagace.
Poskytovatel sluzeb se zavazuje, ze bez predchoziho
pisemného souhlasu Zadavatele nebude vydavat Zadna
tiskova prohlaseni ani odpovidat na dotazy finan¢nich
analytikl tykajici se Studie nebo Hodnoceného 1é€iva.

17. SURVIVAL

[17.  TRVANIi SMLOUVY

Provisions  herein  regarding  Confidentiality,
Deregistration, Audit, Monitoring and Inspection,
Payments, Intellectual Property, Insurance, Record
Retention, Governing Law and any compliance
provisions relating to transparency, Anti-Bribery and
Anti-Corruption and conflicts of interest, as does any
other provision in this Agreement that by its nature and
intent remains valid after the term of this Agreement

Ustanoveni této Smlouvy tykajici se davérnosti,
zruseni registrace, auditu, monitoringu a kontrol,
plateb, duSevniho vlastnictvi, pojiSténi, uchovavani
zaznamu, rozhodného prava a veskerd ustanoveni o
dodrzovani ptedpisti tykajicich se transparentnosti,
zakazu uplatkaistvi a korupce a stietu zajmu, jakoz i
veskera dal$i ustanoveni této Smlouvy, kterd vzhledem
ke své povaze a ucelu maji zlstat v platnosti i po
ukonceni této Smlouvy, zistavaji v platnosti i poté, co

HLX10-020-SCLC302_CZ 43102 CTA Ancillary Services Agreement Radiology V1.0 13-dec-2023, based on template V.1.0, 21-Feb-

2023

Page/Strana 20 of/z 29




shall survive the expiration or termination of this
Agreement.

uplyne doba platnosti této Smlouvy nebo tato Smlouva
jinak zanikne.

18. MISCELLANEOUS

| 18. RUZNE

(a) This Agreement, and any and all its exhibits
and appendices constitute the entire agreement among
the Parties regarding the Study and supersedes all prior
and contemporaneous agreements and understandings,
whether written or oral.

(a) Tato Smlouva a vSechny jeji ptilohy predstavuji
uplnou dohodu mezi Stranami tykajici se Studie a
nahrazuji vSechny pfedchozi i trvajici dohody a
ujednani, at’ uz pisemné nebo ustni.

(b) Except for the change of notice address and
contact person as provided in Section 18 (g), this
Agreement and any and all its exhibits and appendices
may be modified only by written agreement signed by
the Parties hereto.

(b) S vyjimkou zmény adresy pro dorucovani a
kontaktni osoby, jak jsou stanoveny v ¢lanku 18 pism.
g) této Smlouvy, lze tuto Smlouvu a vsSechny jeji
prilohy ménit pouze pisemnou dohodou podepsanou
obéma Stranami.

(©) If any provision of this Agreement conflicts
with the law under which this Agreement is to be
construed or if any such provision is held invalid by a
court, such provision shall be deemed to be restated to
reflect as nearly as possible the original intentions of
the Parties in accordance with Applicable Law and the
remainder of this Agreement shall remain in full force
and effect.

(c) Pokud je nékteré ustanoveni této Smlouvy v
rozporu s pravem, podle kterého ma byt tato Smlouva
vykladéna, nebo pokud je nekteré takové ustanoveni
soudem shleddno neplatnym, povazuje se takové
ustanoveni za upravené tak, aby co nejlépe odrazelo
puvodni umysl stran v souladu s Piislusnymi pravnimi
ptedpisy, pficemz zbyvajici ¢ast této Smlouvy zistava
v platnosti.

(d) Either Party’s failure to require the other Party
to comply with any provision of this Agreement shall
not be deemed a waiver of such provision or any other
provision of this Agreement.

(d) Skutecnost, ze kterakoli ze Stran nepozaduje
plnéni jakéhokoli ustanoveni této Smlouvy druhou
Stranou, neznamend vzdani se prava vyplyvajiciho z
tohoto ustanoveni nebo jakéhokoli jiného ustanoveni
této Smlouvy.

(e) If any dispute, controversy or claim arises out
of this Agreement, the Parties agree that they will
attempt in good faith to resolve the matter through
negotiations. If negotiations fail to resolve the dispute,
controversy or claim, the matter will be submitted to
third party mediation on terms substantially acceptable
to the Parties. If mediation fails to resolve a dispute,
controversy or claim, any Party may submit the matter
to an appropriate court for resolution.

(e)  Pokud z této Smlouvy vyplyne jakykoli spor,
nejasnost nebo narok, souhlasi Strany, Ze se v dobré
vife pokusi zalezitost vyfeSit smirnym jednanim.
Pokud se jednanim nepodafi spor, nejasnost nebo
narok takto vyfteSit, bude zalezitost piedlozena k
mediaci prostfednictvim tfeti osoby za pfijatelnych
podminek pro obé Strany. Pokud spor, nejasnost nebo
narok nebudou vyfeSeny prostiednictvim mediace,
muze kterakoli Strana piedlozit véc k feSeni
pfislusnému soudu.

® This Agreement shall be binding upon the
Parties, their heirs, successors, and permitted assigns.

) Tato Smlouva zavazuje Strany, jejich dédice,
pravni nastupce a postupniky.

(g)  Any notice required or permitted to be given
hereunder by any Party hereto shall be in writing and

(2) Jakékoli oznameni, které¢ podle této Smlouvy
musi nebo muze kterakoli ze Stran ucinit, musi mit
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shall be deemed given on the date received if delivered
personally, by recognized overnight courier, or five (5)
days after the date postmarked if sent by registered or
certified, mail, return receipt requested postage
prepaid, to the address below, delivery via an electronic
device - an electronic storage used for the delivery of
documents with verification of the owner's identity
(Data Box) is also allowed.

pisemnou formu a povazuje se za u¢inéné bud’ dnem
doruceni, je-li doruCeno osobné¢ nebo renomovanou
expresni kuryrni sluzbou, nebo pét (5) dni po datu
postovniho razitka, je-li zaslano doporucenou postou s
ptedplacenou dodejkou, a to na niZe uvedenou adresu,

piipousti  se téz  doruCeni  prostfednictvim
elektronickym zafizenim — elektronickym ulozistém
slouzicim  k doddvani  dokumentli s ovéfenim

totoznosti vlastnika (datové schranky).

If to Services Provider / Poskytovateli sluzeb:

(registered name/zapsany nazev Nemocnice ve Frydku-Mistku, p.o. El. Krasnohorské 321,

Frydek, 73801 Frydek — Mistek, Ceské republika (full address/uplna adresa),

If to CRO on behalf of SPONSOR / CRO v zastoupeni ZADAVATELE: y
EastHORN Clinical Services in CEE, s.r.0., U Dubu 260/10, 147 00, Praha 4, Ceské republika,

Any Party may change its notice address or contact
person by giving notice of same in the manner herein
provided. For the avoidance of doubt, no amendment
to this Agreement will be required in order to provide
notice of a change of address or contact person.

Kterdkoli ze Stran mize zménit svou adresu pro
doru¢ovani nebo kontaktni osobu ozndmenim
uc¢inénym v souladu s touto Smlouvou. Pro vylouceni
pochybnosti plati, ze k ozndmeni zmény adresy nebo
kontaktni osoby se nevyzaduje zména této Smlouvy.

(h) This Agreement shall not be considered
accepted, approved, or otherwise effective until signed
below by the appropriate Parties. Each of the Parties
hereto represents and warrants that the person signing
below on such Party’s behalf has the authority to enter
into this Agreement, and that this Agreement does not
conflict with any existing agreement or obligations of
such Party. This Agreement will be executed in two
counterparts, each of which shall be an original and all
such counterparts together shall constitute the entire
Agreement and a single legal document. Electronic
signatures, electronically transmitted and facsimile
transmitted signatures, electronic device — electronic
storage used to deliver documents with verification of
the identity of the owner (data box). shall have the same
full force and effect of an original signature.

The contracting parties acknowledge and agree that
this contract is subject to publication in accordance
with No. 340/2015 Coll. on the register of contracts.
The contract will come into force at the moment of
publication, which will be ensured by the Service
Provider.

(h) Tato Smlouva se nepovazuje za piijatou,
schvalenou nebo jinak platnou, dokud neni nize
podepsana pfislusSnymi Stranami. Kazda ze Stran
prohlasuje a zarucuje, ze osoba, kterd nize podepisuje
jménem této Strany, je opravnéna tuto smlouvu uzaviit
a ze tato Smlouva neni v rozporu s zadnou stavajici
smlouvou nebo zavazky této Strany. Tato Smlouva
bude vyhotovena ve dvou stejnopisech, z nichz kazdy
ma platnost originalu a vSechny tyto stejnopisy
dohromady tvofi jednu Smlouvu a jeden pravni
dokument.  Elektronické podpisy, elektronicky
pfenaSené¢ podpisy a podpisy prenaSené faxem,
elektronickym zafizenim — elektronickym tuloziStém
slouzicim  k doddvani  dokumenti s ovéfenim

totoznosti vlastnika (datové schranky). maji stejnou
plnou platnost a ucinek jako originalni podpis.
Smluvni strany berou na védomi a souhlasi, Ze tato
smlouva podléha zveiejnéni dle z.¢. 340/2015 Sb. o
registru smluv. Smlouva nabude u€innosti okamzikem
zveifejnéni, které zajisti Poskytovatel sluzeb.

19.  GOVERNING LAW

|19. ROZHODNE PRAVO
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This Agreement shall be construed in accordance with
the laws of The Czech Republic without regard to its
conflict of law’s provisions. Any disputes arising out
of or in connection with this Agreement shall be settled
before the courts of the Czech Republic having local
and subject matter jurisdiction. This Agreement has
been drawn up in English and Czech language, and in
case of any dispute in its interpretation the Czech
language version shall prevail.

Tato Smlouva se vyklada v souladu s pravem Ceské
republiky bez ohledu na jeho kolizni ustanoveni.
Veskeré spory vzniklé z této Smlouvy nebo v
souvislosti s ni budou feSeny pfed mistné a veécné
piislusnymi soudy Ceské republiky. Tato Smlouva
byla sepsana v ¢eském a anglickém jazyce a v ptipadé¢
jakéhokoli sporu pfi jejim vykladu je rozhodujici Ceska
verze.

THE REMAINDER OF THIS PAGE IS INTENTIONALLY
LEFT BLANK
SIGNATURES TO FOLLOW ON NEXT PAGE.

ZBYTEK TETO STRANKY JE ZAMERNE PONECHAN
PRAZDNY
PODPISY NA NASLEDUJICI STRANE
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Accepted and Agreed/Schvaluje a souhlasi:

EastHORN Clinical Services in CEE Limited
by its authorized signatory / prostiednictvim opravnéného zastupce

Signature/Podpis:

Printed Name/Jméno halkove: Malgorzata Szerszeniewska, MD

Title/Funkce:Head of Operations Europe

Date/Datum:

Nemocnice ve Frydku-Mistku, p.o.

Signature/Podpis:

Printed Name/Jméno hﬁlkové:_
Title/Funkce: _

Date/Datum:
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Exhibit A: Budget

Priloha A: Rozpocet

1. Conditional/Invoiceable items

1. Podminéné/Fakturovatelné polozky

CRO shall pay the Payee indicated below in
accordance to the terms specified in Section 3
below.

CRO uhradi nize uvedenému Piijemci plateb platby
v souladu s podminkami uvedenymi v bod¢ 3 nize.

Table 1: Conditional and/or Invoiceable

Procedures

Tabulka 1: Podminéné a/nebo fakturovatelné
ukony

Conditional Procedures /
Podminéné ukony

K¢

Cost Per Procedure,
inclusive of Overhead
CZK / Naklad na ukon

v€etné rezijnich naklada

Payment Terms / Platebni podminky

* All amounts above are in CZK

* Veskeré vyse uvedené Castky jsou v K¢

These procedures above may be payable only in
accordance to the Protocol:

Vyse uvedené tkony budou hrazeny, pouze budou-
li v souladu s Protokolem.

2. Overheads, VAT and other taxes, costs &
fixed amounts

2. Rezijni naklady, DPH a dalsi dané, naklady
a fixni ¢astky
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All agreed upon amounts are NET and Value
Added Tax (VAT) is excluded. VAT or other sales
taxes, if applicable, shall be shown separately on
valid invoice. The payment will not be subject to
withholding tax. In the limit of applicable
regulation, it is the responsibility of the Payee to
declare this income and CRO is not liable for any
taxes due.

Vsechny dohodnuté ¢astky jsou uvedeny netto a
bez dan¢ z ptidané hodnoty (DPH). Pfipadnd DPH
nebo jiné obdobné dan¢€ budou uvedeny zvlast na
platné faktute. Platba nebude podléhat srazkové
dani. Je povinnosti Pfijemce plateb tento piijem
pfiznat v ramci platnych predpist a CRO
neodpovida za platbu Zadnych dani.

All other taxes, costs and fixed amounts are
included in the payments detailed within Exhibit
A. Services Provider and/or Payee are responsible
for the payment of all taxes and levies to the
relevant authorities. If Services Provider and/or
Payee fails to comply with the national, local, or
any other taxes and charges required per local,
federal or national law, CRO will not be
responsible for that failure.

Vsechny ostatni dané, naklady a fixni ¢astky jsou
zahrnuty v platbach uvedenych v Piiloze A.
Poskytovatel sluzeb a/nebo Ptijemce plateb jsou
odpovédni za uhradu vSech dani a poplatkl
prislusnym organtim. Pokud Poskytovatel sluzeb
a/nebo Ptijemce plateb porusi pravni ptedpisy
tykajici se vnitrostatnich, mistnich, nebo
jakychkoli jinych dani, CRO za toto poruseni
neponese zadnou odpoveédnost.

All fees in this Exhibit A are inclusive of any
overheads incurred by Services Provider where
applicable.

Veskeré poplatky uvedené v této Priloze A
zahrnuji ptipadné rezijni ndklady Poskytovatele
sluzeb.

3. Payment Terms

3.  Platebni podminky

(a) In consideration of the performance of the
Services under this Agreement, CRO, upon
receipt of funds from Sponsor, agrees to pay the
remuneration indicated in Section 1 quarterly for
services rendered in the previous three (3) months
in accordance with the financial structures as set
forth within this Agreement based performed
Services, confirmed by the Services Provider, the
Investigator and the Monitor of the study.

(a) Za poskytovani sluzeb podle této Smlouvy
se CRO po obdrzeni financnich prostfedka od
Zadavatele zavazuje platit odménu uvedenou v
bodé¢ 1 Cctvrtletné za sluzby poskytnuté v
ptedchozich tfech (3) mésicich v souladu s
finan¢nimi rozpisy uvedenymi v této Smlouvé na
zakladé¢ provedenych Sluzeb potvrzenych
Poskytovatelem sluzeb, Zkousejicim a monitorem
Studie.

(b) The CRO will send a Payment Form with
the fee calculation for conditional/invoiceable
items to the Service provider. The Service
provider shall review and approve the fee
calculation in written. Only after the Service
provider approval on the Payment Form is
obtained, the CRO will request the Service

(b) CRO zasle Poskytovateli sluzeb Platebni
formular s kalkulaci odmény za podminténé /
fakturovatelné polozky. Poskytovatel sluzeb
zkontroluje a pisemné schvali kalkulaci odmény.
Teprve po schvéleni Platebniho ptehledu pozada
CRO Poskytovatele sluzeb o vystaveni faktury /
danového dokladu na schvalenou castku. Platba
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provider to issue an invoice/tax document for the
approved amount. Payment for
conditional/invoiceable items in Section 1 shall be
made with receipt of valid, itemized invoice and
any additional required supporting
documentation. All payments for conditional
procedures/items are subject to CRO verification
and approval. No additional cost for conditional
procedures/items shall be paid without prior
written approval from CRO.

za podminéné/fakturovatelné polozky uvedené
vbodé 1 bude provedena po obdrzeni platné
polozkové faktury a piipadné dal§i pozadované
podpirné dokumentace. VSechny platby za
podminéné tkony/polozky podléhaji ovefeni a
schvaleni CRO. Bez ptedchoziho pisemného
souhlasu CRO nebudou uhrazeny zadné
dodate¢né néklady na podminéné ukony/polozky.

(©) CRO, upon receipt of funds from Sponsor,
shall pay the remuneration specified above to
Services Provider by bank transfer to the bank
account listed below within forty-five (45) days of
its receipt of a correct, undisputed invoice.

(c) CRO po obdrzeni finan¢nich prostredki od
Zadavatele zaplati vySe uvedenou odménu
Poskytovateli sluzeb bankovnim pfevodem na
nize uvedeny bankovni tcet do Ctyficeti péti (45)
dnii od obdrzeni bezchybné a nerozporované
faktury.

Services Provider certify that the designated
payees are the proper payees for this Agreement.
The Parties agree that payments under this
Agreement shall be made by bank transfer in
accordance with Payee bank transfer information
detailed below. In case of changes in the Payee’s
bank details, Payee must inform CRO in
writing. The Parties agree that no amendment to
the Agreement will be required for changes in
bank details which do not involve a change of
Payee/Bank Account Name or change of country
location of bank account.

Poskytovatel sluzeb potvrzuje, ze urceni ptijemci
plateb jsou fadnymi piijemci plateb pro tuto
Smlouvu. Strany se dohodly, ze platby podle této
Smlouvy budou provadény bankovnim pievodem
v souladu s nize uvedenymi informacemi o
bankovnich udajich Piijemce plateb. V piipadé
zmény bankovnich udaji musi Pfijemce plateb
pisemné informovat CRO. Strany se dohodly, ze
v pfipadé zmeén bankovnich tudaji, které se
netykaji zmény nazvu Uc¢tu, zmény bankovniho
uctu nebo zmény zeme umisténi bankovniho uctu,
nebude vyzadovan dodatek ke Smlouvé.

Any payment that falls below the amount of 12
500 CZK (twelve thousand and five hundred
Czech crowns) should be added to the next
payment cycle, except of the final payment.

Jakakoli platba, ktera nedosahne ¢astky 12 500 K¢
(dvanacttisicpétsetkorunceskych), s vyjimkou
zavérecné platby, bude zafazena do dalSiho
platebniho cyklu.

Bank charges: SHA - the payer pays the fee of the
payer's bank; the payee pays the fees of the
payee’s bank.

Bankovni poplatky: SHA - platce hradi poplatky
banky platce; pfijemce hradi poplatky banky
piijemce.

Banking details for Payee [point of contacts]|:

Bankovni spojeni Prijemce plateb [kontaktni
udaje]:
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Name of account holder / Nazev
vlastnika uc¢tu:

Nemocnice ve Frydku-Mistku,
p.o.

Bank name / Nazev banky:

MONETA Money Bank, a.s.

Sort code / Bank and Branch ID
number / Poboc¢ka banky a ¢islo:

MONETA Money Bank, a.s.,
Frydek-Mistek,

Account code/IBAN Code /

174-63407764/0600

Routing/ CLABE/BSB/IFSC (as
applicable) / SWIFT/ABA
Routing/CLABE/BSB/IFSC
(uplatni-li se):

Cislo tétu/IBAN: IBAN: CZ016 0600 0001 7400
6340 7764
SWIFT/ABA AGBACZPP

Reference text / Zprava pro
pfijemce:

studie HLX10-020-SCLC302

An invoice/ tax document shall be issued in name
of:

Faktura/danovy doklad bude vystaven/a na jméno:

EastHORN Clinical Services in CEE Ltd.
Zinonos Sozou 11, Office 303
1075 Nicosia, Cyprus
Court Registration Number HE 253002
Tax ID CY10253002U

All invoices / tax documents should be sent in
electronic format to the e-mail address:

Vsechny faktury/daiiové doklady budou zasilany
v elektronické podob¢ na e-mailovou adresu:

invoice@easthorn.eu

Appendix 1

Priloha 1

Study Budget

Rozpocet Studie

Conditional Procedures /
Podminéné ukony

Cost Per Procedure,
inclusive of Overhead
CZK / Naklad na ikon

Payment Terms / Platebni podminky
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véetné rezijnich nakladu
K¢
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