CLINICAL TRIAL AGREEMENT
Protocol # CA2098TT

This Clinical Trial Agreement (“Agreement”) dated as of
the date of last signature and effective as of the date of
publication of the Agreement in the Register of Contracts
(“Effective Date”) between

Syneos Health UK Limited, with principal offices
located in the United Kingdom at Farnborough Business
Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, United Kingdom, including its affiliates,
subsidiaries, and specifically its parent company
Syneos Health, LLC (“CRO”)

And

Fakultni nemocnice Hradec Kralove, with a place of
business at Sokolska 581, 500 05 Hradec Kralove - Novy
Hradec Kralove, Czech Republic, VAT No.: 00179906,
represented by prof. MUDr. Vladimir Palicka, CSc., dr. h.
c., Director (“Provider”)

And

I vith a place of work

at Fakultni nemocnice Hradec Kralove, Department of
Oncology and Radiotherapy, Sokolska 581, 500 05
Hradec Kralove - Novy Hradec Kralove, Czech Republic
(‘“Principal Investigator”).

“Party” means CRO, Provider or Principal Investigator
equally, and “Parties” shall mean all of them.

BACKGROUND

By separate agreement, Bristol-Myers  Squibb
International Corporation, with a principal place of
business at Chaussée de la Hulpe 185, 1170 Brussel,
Belgium (“Sponsor”) has engaged Syneos Health, LLC,
a contract research organization, with a principal place of
business in the United States at 1030 Sync Street,
Morrisville, North Carolina 27560 USA acting as an
independent contractor, to act on behalf of Sponsor for
the purposes of transferring certain obligations in
connection to this Agreement, said obligations including
but not limited to negotiations and execution of the
Agreement and payment administration for services
performed and described hereunder.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined) Nivolumab, encoded
CA2098TT entitled “Pan Tumor Study for Long Term

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo CA2098TT

Tato smlouva o klinickém hodnoceni (dédle jen
~smlouva®“) ze dne pfipojeni posledniho podpisu s
ucinnosti k datu uvefejnéni smlouvy v registru smluv
(,,datum u€innosti) se uzavird mezi

spoleCnosti Syneos Health UK Limited, se sidlem ve
Velké Britanii na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
Spojené krélovstvi, vcetné jejich pobocek, dcefinych
spole¢nosti a konkrétné¢ jeji matefskou spolecnosti
Syneos Health, LLC (,,CRO*)

a

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolskd 581, 500 05 Hradec Krdlové - Novy Hradec
Kralové, Ceska republika, DIC: 00179906, zastoupena
prof. MUDr. Vladimirem Palickou, CSc., dr. h. c,
feditelem (,,poskytovatel)

a

pancm |, 1isto

pracovisteé: Fakultni nemocnice Hradec Kralové, Klinika
onkologie a radioterapie, Sokolskd 581, 500 05 Hradec
Krilové - Novy Hradec Krilové, Ceskd republika
(,,hlavni zkouSejici*).

,Smluvni strana“ znamena rovnocenné spolecnost CRO,
poskytovatele nebo hlavniho zkouSejiciho a ,,smluvni
strany* znamenaji vSechny z nich.

VYCHODISKA

Samostatnou smlouvou spolecnost Bristol-Myers Squibb
International Corporation, se sidlem na adrese Chaussée
de la Hulpe 185, 1170 Brusel, Belgie (dile jen
»~zadavatel) povefila spolec¢nost Syneos Health, LLC,
smluvni vyzkumnou organizaci se sidlem ve Spojenych
stitech na adrese 1030 Sync Street, Morrisville, North
Carolina 27560 USA, piisobici jako nezavisly smluvni
dodavatel, aby jednala jménem zadavatele pro tcely
pfevodu urcitych zavazkd plynoucich z této smlouvy,
pficemZ uvedené zdvazky zahrnuji zejména vyjednani a
uzavieni smlouvy a spravovani plateb za provadéné
sluZzby popsané niZe.

Zadavatel si pfeje podpofit klinické hodnoceni
hodnoceného 1éCivého piipravku (definovaného nize)
Nivolumab s kédovym oznaCenim e nazvanym
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Follow-up of Cancer Survivors Who Have Participated in
Trials Investigating Nivolumab” (“Protocol”) to be
conducted at Provider (“Trial”’) to involve patients
participating in the Trial (“Trial Subjects”).

Estimated duration of the Trial is from ||| G—_

Estimated total value of Provider’s performance is CZK
2,400.000,00.

The Parties agree as follows:

1. Investigators and Research Staff.

1.1. Principal Investigator. The Principal Investigator,
being an employee of the Provider, will be responsible
for the direction of the Trial in accordance with
applicable Provider policies. The Trial will be
conducted under the supervision of the Principal
Investigator at Fakultni nemocnice Hradec Kralove,
Sokolska 581, 500 05 Hradec Kralove - Novy Hradec
Kralove, Czech Republic.

1.2. Subinvestigators and Research Staff. Provider and
Principal Investigator will ensure that only individuals
who are appropriately trained and qualified assist in
the conduct of the Trial as subinvestigators or research
staff (subinvestigators, cooperating persons and
research staff collectively referred to as “Research
Staff”). Principal Investigator may delegate duties and
responsibilities to Research Staff only to the extent
permitted by Applicable Law (hereinafter defined)
governing the Trial conduct, as described below.
Sponsor may hold investigator meetings for scientific
purposes relevant to the Trial, including, without
limitation, training Research Staff and providing
updates on material safety information. At the request
of either CRO or Sponsor, the Principal Investigator
and relevant Research Staff are encouraged to attend
any such investigator = meetings.  Provider
acknowledges that either CRO or Sponsor may
reimburse expenses or provide travel and/or
hospitality in direct connection with such meetings.
For avoidance of doubt, any payments for services in
connection with an investigator meeting, (e.g.
presenting) shall be subject to a separate consultancy
agreement.

1.3. Obligations of  Provider and  Principal

,Dlouhodobé  sledovani ptezivini  onkologickych
pacientti, ktefti se ucastnili klinickych hodnoceni
nivolumabu k1écbé riznych typl nadort* (dale jen
,protokol*), které bude provadéno u poskytovatele (dale
jen ,klinické hodnoceni“) a budou do né& zafazeni
pacienti (déle jen ,,subjekty klinického hodnoceni*).

Predpoklddand délka trvani klinického hodnoceni je od

Predpokladand celkovd hodnota plnéni poskytovatele je
2.400.000,- K¢.

Strany se dohodly takto:

1. ZkousSejici a vyzkumny personél.

1.1. Hlavni  zkousSejici. Hlavni zkousSejici jako
zaméstnanec poskytovatele bude odpovédny za vedeni
klinického hodnoceni v souladu s platnymi pfedpisy
poskytovatele. Klinické hodnoceni bude provadéno
pod vedenim hlavniho zkousSejictho ve Fakultni
nemocnici Hradec Krélové, Sokolskd 581, 500 05
Hradec Krdlové - Novy Hradec Kralové, Ceské
republika.

1.2. Spoluzkousejici a vyzkumny personal.
Poskytovatel a hlavni zkouSejici zajisti, aby se na
provadéni klinického hodnoceni jako spoluzkousejici
a vyzkumny persondl podilely pouze osoby s
odpovidajicim vzdélanim a kvalifikaci
(spoluzkousejici, spolupracujici osoby a vyzkumny
persondl jsou spole¢né oznacovani jako ,,vyzkumny
personal). Hlavni zkouSejici muze delegovat
povinnosti a odpovédnosti na vyzkumny persondl
pouze vrozsahu povoleném platnymi zdkony
(definované nizZe) upravujicimi provadeéni klinického
hodnoceni, jak je uvedeno niZe. Zadavatel mulze
potadat jednani zkousejicich, a to pro védecké tucely
souvisejici s klinickym hodnocenim, mimo jiné véetné
Skoleni vyzkumného persondlu a pfedavani aktudlnich
informaci o bezpe€nosti materidlu. Budou-li o to
pozdddni CRO nebo zadavatelem, hlavnimu
zkousejicimu a piislusnému vyzkumného persondlu se
doporucuje ucast na takovych jednanich zkousejicich.
Poskytovatel bere na védomi, Ze CRO nebo zadavatel
mohou zajistit proplaceni vyloh, pfipadné poskytnuti
pfepravy, ubytovdni a stravy v piimé souvislosti
s takovymi jedndnimi. Pro vylouceni pochybnosti —
veskeré platby za sluzby souvisejici
s investigdtorskym mitinkem (napf. prezentace) budou
predmétem samostatné poradenské smlouvy.

1.3. Povinnosti poskytovatele a hlavniho zkousSejiciho.
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Investigator. Provider and Principal Investigator will
ensure that Research Staff is informed of and agree to
abide by all terms of this Agreement applicable to the
activities they perform. Provider and Principal
Investigator will assume all those responsibilities
assigned under all applicable laws, rules, regulations,
guidelines and standards including, without limitation,
all  relevant  International = Conference  on
Harmonization Good Clinical Practice (“ICH GCP”)
guidelines and standards and the World Medical
Association Declaration of Helsinki “Ethical
Principles for Medical Research Involving Human
Subjects” (2013), all applicable laws and guidance
relating to clinical trials of medicines and all
applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, especially the Act No.
378/2007 Coll., on Pharmaceuticals, as amended, the
Act No. 372/2011 Coll., on Medical Services, and the
Decree No. 226/2008 Coll., on Good Clinical Practice
and Detailed Conditions of Clinical Trials on
Medicinal Products, as amended, and all applicable
laws relating to the confidentiality, privacy and
security of Trial Subject information inclusive but not
limited to the EU General Data Protection Regulation
- GDPR (“Applicable Law”).

1.4.No  Substitution. Provider and Principal
Investigator may not reassign the conduct of the Trial
to a different Principal Investigator without prior
written authorization from Sponsor. Any replacement
Principal Investigator will be required to agree to the
terms and conditions of this Agreement in a written
amendment to this Agreement. In the event Sponsor
does not approve a replacement Principal Investigator,
Sponsor or CRO may terminate this Agreement in
accordance with the Termination provisions below.

2. Protocol. Provider and Principal Investigator will
conduct the Trial in accordance with the Protocol and
Applicable Law.

2.1. Amendments. The Protocol may be modified only
by a written amendment (‘“Protocol Amendment”),
signed by Sponsor and the Principal Investigator. If
applicable, the Parties acknowledge that Protocol
Amendments are also subject to approval by the
responsible Independent Ethics Committee (“IEC”)
and/or Regulatory Authority (“RA”). Sponsor may
instruct a deviation from the Protocol on an
emergency basis for the safety of the Trial Subjects.
Provider and/or Principal Investigator will notify the

Poskytovatel a hlavni zkouSejici zajisti, aby byl
vyzkumny persondl informovin o veSkerych
podminkéch této smlouvy platnych pro vykondvané
¢innosti a souhlasil s nimi. Poskytovatel a hlavni
zkousejici prevezme vSechny povinnosti vyplyvajici
ze vsech platnych zakond, predpist, pokyni a norem,
véetné¢ zejména vSech platnych pokynl a standardd
Mezinarodni konference o harmonizaci spravné
klinické praxe (International Conference on
Harmonization Good Clinical Practice, ICH GCP) a
Helsinské Deklarace Svétové 1ékafské asociace
,Btické zdsady pro lékafsky vyzkum za tcasti
lidskych subjektt (2013), vSech platnych zdkonl a
pokynli upravujicich klinickd hodnoceni 1é¢ivych
ptipravki a vSech platnych zdkoni upravujicich lidska
prava, legislativy upravujici dodavky 1éka, legislativy
upravujici otazky vzorkl tkan€ a biologickych vzorkd,
a to zejména zdkona ¢. 378/2007 Sb., o 1écivech, ve
znéni pozdéjsich predpisii, zdkona ¢. 372/2011 Sb., o
zdravotnich sluzbdch, a vyhlasky ¢. 226/2008 Sb., ve
znéni pozdéjsich predpist, kterou se stanovi Spravna
klinickd praxe a bliz§i podminky klinického
hodnoceni 1éCivych piipravkli, a vsSech platnych
zakonu tykajicich se zachovani divérnosti, ochrany
osobnich udaji a bezpecnosti informaci o subjektu
klinického hodnoceni, v€etné Obecného natfizeni EU
na ochranu osobnich tdaji — GDPR (,platné
zakony*).

1.4. Zékaz zastupovdni. Poskytovatel a hlavni
zkousejici nesmi postoupit provadéni klinického
hodnoceni na jiného hlavniho zkousSejictho bez
pfedchoziho  pisemného  schvédleni zadavatele.
Néhradni hlavni zkouSejici bude muset vyjadfit
souhlas s podminkami této smlouvy v pisemném
dodatku ktéto smlouvé. V piipadé, Ze =zadavatel
neschvdli nahradniho hlavniho zkouSejiciho, muze
zadavatel nebo spole¢nost CRO v souladu s déle
uvedenymi podminkami ukonceni platnosti smlouvy
smlouvu ukoncit.

2. Protokol. Poskytovatel a hlavni zkousSejici povedou
klinické hodnoceni v souladu s protokolem a platnymi
zékony.

2.1. Dodatky. Protokol se miiZe upravovat pouze
formou pisemného dodatku (,,Dodatek k protokolu‘)
podepsaného zadavatelem a hlavnim zkouSejicim. Je-
li to relevantni, strany jsou si védomy skutecnosti, Ze
dodatky k protokolu musi schvélit také piislusna
nezdvisld etickd komise (,NEK*) a/nebo regulacni
dfad (,RU“). V akutnim pfipad¢ k zajiSténi
bezpecnosti miZze zadavatel vydat pokyn k odchyleni
se od protokolu. Poskytovatel a/nebo hlavni zkouSejici
informuji odpovédnou NEK a/nebo RU co nejdiive, v
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responsible IEC and/or RA as soon as practicable but,
in any event, no later than five (5) business days after
the deviation is implemented. Any emergency
deviation will be followed by written Protocol
Amendment.

2.2. Emergency Deviations/Urgent Safety Measures.
If the Principal Investigator determines that it is
necessary to deviate from the Protocol on an
emergency basis for the safety of the Trial Subjects,
Provider and/or Principal Investigator will notify
Sponsor and the responsible IEC and/or RA as soon as
practicable but, in any event, no later than five (5)
business days after the deviation is implemented.

3. IEC and RA. The Parties will ensure that the Trial is
initiated only after both the Trial and the informed
consent form (“ICF”) are approved by an IEC and/or RA
that complies with all Applicable Law. The Parties will
further ensure that the Trial is subject to continuing
oversight by the IEC and/or RA throughout its conduct.

4. Sponsor Drug. Sponsor will provide Provider with
sufficient quantities of the Sponsor product that is being
studied (“Sponsor Drug”) to conduct the Trial at no cost
to the Provider and Principal Investigator. If required by
the Protocol and unless otherwise agreed, Sponsor will
also provide placebo or comparator drug (“Comparator
Drug”) at no cost to the Provider and Principal
Investigator.

4.1. Custody and Dispensing. Provider and Principal
Investigator will adhere to Applicable Law requiring
careful custody and dispensing of Sponsor Drug or
Comparator Drug, as well as appropriate
documentation of such activities.

4.2. Control. Provider and Principal Investigator will
maintain appropriate control of supplies of Sponsor
Drug or Comparator Drug and will not administer or
dispense it to anyone who is not a Trial Subject, or
provide access to it to anyone except Research Staff.

4.3. Use. Provider and Principal Investigator will use
Sponsor Drug or Comparator Drug only as specified
in the Protocol. Any other use of Sponsor Drug or
Comparator Drug constitutes a material breach of this
Agreement.

4.4. Ownership of Sponsor Drug. Sponsor Drug is and
remains the property of Sponsor. Sponsor grants

kazdém piipad€ vSak nejpozdéji pét (5) pracovnich
dnti po uplatnéni odchylky. Kazdd akutni odchylka
musi byt nisledné zachycena v pisemném dodatku k
protokolu.

2.2. Akutni odchylky/urgentni bezpecnostni opatieni.
Jestlize hlavni zkousSejici dojde k zavéru, Ze je nutné
se v akutnim pifipad€é k =zachovdni bezpecnosti
subjektti klinického hodnoceni odchylit od protokolu,
poskytovatel a/nebo hlavni zkouSejici uvédomi
zadavatele a piislusnou  NEK a/mebo RU co
nejrychleji, v kazdém piipad¢ nejpozdéji do péti (5)
pracovnich dnti po uplatnéni této odchylky.

3.NEK a RU. Smluvni strany zajisti, Ze klinické
hodnoceni bude zahdjeno a7z po schvaleni klinického
hodnoceni a formuldfe informovaného souhlasu, které
jsou v souladu s platnymi zakony, nezavislou etickou
komisi a/nebo RU. Smluvni strany dile zajisti, aby po
celou dobu jeho provddéni bylo klinického hodnoceni
pod trvalym dohledem NEK a/nebo RU.

4. Hodnoceny 1&Civy piipravek. Zadavatel poskytne
poskytovateli a hlavnimu zkouSejicimu dostate¢né
mnoZstvi hodnoceného 1é¢ivého piipravku (ddle je
,hodnoceny lé¢ivy piipravek™) k provedeni klinického
hodnoceni. Pokud to poZaduje protokol a pokud neni
dohodnuto jinak, zadavatel rovnéZ zdarma poskytne
placebo nebo srovnavaci 1ék (déle jen ,,srovnavaci 1€k*).

4.1. Uchovdvani a vyddvani 1éku. Poskytovatel a
hlavni zkouSejici musi dodrzovat platné zdkony
vyZadujici  peclivé  uchovdvani a  vydavani
hodnoceného 1éCivého piipravku nebo srovndvaciho
1éku, vCetné patficné dokumentace téchto ¢innosti.

4.2. Kontrola. Poskytovatel a hlavni zkousejici musi
vykondvat dostatenou kontrolu nad zisobami
hodnoceného 1é¢ivého piipravku a srovndvaciho 1éku
a nepodd ani nevydad piipravek osobé, kterd neni
ucastnikem klinického hodnoceni, a neumozni ptistup
k pfipravku nikomu s vyjimkou vyzkumného
personalu klinického hodnoceni.

4.3. Pouziti. Poskytovatel a hlavni zkouSejici budou
pouzivat hodnoceny 1é¢ivy piipravek nebo srovnivaci
1€k pouze zptisobem uvedenym v protokolu. Jakékoliv
jiné pouZziti hodnoceného 1écivého piipravku nebo
srovndvaciho 1éku pfedstavuje zavazné poruseni této
smlouvy.

4.4. Vlastnictvi hodnoceného 1é¢ivého piipravku.
Hodnoceny 1éCivy pfipravek je a zlstdva vlastnictvim
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Provider and Principal Investigator no express or
implied intellectual property rights in the Sponsor
Drug or in any methods of making or using the
Sponsor Drug.

4.5. Payment for Sponsor Drug or Comparator Drug.
Provider and Principal Investigator will not charge a
Trial Subject or third-party payer for Sponsor Drug or
Comparator Drug or for any services reimbursed by
Sponsor or its designee under this Agreement.

4.6. Sponsor Drug shall be delivered to hospital’s
Pharmacy to the following address:

Fakultni nemocnice Hradec Kralove

Nemocnicni lekarna ( building no.20(

Sokolska 581

500 05 Hradec Kralove

Czech Republic

, always properly wrapped up in package designated
for Sponsor Drug and labeled in accordance with the
provision of Sec. 19.1.e of the Decree No. 226/2008
Coll., on Good Clinical Practice. Deliveries of
Sponsor Drug shall be done from Monday to Friday
between 7.00 am and 2.00 pm to the building of
hospital’s Pharmacy (No. 20).

5. Financial Arrangements. Compensation for services
provided under this Agreement will be made by way of
payments in accordance with Attachment A (Payment
Terms) and Attachment B (Financial Arrangements
Worksheet). All Parties acknowledge that amounts set
forth in Attachment B represent fair market value of the
services provided by Provider and Principal Investigator
for conducting the Trial to the best of their knowledge.
All amounts are inclusive of all direct, indirect, overhead
and other costs, including laboratory and ancillary service
charges, and will remain firm for the duration of the Trial,
unless otherwise agreed in writing by the Parties. Neither
the Provider nor the Principal Investigator will directly or
indirectly seek or receive compensation from Trial
Subjects or third-party payers for any material, treatment
or service that is required by the Protocol and provided or
paid by Sponsor or its designee, including, but not limited
to, Sponsor Drug, Comparator Drug, Trial Subject
screening, infusions, physician and nurse services,
diagnostic tests, and Sponsor Drug and/or Comparator
Drug administration. Once the designated payees have
been paid for the performance of the Trial, neither CRO
nor Sponsor shall have any further obligation or liability

zadavatele. Zadavatel neud€luje poskytovateli ani
hlavnimu  zkouSejicimu  7Zddnd  vyslovnd  ani
predpoklddand prdva duSevniho vlastnictvi k
hodnocenému 1é¢ivému piipravku nebo k jakymkoliv
metoddm vyroby nebo pouZivani hodnoceného
1é¢ivého piipravku.

4.5. Platba za hodnoceny 1éCivy piipravek nebo
srovndvaci 1ék. Poskytovatel a hlavni zkouSejici
nebudou subjektiim klinického hodnoceni ani platciim
tietich stran uctovat zadné Castky za hodnoceny 1éCivy
ptipravek nebo srovnavaci 1€k ani za jakékoliv sluzby,
které mu podle této smlouvy proplaci zadavatel nebo
jeho zastupce.

4.6. Hodnoceny 1é¢ivy piipravek bude doddvan do
nemocni¢ni 1ékarny

na adresu :

Fakultni nemocnice Hradec Krdlové,

Nemocnicni 1ékarna (budova ¢. 20)

Sokolska 581

500 05 Hradec Krélové

Ceska republika

, vidy v tadné zabalenych obalech urcenych pro
hodnoceny 1é¢ivy piipravek a oznaceny v souladu s
ustanovenim § 19 odst. 1 pism. e) vyhlasky ¢.
226/2008 Sb., o spravné klinické praxi. Dodavky
hodnoceného  1é¢ivého  prfipravku  se  budou
uskuteciiovat v Po-P4 od 7.00 h do 14.00 h do budovy
nemocni¢ni 1ékarny ¢. 20.

5. Finanéni ujedndni. Odména za sluzby poskytované dle
této smlouvy bude vyplacena prostiednictvim thrad v
souladu s piilohou A (platebni podminky) a piilohou B
(zdznam finan¢niho ujednéni). VSechny strany berou na
védomi, Ze castky uvedené v piiloze B predstavuji
spravedlivou trzni hodnotu sluzeb poskytovanych
poskytovatelem a hlavnim zkouSejicim pfi provadéni
klinického hodnoceni dle jejich nejlepSiho védomi.
Vsechny ¢astky zahrnuji vSechny piimé, neptimé, reZijni
a dalsi naklady, véetné ndkladii na laboratorni a pomocné
sluzby a zustanou pevné po dobu trvani klinického
hodnoceni, pokud se strany pisemné nedohodnou jinak.
Poskytovatel ani hlavni zkouSejici nebudou piimo ani
nepiimo vyZadovat ani pfijimat odménu od subjektl
klinického hodnoceni nebo platcii tfetich stran za
materialy, 1é¢bu nebo sluzby vyZadované podle protokolu
a poskytnuté nebo zaplacené zadavatelem nebo jeho
zastupcem, vcetn¢ zejména hodnoceného 1éCivého
ptipravku, srovndvaciho 1éku, screeningu subjektil
klinického hodnoceni, infuzi, sluzeb lékaiu a sester,
diagnostickych testdi a podavani hodnoceného 1é¢ivého
pfipravku a/nebo srovndvactho 1éku. Jakmile bude
urCenym  pfijemcim plateb uhrazeno provadéni
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whatsoever to pay Principal Investigator or Provider.

6. Reporting  Obligations.  Principal  Investigator
acknowledges that various laws, statutes, regulations,
directives, and/or industry requirements (collectively,
“Reporting Laws”) require certain companies in the
pharmaceutical/healthcare industry to disclose and report
information regarding payments made and agreements
entered into with healthcare professionals or other
individuals and entities carrying out activities in certain
countries. Accordingly, where such Reporting Laws are
applicable, Principal Investigator acknowledges and
agrees that information, including but not limited to:
(i) name, address, qualifications and medical specialties,
registration number; (ii) information regarding the
Agreement; and (iii) information concerning all payments
or benefits (in cash or in kind) made to Principal
Investigator under the Agreement may be disclosed by
CRO to Sponsor and/or to the relevant responsible
authority for publication of such information publicly in
accordance with the relevant Reporting Laws. The right
of Principal Investigator to object to data collection and
data processing pursuant to applicable privacy laws may
not apply where the disclosure obligation results from a
statutory requirement. Execution of this Agreement
serves as Principal Investigator’s consent to the data
collection, processing and disclosure of the information
set forth herein for the purposes stated.

7. Trial Subject Enrollment. Provider and Principal
Investigator have agreed to enroll Trial Subjects in the
Trial in accordance with the Protocol and in accordance
with IEC and/or RA approval. Sponsor may discontinue
Trial Subject enrollment if the total enrollment needed for
a multi-center Trial has been achieved, if applicable.
Estimated number of enrolled Trial Subjects is |

8. Informed Consent. Principal Investigator shall ensure
that the ICF provided by Sponsor and approved by IEC
and/or RA is signed on behalf of each Trial Subject
before the first Trial related procedure starts for the Trial
Subject. Provider and Principal Investigator shall not
make any written or oral promises, statements or other
representations to Trial Subjects (whether or not formally
documented in the informed consent forms) that either
CRO or Sponsor will (i) provide any form of
compensation, reimbursement or payment, medical
treatment (including post-Trial provisioning of any
additional Sponsor Drug) and/or any other support or
thing of value, except to the extent expressly provided
within this Agreement or the Protocol; or (ii) provide any

klinického hodnoceni, spole¢nost CRO ani zadavatel
nebudou déle jakymkoliv zptisobem povinni ¢i odpovédni
za platby hlavnimu zkouSejicimu nebo poskytovateli.

6. Vykazovaci povinnosti. Hlavni zkouSejici bere na
védomi, ze rGzné zdkony, zakoniky, pfedpisy, smérnice
a/nebo odvétvové pozadavky (spoleéné ddle jen ,,zakony
o vykazovani“) vyzaduji, aby nékteré spolecnosti ve
farmaceutickém/zdravotnim odvétvi zvefejilovaly a
vykazovaly informace o provedenych platbich a
uzavienych smlouvdch se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykondvajicimi ¢innosti
v ur€itych zemich. V souladu s tim bere pfi platnosti
téchto zakonl o vykazovani hlavni zkouSejici na védomi
a souhlasi, Ze informace, zejména: (i) jméno, adresa,
kvalifikace a 1ékatské specializace, registracni Ccislo,
(ii) informace tykajici se smlouvy a (iii) informace o
vSech platbdch nebo vyhodich (v hotovosti nebo v
naturdliich) vyplacenych hlavnimu zkousejicimu dle této
smlouvy mohou byt spolecnosti CRO sdé€leny zadavateli
a/nebo pfislusnému odpovédnému uradu ke zvefejnéni
téchto informaci v souladu s piisluSnymi zdkony o
vykazovani. Pravo hlavniho zkouSejictho odmitnout
shromazd’ovani udaji a zpracovani udaju dle platnych
zédkontl o ochran¢ osobnich idajii se nemusi vztahovat na
piipady, kdy zvefejiovaci povinnost vyplyvd ze
zékonného pozadavku. Uzavieni této smlouvy slouZi jako
souhlas hlavniho zkouSejictho se shromazd’ovanim,
zpracovavanim a zvefejiiovanim tidaji uvedenych v této
smlouvé€ pro zminéné ucely.

7. Zatazeni subjektti klinického hodnoceni. Poskytovatel
a hlavni zkouSejici se dohodli zatadit subjekty klinického
hodnoceni do klinického hodnoceni v souladu s
protokolem a souhlasy NEK a/nebo RU. Po dosaZeni
celkového poctu subjektt potiebného pro provadéni
multicentrického klinického hodnoceni mize zadavatel
zastavit dal$i zafazovani subjekti do klinického
hodnoceni. Pfedpoklddany pocet zarazenych subjektii
klinického hodnoceni je

8. Informovany souhlas. Hlavni zkousSejici je povinen
zajistit, Ze pred zahdjenim prvnich postupl klinického
hodnoceni u subjektu klinického hodnoceni bude jménem
kazdého subjektu klinického hodnoceni podepsin
formulaf informovaného souhlasu dodany zadavatelem a
schvdleny NEK a/mebo RU. Poskytovatel a hlavni
zkousejici neucini vici subjektim klinického hodnoceni
Zadné pisemné ani udstni piisliby, prohlaSeni ¢i jind
vyjadfeni (at' jiz budou formdln¢ zdokumentovany ve
formuldfich informovaného souhlasu ¢i nikoliv), podle
nichZz by CRO nebo zadavatel méli (i) poskytnout
jakoukoliv formu kompenzace, ndhrady nebo thrady,
l1ékaiské oSetieni (vCetn€ zdsobovani jakymikoliv dalSimi
hodnocenymi 1éCivymi piipravky po ukonceni klinického
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greater reimbursement for Trial related injuries than that
which is set forth in the Sponsor’s indemnification
obligations.

9. Reporting Adverse Events and ICH GCP Breaches.

hodnoceni) a/nebo podporu ¢i hodnotnou véc, pokud tak
vyslovné nestanovi tato smlouva nebo protokol, nebo (ii)
poskytnout jakkoliv vys§i Cdstky ndhrad za djmy na
zdravi v souvislosti s klinickym hodnocenim, nez je vyse
stanovend v ramci zadavatelovych povinnosti poskytnout

odskodnéni.

9. HlaSeni nezadoucich piihod a porusSeni ICH GCP.

Provider and Principal Investigator will report adverse
events experienced by Trial Subjects at any time in
accordance with instructions in the Protocol and
Applicable Law.

10. Personal Data Protection and Privacy. The Parties
recognize a common goal of securing all personal data
and holding such information in confidence and
protecting it from unauthorized disclosure. The Parties
represent and warrant that they will comply with the
provisions of Applicable Law relating to the
confidentiality, privacy and security of such personal
data. In addition, the Provider and Principal Investigator
shall comply with the following provisions:

10.1. Authorization to Use and Disclose Health
Information. Provider and Principal Investigator shall
provide an appropriate privacy notice to each Trial
Subject and obtain a written privacy authorization
from each Trial Subject, complying with Applicable
Law, which will enable Provider and Principal
Investigator to provide Sponsor and other persons and
entities designated by Sponsor access to completed
case report forms (“CRFs”), source documents and all
other information required by the Protocol. If such an
authorization is separate from the ICF, Provider and
Principal Investigator will only use the authorization
that is provided by Sponsor and approved by IEC
and/or RA (if applicable).

10.2. Use of Trial Subject Personal Data. Provider and
Principal Investigator will use the personal data
obtained from the Trial Subjects in connection with
the Trial for no purposes other than outlined in the
Protocol and shall manage such personal data in
accordance with Applicable Law. CRO and Provider
act as processors with respect to the personal data of
Trial Subjects processed for the purposes of the Trial
according to GDPR, Sponsor acts as controller of
personal data.

10.3. Disclosure of Trial Subject Personal Data.
Provider and Principal Investigator shall not disclose

Poskytovatel a hlavni zkouSejici nahldsi kdykoliv
nezadouci pifthody subjektd klinického hodnoceni
v souladu s pokyny protokolu a platnymi zdkony.

10. Ochrana osobnich tdaji a soukromi. Strany jsou si
védomy spole¢ného cile zabezpeceni vSech osobnich
udaji a zachovani jejich divérnosti a ochrany pred
neopravnénym zvetejnénim. Strany prohlasuji a zarucuji,
Ze budou dodrzovat vSechna ustanoveni Platnych Zakont
upravujicich divérnost, ochranu soukromi a zabezpeceni
téchto osobnich tdaji. Dale budou poskytovatel a Hlavni
Zkousejici dodrZovat nasledujici ujednéni:

10.1. Oprdvnéni Pouzivat a Sdélovat Zdravotni
Informace. Poskytovatel a Hlavni Zkousejici
poskytnou kazdému Subjektu Klinického hodnoceni
prislusné ozndmeni o ochrané osobnich udaji a od
kazdého Subjektu Klinického hodnoceni ziskaji v
souladu s Platnymi Zikony pisemny souhlas k
poskytnuti osobnich udajii, ktery poskytovateli a
Hlavnimu  ZkouSejicimu  umoZni  poskytnout
zadavateli a dal$im osobam a subjektim uréenym
zadavatelem pfistup k vyplnénym formuldiim
zdznamd subjektd klinického hodnoceni (,,CRF*),
zdrojovym dokumentim a vSem dal$im informacim
pozadovanych dle Protokolu. Neni-li tento souhlas
uzavien jako soucdst formuldfe informovaného
souhlasu, poskytovatel a Hlavni Zkousejici pouZziji
pouze souhlas, ktery je dod4dn zadavatelem a schvilen
NEK a/nebo kontrolnim tfadem (pokud je to vhodné).

10.2. Pouziti Osobnich Udaji Subijektu Klinického
Hodnoceni. Poskytovatel a Hlavni ZkouSejici budou
pouZzivat osobni udaje ziskané od subjektd klinického
hodnoceni v souvislosti s klinickym hodnocenim a
nebudou je pouZivat pro zadné jiné ucely, nez které
jsou uvedeny v protokolu, a s takovymi tidaji budou
naklddat v souladu s Platnymi Zdkony. CRO a
Poskytovatel vystupuji u Osobnich Udajii Subjektu
Klinického Hodnoceni zpracovavanych pro tucely
klinického hodnoceni ve smyslu GDPR v rolich
zpracovatell, Zadavatel v roli spravce osobnich udaji.

Udajt
Poskytovatel a

Subjektu
Hlavni

10.3. Zptistupnéni  Osobnich
Klinického Hodnoceni.
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personal data to CRO or the Sponsor except as is
required to satisfy the requirements of the Protocol,
for the purpose of monitoring or adverse event
reporting, or in relation to a claim or proceeding
brought by a Trial Subject in connection with the
Trial. In all such cases of disclosure, the Provider and
Principal Investigator shall respect the “data
minimization” principle of privacy, including but not
limited to the following example: actual Trial Subject
names shall not be included on any invoices for
payment submitted by the designated payees.

10.4. Personal Data of the Principal Investigator, the
Research Staff and other employees/contractors of the

Zkousejici neptedlozi osobni tidaje spole¢nosti CRO
ani zadavateli, pokud to neni nutné ke splnéni
pozadavkil protokolu nebo pro tucely monitorovani
nebo hlaseni neZzadoucich pithod nebo ve vztahu
k ndroku nebo fizeni vznesenému ¢i zahdjenému
subjektem  klinického  hodnoceni ve  spojeni
s klinickym hodnocenim. V takovych ptipadech
zptistupnéni budou poskytovatel a Hlavni ZkousSejici
dodrzovat princip ,,minimalizace udaji* pii zachovani
davérnosti, mimo jiné vcetné nasledujictho prikladu:
skute¢nd jména subjektd klinického hodnoceni
nebudou zahrnuta na Zadnych fakturdch k platbam
piedloZenych ptisluSnymi plétci.

10.4. Osobni Udaje Hlavniho Zkousejiciho,
Pracovniki  Vyzkumu a dalSich Zaméstnancu /

Provider or of the Principal Investigator and Personal

Smluvnich Partnertt poskytovatele nebo Hlavniho

Data of CRO’s employees/contractors.

a. Both prior to and during the course of the Trial,
the Provider, the Principal Investigator, the
Research Staff and other employees/contractors of
the Provider or of the Principal Investigator may be
called upon to provide personal data about the
Principal Investigator, the Research Staff and other
employees/contractors of the Provider or of the
Principal Investigator to the Sponsor and other
third parties involved in the conduct of the Trial,
including CRO. Such personal data may include
names, contact information, work experience and
professional qualifications, publications, resumes,
educational background and/or information relating
to payments made pursuant to this Agreement. The
Provider and Principal Investigator shall provide
the information reasonably requested by Sponsor
and/or CRO and shall ensure that the Research
Staff authorize the processing and storage of
certain personal data about the Principal
Investigator, the Research Staff and other
employees/contractors of the Provider or of the
Principal Investigator to the extent permitted by
Applicable Law for the following purposes:

(1) the conduct of clinical trials;
(2) verification by government or regulatory
agencies, the Sponsor, CRO, and their agents

and affiliates;

(3) compliance with legal and regulatory
requirements;

(4) publication on www.clinicaltrials.gov and
other websites and/or databases that serve a

ZkouSejictho a Osobni Udaje Zaméstnancti  /
Smluvnich Partnert Spole¢nosti CRO.

a. Pred zahdjenim a v pribéhu klinického
Hodnoceni mohou byt poskytovatel, Hlavni
ZkouSejici, Pracovnici Vyzkumu a  dals{
zaméstnanci / smluvni partnefi poskytovatele nebo
Hlavniho ZkouSejictho vyzvani, aby poskytli
osobni idaje o Hlavnim Zkousejicim, Pracovnicich
Vyzkumu a DalSich Zaméstnancich / Smluvnich
partnerech  poskytovatele = nebo  Hlavniho
Zkousejiciho zadavateli a dalSim tfetim strandm
zapojenym do provadéni klinického hodnoceni,
véetn¢ spolecnosti CRO. Takové osobni tdaje
mohou zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikace,
publikace, Zivotopisy, vzdélani a/nebo informace o
platbach hrazenych dle této Smlouvy. Poskytovatel
nebo Hlavni Zkousejici musi poskytnout informace
divodné¢ pozadované  zadavatelem  a/nebo
spole¢nosti CRO a musi schvélit zpracovdni a
uchovani urcitych osobnich udaji o Hlavnim
Zkousejicim / smluvnich partnerech poskytovatele
nebo hlavniho zkousejictho v rozsahu piipustném
PrislusSnym Zakonem, a to pro nésledujici ucely:

(1) provadeéni klinickych hodnocent;

(2) ovéfeni ze strany statnich nebo kontrolnich
uradt, zadavatele, spolecnosti CRO a jejich
zastupci a ptidruzenych osob;

(3) dodrzovani
pozadavki;

zdkonnych a regulatornich

(4) zvetejnéni v databdzi www.clinicaltrials.gov
a dalSich internetovych strdnkdch a/nebo
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comparable purpose;

(5) on a basis of explicit consent, storage in
databases to facilitate the selection of
investigators for future clinical trials; and

(6) anti-corruption compliance.

Provider or Principal Investigator shall give an
appropriate privacy notice and help Sponsor to
obtain consent as required from the Research Staff
and other employees/contractors of the Provider or
of the Principal Investigator for the processing of
their personal data under Applicable Law.

b. Provider and the Principal Investigator shall
process personal data relating to CRO’s
employees/contractors only to the extent, and in
such a manner as is necessary for the purposes of
this Agreement. The Provider and the Principal
Investigator shall not transfer personal data relating
to CRO’s employees/contractors to a third party
without the prior written consent of CRO.

c. Each Party warrants that it will take technical
and organizational measures against unauthorized
or unlawful processing, accidental loss,
destruction, and/or damage of personal data from
another Party.

11. Confidential Information. During the course of the
Trial, Provider and Principal Investigator may receive or
generate information that is confidential to Sponsor or a
Sponsor affiliate.

11.1. Definition. Except as specified below,
confidential information (“Confidential
Information”) includes all information provided by
Sponsor or CRO, or developed for Sponsor or CRO,
Inventions (hereinafter defined) and all data collected
during the Trial, including without limitation results,
reports, technical and economic information, the
existence or terms of this or other Trial agreements
with the Sponsor or CRO, commercialization and
Trial strategies, trade secrets and know-how disclosed
by Sponsor to Provider or Principal Investigator
directly or indirectly, whether in writing, electronic,
oral or visual transmission, or which is developed
under this Agreement.

11.2. Exclusions. Confidential Information does not
include information that is in the public domain prior

databazich, které slouzi srovnatelnému ucelu;

(5)na zdkladé¢ vyslovného souhlasu pro
uchovani v databdzich k usnadnéni vybéru
zkousejicich pro budouci klinickd hodnoceni; a

(6) dodrZovani protikorupénich predpis.

Poskytovatel nebo Hlavni ZkouSejici poskytne
nalezité oznameni o ochrané¢ osobnich udaja a
pomuze Zadavateli ziskat potfebny souhlas od
Pracovniki Vyzkumu a dalSich zaméstnanct /
smluvnich partnerti poskytovatele nebo Hlavniho
Zkousejiciho ke zpracovani jejich osobnich udaji
dle Piislusnych Zakond.

b. Poskytovatel a Hlavni ZkouSejici budou
zpracovdvat osobni tudaje o zaméstnancich /
smluvnich partnerech spolecnosti CRO pouze v
rozsahu a zpusobem, které jsou nezbytné pro
naplnéni ucelu této smlouvy. Poskytovatel a Hlavni
ZkouSejici tyto osobni tudaje zaméstnanct /
smluvnich  partnerd  spolecnosti CRO  bez
pfedchoziho pisemného souhlasu spole¢nosti CRO
nepreda Zadné tieti strang.

c. KaZzdd smluvni Strana zarucuje, Ze pfijme
technicki a  organizatni  opatfeni  proti
neopravnénému nebo nezdkonnému zpracovani,
ndhodné ztrate, zniceni a/nebo poskozeni osobnich
udaji druhé Strany.

11. Duvérné informace. V pribéhu klinického hodnoceni
mohou poskytovatel a hlavni zkouSejici ziskdvat nebo
vytvaret informace, které jsou divérnymi informacemi
zadavatele nebo jeho pfidruzené strany.

11.1. Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji divérné informace (,,Dlivérné informace®)
vSechny informace poskytnuté zadavatelem nebo
spole¢nosti CRO nebo vytvotené pro zadavatele nebo
pro spole¢nost CRO, vyndlezy (definované niZe) a
vSechny udaje shromdzdéné v pribéhu klinického
hodnoceni, zahrnujici zejména vysledky, zprévy,
technické a ekonomické informace, existenci
podminek této smlouvy o klinickém hodnoceni nebo
jinych smluv uzavienych se zadavatelem nebo
spolecnosti CRO, komercializaci a strategii studie,
obchodni tajemstvi a know-how pfedané zadavatelem
poskytovateli nebo hlavnimu zkouSejicimu piimo
nebo nepiimo, v pisemné, elektronické, dstni nebo
obrazové formég, nebo vzniklé v rdmci této smlouvy.

11.2. Vyjimky. Divérné informace nezahrnuji
informace, které jiz byly vefejné pfistupné pred jejich
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to disclosure by Sponsor or CRO; becomes part of the
public domain during the term of this confidentiality
obligation by any means other than breach of this
Agreement by Provider or Principal Investigator; is
already known to Provider or Principal Investigator at
the time of disclosure and is free of any obligations of
confidentiality; or is obtained by Provider or Principal
Investigator, free of any obligations of confidentiality
from a third party who has a lawful right to disclose it.

11.3. Obligations of Confidentiality. Unless Sponsor
provides prior written consent, Provider and Principal
Investigator may not use Confidential Information for
any purpose other than that authorized in this
Agreement, nor may Provider or Principal Investigator
disclose Confidential Information to any third party
except as authorized in this Agreement or as required
by Applicable Law. Required disclosure of
Confidential Information to the IEC and/or RA is
specifically authorized.

11.4. Disclosure Required by Law. If disclosure of
Confidential Information beyond that expressly
authorized in this Agreement is required by
Applicable Law, that disclosure does not constitute a
breach of this Agreement so long as Provider and
Principal Investigator 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, discloses only that Confidential
Information required to comply with the legal
requirement, and continues to maintain the
confidentiality of this Confidential Information with
respect to all other third parties.

11.5. Survival of Obligations. For Confidential
Information other than Trial Data (hereinafter defined)
and Biological Samples (hereinafter defined) analysis
data, these obligations of nonuse and nondisclosure
survive termination of this Agreement and continue
for a period of five(5) years after termination.
Permitted uses and disclosures of Trial Data are
described in Section Chyba! Nenalezen zdroj
odkazi. (Publications) of this Agreement.

11.6. Return of Confidential Information. If requested
by Sponsor or CRO in writing, Provider and Principal
Investigator will return all Confidential Information, at
Sponsor’s expense, except that required to be retained
at the Provider by Applicable Law. However, Provider
and Principal Investigator may retain a single archival
copy of the Confidential Information for the sole
purpose of determining the scope of obligations
incurred under this Agreement.

pfeddnim zadavateli nebo spolecnosti CRO, staly se
vefejné piistupnymi v prubéhu trvani tohoto zdvazku
davérnosti jinym zplsobem neZ porusenim této
smlouvy poskytovatelem nebo hlavnim zkouSejicim,
jsou jiz zndmy poskytovateli nebo hlavnimu
zkouSejicimu v okamZiku jejich pfeddni a nepodléhaji
zdvazkim duvernosti nebo je poskytovatel nebo
hlavni zkousSejici ziskali bez zdvazkd dlivérnosti od
treti strany, kterd ma zdkonné prdvo na jejich
zvetejnéni.

11.3. Zavazky zachovini duvérnosti informaci. Bez
pfedchoziho pisemného schvéleni zadavatele nesmi
poskytovatel a hlavni zkousSejici pouzivat davérné
informace pro jakékoliv jiné ucely, nez k jakym ho
opraviiuje tato smlouva, a nesmi je sdélovat tfetim
strandm kromé ptipadi, ke kterym ho opraviuje tato
smlouva nebo které jsou vyzadovany platnymi
zdkony. VyZzidanad zvefejnéni diivérnych informaci
NEK a/nebo RU jsou vyslovng schvélena.

11.4. Sdéleni davérnych informaci vyzadované ze
zékona. JestliZze je ze zdkona vyZadovano sdéleni
davérnych informaci nad ramec toho, co je vyslovné
schvdleno v této smlouvé, takové sdéleni
nepfedstavuje poruSeni smlouvy, pokud o ném
poskytovatel a hlavni zkousejici pisemné informuji
zadavatele v co moznd nejvétSim predstihu, aby
zadavatel mohl podniknout zdkonné kroky k ochrané
svych divérnych informaci, sdé€li pouze duvérné
informace nutné ke splnéni zdkonného pozadavku a
zachova dlvérnost téchto davérnych informaci ve
vztahu ke v§em ostatnim tfetim strandm.

11.5. Platnost zdvazkd po ukonceni smlouvy. Tyto
zdvazky nepouZivat a nezvefejilovat diveérné
informace, s vyjimkou tdaji o klinickém hodnoceni
(definovanych niZe) a udaji z analyz biologickych
vzorkll (definovanych niZe), ziistanou v platnosti pét
(5) let po ukonceni této smlouvy. Povolené pouZiti a

vvvvv

v bod¢ 15 (Publikace) této smlouvy.

11.6. Vraceni duvérnych informaci. Pokud o to
zadavatel nebo spole¢nost CRO pisemné pozadd,
poskytovatel a hlavni zkouSejici na ndklady zadavatele
vrati vSechny davérné informace s vyjimkou
informaci, které musi podle platnych zdkont zdstat u
poskytovatele. Poskytovatel a hlavni zkouSejici si vSak
mohou ponechat jednu archivni kopii divérnych
informaci vyhradné¢ za ucelem stanoveni rozsahu
povinnosti v ramci této smlouvy.
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12. Trial Data, Biological Samples, and Records.

12.1. Trial Data. During the course of the Trial,
Provider and Principal Investigator will collect and
submit certain data to Sponsor or its agent, as
specified in the Protocol. This includes CRFs (or their
equivalent) or electronic data records, as well as any
other documents or materials created for the Trial and
required to be submitted to Sponsor or its agent, such
as X-ray, magnetic resonance imaging (“MRI”), or
other types of medical images, electrocardiogram
(“ECG”), electroencephalography (“EEG”), or other
types of tracings or printouts, or data summaries
(collectively, “Trial Data”). Provider and Principal
Investigator will ensure accurate and timely collection,
recording, and submission of Trial Data.

a. Ownership of Trial Data. Subject to Provider’s
and/or Principal Investigator’s right to publish any
Trial Data and the non-exclusive license that
permits certain uses, Sponsor is the exclusive
owner of all Trial Data.

b. Non-Exclusive License. Sponsor grants Provider
and Principal Investigator a royalty free non-
exclusive license, with no right to sublicense, to
use Trial Data for non-commercial internal
research or educational purposes.

c. Medical Records. Medical records relating to
Trial Subjects that are not submitted to Sponsor
may include some of the same information as is
included in Trial Data; however, Sponsor makes no
claim of ownership to those documents or the
information they contain.

12.2. Biological Samples. If so specified in the
Protocol, Provider and Principal Investigator may
collect biological samples (“Biological Samples”) and
provide to Sponsor or its designee. Biological Samples
are the exclusive property of Sponsor.

a. Use. Provider and Principal Investigator will not
use Biological Samples collected under the
Protocol in any manner or for any purpose other
than that described in the Protocol.

12. Udaje klinického hodnoceni, biologické vzorky a
zéznamy.

12.1. Udaje _ klinického  hodnoceni.  V priib&hu
klinického hodnoceni mohou poskytovatel a hlavni
zkousSejici shromazdovat a preddvat urcitd data
zadavateli nebo jeho zastupci, jak je uvedeno v
protokolu. Patii sem formuldfe CRF (nebo jejich
ekvivalent) nebo elektronické zdznamy udaji a déle
vSechny dal§i dokumenty a materidly vytvotené pro
klinické hodnoceni, které musi byt piedloZeny
zadavateli nebo jeho =zdstupci, napf. rentgenové
snimky, snimky magnetické rezonance (,,MR*) nebo
jiné typy zdravotnich snimki, -elektrokardiogram
(,EKG"), elektroencefalografie (,EEG*) nebo jiné
typy zdznaml nebo vytiskli vySetfeni nebo souhrny
udaju (spolecné jako ,,iidaje Klinického hodnoceni*).
Poskytovatel a hlavni zkouSejici zajisti piesné a
véasné shromazd’ovani, zaznamenini a predkladani
udaji klinického hodnoceni.

a. Vlastnictvi  vidaji  klinického  hodnoceni.
S vyhradou prdva poskytovatele a/nebo hlavniho
zkousejictho na publikaci uddaji  klinického
hodnoceni a nevyhradni licenci, kterd povoluje
nékterd pouZiti, je vyhradnim vlastnikem vSech
udaji klinického hodnoceni zadavatel.

b. Nevyhradni  licence. @ Zadavatel = ud¢€luje
poskytovateli a hlavnimu zkousejicimu nevyhradni
bezplatnou licenci bez prava na udélovani dil¢ich
licenci na pouzivani tdaji klinického hodnoceni
pro nekomeréni interni vyzkumné nebo vzdéldvaci
ucely.

c. Zdravotni zdznamy. Zdravotni zdznamy subjektt
klinického hodnoceni, které se nepiedkladaji
zadavateli, mohou obsahovat stejné informace,
jaké jsou obsaZeny v udajich klinického hodnoceni.
Zadavatel si na tyto dokumenty ani informace,
které obsahuji, necini vlastnicky narok.

12.2. Biologické vzorky. Poskytovatel a hlavni
zkousejici mohou shromazd’'ovat a zadavateli nebo
osob¢ jim urené poskytovat biologické vzorky
(,,Biologické vzorky‘), pokud tak stanovi protokol.
Biologické vzorky jsou zadavatelovym vyluénym
vlastnictvim.

a. PouZziti. Poskytovatel a hlavni zkouSejici
nepouZiji biologické vzorky odebrané podle
protokolu Zadnym jinym zptisobem nebo pro Zadny
jiny ucel, nez jak je uvedeno v protokolu.
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b. Sample Data. Sponsor or its designees will test
Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocol, Sponsor
will not provide the results of such tests (“Sample
Data”) to the Provider or Principal Investigator or
Trial Subject. Sample Data will be treated as Trial
Data; therefore, if Sponsor provides Sample Data
to the Provider or Principal Investigator, that data
will be subject to the permitted use of Trial Data as
outlined in this Agreement.

12.3. Records. Provider and Principal Investigator will
retain all records and documents pertaining to the
Trial under storage conditions conducive to their
stability and protection for twenty five (25) years after
termination of the Trial unless Sponsor authorizes, in
writing, earlier destruction. Provider and Principal
Investigator further agree to permit Sponsor to ensure
that the records are retained for a longer period if
necessary, at Sponsor’s expense, under an
arrangement that protects the confidentiality of the
records (e.g., secure off-site storage).

Provider shall perform 5-years retention free of charge
in accordance with the Act No. 378/2007 Coll., on
Pharmaceuticals, and further 20-years retention
subject to a charge of || GGG 1voice
shall be issued with respect to 20-years retention after
the execution of the Agreement.

Sponsor shall inform Provider at least 6 months prior

to the end of 20-years retention that it insists on
further retention and pay the respective charge.

12.4. Restriction on Correlative Studies.

a. Provider and Principal Investigator
represent and warrant that, without the
prior express written consent of Sponsor,
no Trial Subjects, while participating in the
Trial, will be enrolled or otherwise
involved in any research (except as
expressly permitted by the Protocol) that in
any way purports to correlate or that
otherwise involves the use of Trial Data,
Biological Samples, or any other
information or results of the Trial (such
research to include, without limitation, the
collection or use of additional data or
samples from subjects and correlating
these findings with treatment outcomes).

b. Vysledky vzorkti. Zadavatel nebo osoba jim
uréend provede testy biologickych vzorki, jak je
uvedeno v protokolu. Pokud protokol neuvadi
jinak, zadavatel neposkytne vysledky téchto testi
(dale jen ,,vysledky vzorkii“) poskytovateli nebo
hlavnimu zkouSejicimu nebo subjektu klinického
hodnoceni. S vysledky vzorkii bude nakladano
stejné jako s udaji klinického hodnoceni, a proto
jestlize zadavatel poskytne vysledky vzorku
poskytovateli nebo hlavnimu zkouSejicimu, budou
se na tyto udaje vztahovat povolené zplsoby
pouziti udaji klinického hodnoceni, jak jsou
uvedeny v této smlouvé.

12.3. Zaznamy. Poskytovatel a hlavni zkouSejici
uchovaji vSechny z4znamy a dokumenty klinického
hodnoceni za skladovacich podminek podporujicich
jejich stabilitu a ochranu po dobu dvaceti péti (25) let
po ukonceni klinického hodnoceni (pokud zadavatel
hlavni zkousejici se dile zavazuji, Ze zadavateli na
jeho ndklady umozZni zajistit v piipad¢ potieby
dschovu na del$i obdobi a smluvné sjednat ochranu
divérnosti zdznaml (napf. bezpecnym uloZenim
mimo misto provadéni hodnocent).

Poskytovatel provede bezplatnou archivaci 5 let
v souladu se zakonem ¢. 378/2007 Sb., o 1é¢ivech, a
na dalSich 20 let provede zpoplatnénou archivaci —

B 2 zpoplatnénou  archivaci bude

vystavena faktura po podpisu smlouvy.

Zadavatel v predstihu 6 mésict od konce zpoplatnéné
archivace oznami poskytovateli, Ze trvd na dalsi
archivaci a uhradi néklady s tim spojené.

12.4. Omezeni korela¢nich studii.

a. Poskytovatel a hlavni zkousejici prohlasuji
a zaruCuji, zZe bez zadavatelova
pfedchoziho vyslovného  pisemného

souhlasu nebudou subjekty klinického
hodnoceni béhem své ucasti v klinickém
hodnoceni zafazeny ani jinak zapojeny do
jakéhokoliv vyzkumu (s vyjimkou piipadu
vyslovné dovolenych protokolem), jehoz
smyslem je korelace nebo ktery jinak
zahrnuje pouziti ddaji o klinickém
hodnoceni, biologickych vzorkli nebo
jakychkoliv jinych informaci o klinickém
hodnoceni nebo jeho vysledkt (takovy
vyzkum bude mimo jiné zahrnovat sbér
nebo pouZiti dalSich uidajii nebo vzorkl od
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b. Provider and Principal Investigator shall
not use or collect, or permit third parties to
use or collect Biological Samples or data
from Trial Subjects while enrolled in the
Trial, without Sponsor’s prior written
consent, except to the extent (i) permitted
by the Protocol; (ii) necessary for the
medical care of a Trial Subject; or (iii) as
otherwise expressly permitted by this
Agreement.

c. All publications arising from the use of
these samples and/or data are subject to the
terms of Section 15 (Publications). If
Provider collects or uses these samples or
data in violation of this Section 12.4, all
right, title and interest in and to all data,
results, discoveries and inventions
(including all related patents, patent
applications, and other intellectual
property protection) generated by such
collection and/or use are hereby assigned
and shall be assigned to Sponsor, shall be
owned solely by Sponsor and shall be
treated as Sponsor Confidential
Information. For avoidance of doubt, such
Confidential Information shall not be
deemed under Section 11 (Confidential
Information) to have been independently
developed by or in the prior possession of
Provider, Principal Investigator  or
Research Staff.

13. Inspections and Audits.

13.1. Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
authorized representatives of the RA may, during and
after the Trial, during regular business hours:
(i) examine and copy: all CRFs and other Trial records
(including Trial Subject records and medical charts,
Trial Subject ICF documents, and Sponsor Drug and
Comparator Drug receipt and disposition logs);
(ii) examine and inspect the facilities and other
activities relating to the Trial or the IEC; and
(iii) observe the conduct of the Trial.

subjekti a korelaci téchto nalezii s
vysledky 1écby).

b. Bez zadavatelova pisemného souhlasu
poskytovatel a hlavni zkousSejici nebudou
pouzivat ani shromazd’ovat biologické
vzorky ani tdaje od subjektii klinického
hodnoceni béhem jejich tcasti v klinickém
hodnoceni a neumoZni jejich pouZivani ani
sbér tietimi stranami s vyjimkou piipadd
(i) dovolenych protokolem, (ii) nezbytnych
pro lékatskou péci o subjekt klinického
hodnoceni nebo (iii) jinak vyslovng
dovolenych touto smlouvou.

C. Vsechny publikace vytvofené na zdkladé
pouziti téchto vzorkli a/nebo tdaju
podléhaji  podminkdm v  bod¢ 15
(Publikace). Bude-li poskytovatel tyto
vzorky nebo udaje shromazdovat nebo
pouZzivat v rozporu s timto bodem 12.4,
vSechna prava, naroky a podily souvisejici
sveSkerymi  udaji, vysledky, objevy
avyndlezy (vCetn¢ vSech souvisejicich
patentli, patentovych piihldSek a jinych
zpusobli ochrany duSevniho vlastnictvi)
vytvofenymi na zdklad€¢ takového sbéru
a/nebo pouziti se timto postupuji
apostoupi  zadavateli, budou jeho
vyluénym vlastnictvim a bude se s nimi
naklddat jako s jeho  dOveérnymi
informacemi. Pro vylouceni pochybnosti —
takové divérné informace se dle bodu 11
(Davérné informace) nebudou povazovat
za duvérné informace, které poskytovatel,
hlavni zkousSejici nebo vyzkumny persondl
vytvoftili, pfipadné méli jiz diive v drZeni.

13. Kontroly a audity.

13.1. Pfistup. Na zaklad¢ priméfené Zadosti bude
zadavateli, opravnénym zastupcim zadavatele a/nebo
opravnénym zdstupcim RU b&hem a po skonleni
klinického hodnoceni béhem standardni pracovni doby
umoznéno: (i) nahlizet do vSech CRF a dalSich
zaznamll klinického hodnoceni (véetné zaznami
subjektll  klinického hodnoceni a zdravotnich
zaznamu, formulaiti informovaného souhlasu subjektt
klinického hodnoceni, zdznamil pfijeti a manipulace s
hodnocenym 1éCivym piipravkem a srovndvacim
lékem) a pofizovat jejich kopie; (ii) prohlizet a
kontrolovat zafizeni a dal$i Cinnosti souvisejici s
klinickym hodnocenim nebo NEK a (iii) sledovat
provadeéni klinického hodnoceni.
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13.2. Notice. Provider and/or Principal Investigator
shall: (i) inform Sponsor and CRO as soon as
practicable of any effort or request by the government,
the RA or other persons to inspect or contact the
Provider, Principal Investigator or Research Staff with
regard to the Trial; (ii) provide Sponsor and CRO with
a copy of any communications sent by such persons;
and (iii) provide Sponsor the opportunity to participate
in any proposed or actual responses by Principal
Investigator or Provider to such communications and
to make reasonable efforts to ensure that Sponsor may
be present or represented during any such visit.

13.3. Cooperation. Provider and Principal Investigator
will ensure the full cooperation of the Research Staff
and IEC members with any such inspection and will
ensure timely access to applicable records and data.
Provider and/or Principal Investigator will promptly
resolve any discrepancies that are identified between
the Trial Data and the Trial Subject’s medical records.

14. Inventions. If the conduct of Trial results in any
invention or discovery whether patentable or not
(“Invention”), Provider and Principal Investigator will
promptly inform Sponsor. Provider and Principal
Investigator will assign all interest in any such Invention
to Sponsor, free of any obligation or consideration
beyond that provided for in this Agreement. Provider and
Principal Investigator will provide reasonable assistance
to Sponsor in filing and prosecuting any patent
applications relating to Invention, at Sponsor’s expense.
Sponsor grants Provider and Principal Investigator a
royalty free non-exclusive license, with no right to
sublicense, to use Inventions for internal research or
educational purposes.

15. Publications. Sponsor does not object to publication
by Provider or Principal Investigator of the results of the
Trial based on information collected or generated by
Provider and Principal Investigator, whether or not the
results are favorable to the Sponsor Drug. However, to
ensure against inadvertent disclosure of Confidential
Information or unprotected Inventions, Provider and
Principal Investigator will provide Sponsor an
opportunity to review any proposed publication or other
type of disclosure before it is submitted or otherwise
disclosed. If part of a multi-center Trial, Provider and
Principal Investigator agree that the first publication is to
be a joint publication involving all Trial sites. Principal
Investigator is free to decline to participate or be listed as
an author in the joint publication. If a joint manuscript
has not been submitted for publication within twelve (12)

13.2. Ozndameni.  Poskytovatel = a/nebo  hlavni
zkousejici jsou povinni: (i) co nejdiive uvédomit
zadavatele a spolecnost CRO o pokusu nebo Zddosti
sttniho tfadu, RU nebo jinych osob o inspekci nebo
kontaktovani poskytovatele, hlavniho zkousejiciho
nebo vyzkumného persondlu ve vé&ci klinického
hodnoceni; (ii) poskytnout zadavateli a spolecnosti
CRO kopie veskerych sdéleni zaslanych té€mito
osobami a (iii)) poskytnout zadavateli piileZitost
podilet se na jakychkoliv navrhovanych nebo
uskute¢nénych  odpovédich  podanych  hlavnim
zkousejicim nebo poskytovatelem na takova sdéleni a
vynaloZit pfiméfené usili, aby mohl byt zadavatel
ptitomen nebo zastoupen pii takové navsteve.

13.3. Spoluprédce. Poskytovatel a hlavni zkouSejici
zajisti plnou spoluprdci vyzkumného persondlu a
¢leni NEK pfi takové kontrole a vCasny piistup k
ptisluSnym zdznamim a udajim. Poskytovatel a/nebo
hlavni zkouSejici musi bez odkladu feSit jakékoliv
nesrovnalosti shledané v ddajich klinického hodnoceni
a zdravotnich zdznamech subjektti klinického
hodnoceni.

14. Vyndlezy. Jestlize vysledkem provadéni klinického
hodnoceni bude vyndlez nebo objev, patentovatelny ci
nikoli (dédle jen ,vynalez*), poskytovatel a hlavni
zkousejici o tom okamzit¢ informuji zadavatele.
Poskytovatel a hlavni zkouSejici postoupi veskeré naroky
k tomuto vyndlezu na zadavatele bez jakychkoliv dalSich
zdvazkd nebo dhrad kromé téch, které zarucuje tato
smlouva. Poskytovatel a hlavni zkousSejici poskytnou
zadavateli na ndklady zadavatele pfiméfenou pomoc pfi
poddvani patentovych piihlaSek ve vztahu k vyndlezu a
jejich uplatnovani. Zadavatel udéluje poskytovateli a
hlavnimu zkousejicimu nevyhradni bezplatnou licenci bez
prava na udélovani dil¢ich licenci na pouZivani vyndlezi
pro interni vyzkumné nebo vzdélavaci ucely.

15. Publikace. Zadavatel nemd ndmitek proti publikaci
vysledkii klinického hodnoceni poskytovatelem nebo
hlavnim zkousejicim na zaklade informaci
shromdzdénych nebo vytvofenych poskytovatelem nebo
hlavnim zkousejicim bez ohledu na to, zda jsou vysledky
pfiznivé pro hodnoceny léCivy piipravek nebo ne. Na
ochranu proti nedmyslnému zvefejnéni davérnych
informaci nebo nechranénych vynalezii poskytnou
poskytovatel a hlavni zkouSejici zadavateli pfileZitost
zkontrolovat vSechny navrhované publikace nebo jiné
typy zvefejnéni pied jejich odesldanim nebo jinym
zvetejnénim JestliZze se jednd o soucdst multicentrické
studie, poskytovatel a hlavni zkouSejici se zavazuji, Ze
prvni publikace bude spole€nou publikaci vSech
pracovist’ klinického hodnoceni. Hlavni zkousSejici mize
odmitnout tucast ve spolecné publikaci nebo jeho uvedeni
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months of completion or termination of the Trial at all
participating Trial sites, Provider and/or Principal
Investigator are free to publish separately, subject to the
other requirements of this Agreement. Provider and
Principal Investigator agree that Sponsor is free to use,
copy, reprint, disseminate, and translate, in whole or in
part, any publication related to the Trial or otherwise to
this Agreement, including, but not limited to any article,
abstract, manuscript, data, text, diagrams, posters, charts,
slides or pictures related to the Trial results, so long as
proper attribution is provided to the author(s). Sponsor
reserves the right to publish in connection with the Trial.

16. Publicity. No Party will use the name of another Party
or any of its employees for promotional or advertising
purposes without written permission from the other Party.
However, Sponsor reserves the right to identify the
Principal Investigator and Provider in association with a
listing of the Protocol in the National Institutes of Health
(NIH) Clinical Trials Data Bank, other publicly available
listings of ongoing clinical trials, or other patient
recruitment services or mechanisms.

17. Indemnification. Indemnification will be addressed in
a separate document.

17.1. Limit of Liability of CRO. The Parties agree that
CRO expressly disclaims any and all liability
whatsoever in connection with the Sponsor Drug or
the Protocol except to the extent that such liability
arises from CRO’s negligent act, omission or willful
misconduct.

18. Termination.

18.1. Termination  Conditions. This  Agreement
terminates upon the earlier of any of the following
events:

a. IEC and/or RA Rejection. If, through no fault of
Provider or Principal Investigator, the Trial is
never initiated because of IEC and/or RA
disapproval, this Agreement can be terminated by
any Party immediately.

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all

jako autora. Jestlize do dvandcti (12) mésici od skonéeni
nebo pred¢asného ukonceni klinického hodnoceni na
vSech zidcastnénych pracoviStich klinického hodnoceni
nebude predlozen spole¢ny rukopis pro publikaci, mohou
poskytovatel a/nebo hlavni zkousejici pti dodrzeni dalSich
pozadavkii této smlouvy publikovat samostatng.
Poskytovatel ahlavni zkouSejici souhlasi stim, Ze
s podminkou faddného uvedeni autora (autort) muze
zadavatel libovolng, at’ jiZ v celém rozsahu Ci ¢astecng,
pouzivat, kopirovat, otiskovat, rozSifovat a preklddat
jakékoliv publikace souvisejici s klinickym hodnocenim
nebo touto smlouvou, mimo jiné vcetné jakychkoliv
Clankt, vynatkl, rukopist, udaji, textu, schémat,
vyvések, graft, snimkti nebo obrazka tykajicich se
vysledkii klinického hodnoceni. Zadavatel si vyhrazuje
prdvo  zvefejnit  Udaje  souvisejici s klinickym
hodnocenim.

16. Publicita. Z4dni ze stran nepouZije jméno druhé
strany ani Zzadného zjejich zaméstnanct pro ucely
reklamy a propagace bez pisemného svoleni druhé strany.
Zadavatel si vSak rezervuje pravo uvést hlavniho
zkouS$ejictho a poskytovatele v souvislosti s uvedenim
protokolu v databance klinickych hodnoceni Narodnich
institutl  zdravi (NIH), jinych vefejné dostupnych
seznamech klinickych hodnoceni nebo jinych sluzbach ¢i
mechanismech naboru pacientd.

17. Zbaveni odpovédnosti. Zbaveni odpoveédnosti bude
feSeno v samostatném dokumentu.

17.1. Omezeni  odpovédnosti  spole¢nosti  CRO.
Smluvni strany souhlasi s tim, Ze spole¢nost CRO
vyslovné odmita jakoukoli odpoveédnost v souvislosti s
hodnocenym 1éCivym piipravkem nebo protokolem
s vyjimkou piipadi, kdy odpovédnost vznikne na
zédklad¢ nedbalého jedndni, opomenuti nebo
umyslného protipravniho jednani spole¢nosti CRO.

18. Ukoncéeni platnosti smlouvy.

18.1. Podminky ukonceni platnosti smlouvy. Platnost
této smlouvy skonci, jakmile nastane kterdkoliv z
ndsledujicich udalosti:

a. Zamitnuti ze strany NEK a/nebo RU. Jestlize
bez zavinéni poskytovatele nebo hlavniho
zkousejiciho nebude klinické hodnoceni zahdjeno
z diivodu zamitnuti ze strany NEK a/nebo RU,
kterdkoliv ze stran miZe s okamZitou platnosti
ukon¢it tuto smlouvu.

b. Ukonceni klinického hodnoceni. Pro tcely této
smlouvy je klinické hodnoceni povazZovdno za
dokonéené = po uzavieni vSech  Cinnosti

P | P:ovider: Fakultni nemocnice Hradec Kralové | Bristol-Myers International Corporation | CA2098TT

Doc Name: CZE Tripartite CTA (CRO) | Doc Final: 30.November 2021

15733




enrolled Trial Subjects; receipt by Sponsor or CRO
of all relevant Protocol-required data, Trial
documents and Biological Samples; and receipt of
all payments due to either Party.

c. Early Termination of Trial. If the Trial is
terminated early as described below, the
Agreement will terminate after receipt by Sponsor
or CRO of all relevant Protocol-required data, Trial
documents and Biological Samples and receipt of
all payments due to either Party.

(1) Termination of Trial upon Notice. Sponsor
reserves the right to terminate the Trial for any
reason upon thirty (30) calendar days written
notice to Provider and Principal Investigator.
Upon receipt of such notice, Provider and
Principal Investigator agree to promptly
terminate conduct of the Trial, to the extent
medically permissible, for all Trial Subjects.

(2) Immediate Termination of Trial by Sponsor.
Sponsor further reserves the right to terminate
the Trial immediately upon written notification
to Provider and Principal Investigator for causes
that include failure to enroll Trial Subjects at a
rate sufficient to achieve Trial performance
goals; material unauthorized deviations from
the Protocol or reporting requirements;
circumstances that in Sponsor’s opinion pose
risks to the health or wellbeing of Trial
Subjects; or regulatory agency actions relating
to the Trial or the Sponsor Drug or Comparator
Drug.

(3) Immediate Termination of Trial by Provider
and/or Principal Investigator. Provider and/or
Principal Investigator reserve the right to
terminate the Trial immediately upon
notification to Sponsor and/or CRO if requested
to do so by the responsible IEC and/or RA or if
such termination is required to protect the
health of Trial Subjects.

vyZadovanych protokolem pro vSechny zatazené
subjekty klinického hodnoceni a poté, co zadavatel
nebo spolecnost CRO obdrzi vSechny udaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a obé& smluvni
strany vyrovnaji vzdjemné platebni zdvazky.

c. Predéasné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu didle uvedeném
k ptedCasnému ukonceni klinického hodnoceni,
platnost této smlouvy skonéi poté, co zadavatel
nebo spolec¢nost INC Research obdrzi vsechny
Udaje vyZadované protokolem, dokumentaci
klinického hodnoceni a biologické vzorky a obé¢
smluvni strany vyrovnaji vzdjemné platebni
zévazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel si  vyhrazuje pravo klinické
hodnoceni z jakéhokoliv divodu ukoncit po
podani pisemné vypovédi s vypoveédni lhiitou v
délce triceti (30) dnl zaslané poskytovateli a
hlavnimu zkouSejicimu. Poskytovatel a hlavni
zkousSejici souhlasi s tim, Ze po pfijeti takové
vypoveédi okamzité ukonci provadéni klinického
hodnoceni v rozsahu, ktery je lékaisky
prijatelny, a to u vSech subjektii klinického
hodnoceni.

(2) Okamzité ukonceni klinického hodnoceni
zadavatelem. Zadavatel si vyhrazuje pravo
pisemnou vypovédi poskytovateli a hlavnimu
zkouSejicimu klinické hodnoceni okamZité
ukon¢it z divodd, jako jsou nedostate¢né rychlé
zafazovani subjektti klinického hodnoceni k
naplnéni cild klinického hodnoceni, podstatné
neschvdlené odchylky od protokolu nebo
pozadavkii na vykazovani, okolnosti, které
podle nazoru zadavatele predstavuji nebezpeci
pro zdravi nebo pohodu subjektti klinického
hodnoceni nebo opatfeni kontrolniho dfadu ve
vztahu ke klinickému hodnoceni, hodnocenému
1é€ivému piipravku nebo srovndvaciho léku.

(3) Okamzité ukonceni klinického hodnoceni
poskytovatelem a/nebo hlavnim zkouSejicim.
Poskytovatel a/nebo hlavni zkouSejici si
vyhrazuji pravo pisemnou vypoveédi zadavateli
a/nebo spolecnosti CRO ukoncit klinické
hodnoceni s okamZitou platnosti, pokud to
pozaduje NEK a/mebo RU nebo pokud je
ukonceni nutné k ochrané¢ zdravi subjektl
klinického hodnoceni.

18.2. Payment upon Termination. If the Tral is 18.2. Platba pri ukonceni. Jestlize dojde
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terminated early in accordance with this Agreement,
Sponsor or its designee will provide a termination
payment equal to the amount owed for work already
performed up to and including the effective date of
termination, in accordance with Attachment A, less
payments already made. The termination payment will
include any non-cancelable expenses, other than future
personnel costs, so long as they were properly
incurred and prospectively approved by Sponsor, and,
only to the extent such costs cannot reasonably be
mitigated. If the Trial was never initiated because of
disapproval by the IEC and/or RA, Sponsor or its
designee will reimburse designated payees for IEC
fees and for any other expenses that were
prospectively approved, in writing, by Sponsor.

18.3. Return of Materials. Unless Sponsor and/or CRO
instructs otherwise in writing, Provider and Principal
Investigator will promptly return all materials supplied
by Sponsor and/or CRO, at Sponsor’s expense, for
Trial conduct, including CRFs, and any Sponsor
and/or CRO-supplied Equipment (hereinafter defined).
Provider will return and/or destroy any unused
Sponsor Drug or Comparator Drug, as applicable, at
Sponsor’s expense.

19. Insurance.

19.1. Provider has secured and will maintain in full
force and effect throughout the performance of the
Trial (and following termination of the Trial to cover
any claims arising from the Trial) insurance coverage
according to Sec. 45.2.(n) of the Act on Medical
Services which covers also professional liability with
limits in accordance with Applicable Law for all
Research Staff conducting the Trial at Provider
including Principal Investigator.

19.2. Sponsor will secure and maintain in full force
and effect insurance coverage to fulfill its
indemnification obligations expressed in this
Agreement herein in accordance with Applicable Law
and Sec. 52.3.(f) of the Act No. 378/2007 Coll., on
Pharmaceuticals.

20. Debarment, Exclusion, Licensure and Response.
Provider represents that neither it nor any Research Staff
or Principal Investigator are restricted or prevented under
any healthcare or medicines law from taking part in
clinical research activities and the Provider will not use in
any capacity the services of any person who is so
restricted or prevented under any such laws with respect

k predéasnému  ukonceni  klinického hodnoceni
v souladu s touto smlouvou, zaplati zadavatel nebo
jeho zdastupce posledni platbu rovnajici se dluzné
Castce za jiz provedenou praci az do dne ucinnosti
ukonceni smlouvy v souladu s pfilohou A, a to po
odecteni jiZ vyplacenych Céstek. Platba pii ukonceni
bude zahrnovat vSechny nezruSitelné vydaje fadné
vynaloZzené a predem schvédlené zadavatelem, s
vyjimkou budoucich osobnich nakladd, v rozsahu, v
jakém nelze tyto ndklady pfiméfené omezit. Jestlize
klinické hodnoceni nebylo zahdjeno z divodu
odepteni souhlasu NEK a/nebo RU, zadavatel nebo
jim urCend osoba proplati ur¢enym piijemctim plateb
poplatky pro NEK a vSechny dalsi vylohy, které
zadavatel pisemné schvalil.

18.3. Vraceni materidld. Pokud zadavatel a/nebo
spole¢nost CRO neud€li jiné pisemné pokyny,
poskytovatel a hlavni zkouSejici okamzité na ndklady
zadavatele vrati vSechny materidly obdrZzené od
zadavatele a/nebo spolecnosti CRO pro provadéni
klinického hodnoceni, vcéetn€é formulait CRF a
veSkerého vybaveni poskytnutého zadavatelem a/nebo
spole€nosti CRO (definované niZe). Poskytovatel na
naklady zadavatele vrati a/nebo zni¢i veSkery
hodnoceny 1é¢ivy piipravek nebo piipadné srovndvaci
1€k.

19. Pojisténi.

19.1. Poskytovatel méd uzaviené pojiSténi dle § 45
odst. 2 pism. n) zdkona o zdravotnich sluzbach, které
pokryvd i profesni odpovédnost pro vSechen
vyzkumny persondl provadéjici klinické hodnoceni u
Poskytovatele véetné hlavniho zkousejiciho a po dobu
provadéni klinického hodnoceni (a po ukonceni
klinického hodnoceni na kryti vSech ndrokti vzniklych
v souvislosti s klinickym hodnocenim) budou
udrZovat jeho plnou platnost a udcinnost s limity
nastavenymi v souladu s platnymi zdkony.

19.2. Zadavatel v souladu s platnymi zdkony uzavie
pojisténi ke kryti zavazkli zbaveni odpovédnosti
vyjadienych v této smlouvé a bude jej udrzovat v plné
platnosti dle § 52 odst. 3 pism. f) zdkona ¢. 378/2007
Sb., o 1éCivech.

20. Zakaz cCinnosti, vylouceni, lékaiské osvédéeni a
reakce. Poskytovatel prohlasuje, Ze poskytovateli,
vyzkumnému persondlu ani hlavnimu zkousejicimu

vvvvv

1é¢ivé piipravky omezena nebo zakdzdna ucast v
klinickém vyzkumu a Ze poskytovatel nevyuzije sluzby
Zadné osoby, které byly dle téchto zdkont tyto Cinnosti
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to the service being performed under this Agreement.
During the term of this Agreement and for one (1) year
thereafter, the Provider and Principal Investigator will
immediately notify the Sponsor of any such restriction or
prevention being applied to the Principal Investigator or
any Research Staff. Provider represents that it and the
Principal Investigator are not the subject of any past or
pending governmental or regulatory investigation,
inquiry, warning or enforcement action, including a
government-mandated corporate integrity agreement and
has not violated any applicable anti-kickback or false
claims laws or regulations related to its conduct of
research that has not been disclosed to the Sponsor.
Provider will promptly notify Sponsor of any such action
regarding compliance with ethical, scientific or regulatory
standards for the conduct of research if such action relates
to events or activities that occurred prior to or during the
period in which the Trial was conducted.

21. Assignment and Delegation. The Parties agree that
Sponsor may at any time and upon written notice to
Provider and Principal Investigator assume the
obligations and rights of CRO or substitute CRO with
another independent contractor. None of the rights or
obligations under this Agreement will be assigned or
subcontracted by Provider or Principal Investigator to
another without the prior written consent of Sponsor, and
the express agreement of Provider, Principal Investigator,
CRO, and the requisite new assignee or subcontractor.
Principal Investigator and/or Provider must notify
Sponsor, in advance, prior to moving to another location.
This Agreement will bind and inure to the benefit of the
successors and permitted assigns of the Sponsor.

22. Equipment. Sponsor may provide, or arrange for a
vendor to provide, certain equipment for use by Provider
and Principal Investigator during the conduct of the Trial
(“Equipment”). If applicable, Equipment use, ownership
and disposition terms shall be further outlined in a
separate Loan Agreement.

23. Anti-Bribery and Anti-Corruption Laws. Provider and
Principal Investigator acknowledge that Sponsor and
CRO are bound by anti-bribery and anti-corruption laws.
As such, Sponsor and CRO employees, agents,
contractors and/or representatives are prohibited from
making or offering payment (or anything of value),
directly or indirectly, to employees or officials of any
foreign government, public international organization,
political party, or candidates for political office in order
to retain any business or secure any improper advantage.
Provider and Principal Investigator shall ensure that

omezeny nebo zakdzany, pokud jde o sluZzby poskytované
dle této smlouvy. V prabéhu trvani platnosti této smlouvy
a jeden (1) rok poté poskytovatel a hlavni zkouSejici bez
odkladu informuji zadavatele o jakémkoliv takovém
omezeni nebo zdkazu vztahujicimi se na hlavniho
zkouSejictho, nebo jakykoliv vyzkumny persondl.
Poskytovatel prohlasuje, Ze samotné zatfizeni ani hlavni
zkousejici nebyli a nejsou subjektem Zadného vySetfovani
ze strany statnich nebo kontrolnich ufadl, Zadného tikonu
vySetfovdni, varovdni nebo vymdhdni, vCetné stitem
nafizené dohody o firemn{ integrité, a Ze neporusili Zadné
platné zdkony nebo ptedpisy upravujici uplatky nebo
neoprdvnéné ndroky v souvislosti s provddénim
vyzkumu, o c¢emZz by zadavatel nebyl informovan.
Poskytovatel bez odkladu informuje zadavatele o
jakémkoliv takovém opatieni souvisejicim s dodrZovanim
etickych, védeckych nebo kontrolnich standardi
provadéni vyzkumu tehdy, pokud se tato opatfeni vztahuji
na uddlosti nebo cinnosti, které nastaly pfed nebo v
prabéhu obdobi provadéni klinického hodnoceni.

21. Postoupeni a delegovani. Smluvni strany souhlasi s
tim, Ze zadavatel mize kdykoliv po pisemném ozndmeni
poskytovateli a hlavnimu zkouSejicimu pfevzit zdvazky a
prava spolecnosti CRO nebo nahradit spole¢nost CRO
jinym nezéavislym dodavatelem. Poskytovatel nebo hlavni
zkousSejici nesmi bez pfedchoziho pisemného souhlasu
zadavatele a vyslovné dohody mezi poskytovatelem,
hlavnim zkouSejicim, spolec¢nosti CRO a pfisluSnym
novym postupnikem nebo subdodavatelem postoupit
nebo smluvné prevést jakdkoliv priva nebo povinnosti
vyplyvajici z této smlouvy. Nez se hlavni zkousejici
a/nebo poskytovatel piestéhuji do nové lokality, musi
pfedem informovat zadavatele. Tato smlouva je zdvazna a
je uzaviena ve prospéch nasledniki a schvalenych
nabyvatell prav zadavatele.

22. Zatizeni. Zadavatel poskytne, nebo zajisti, Ze
dodavatel poskytne, wurCité zafizeni k uzivani
poskytovateli a hlavnimu zkousejicimu béhem provadéni
klinického hodnoceni (dale jen ,zafizeni*). Podminky
pouzivani, vlastnictvi a naklddani se zafizenim jsou
podrobnéji uvedeny v separatni smlouve o vypujcce.

23. Zakony proti uplatkafstvi a korupci. Poskytovatel a
hlavni zkousSejici berou na védomi, Ze jsou zadavatel a
spole¢nost CRO viazdni zdkony proti uplatkarstvi a
korupci. V této souvislosti je zakdzano, aby zaméstnanci,
zastupci, smluvni partnefi a/nebo zdstupci zadavatele a
spolecnosti CRO wucinili nebo nabidli platbu (nebo
cokoliv hodnotného), ptimo ¢i nepfimo, zaméstnanciim
nebo ufednikiim zahrani¢ni vlady, vefejné mezindrodni
organizace, politické strany nebo kandiditim na
politickou funkci s cilem ziskat zakdzku nebo si zajistit
nepatficnou vyhodu. Poskytovatel a hlavni zkouSejici
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neither they nor any of their officers, employees,
collaborators, directors, consultants, agents,
representatives or sub-contractors take any action which
could render Sponsor or CRO liable under the
anti-bribery and anti-corruption laws.

24. Sponsor as Third Party Beneficiary. The Parties to
this Agreement recognize and agree that Sponsor takes
the benefit of this Agreement as a third party beneficiary
and agree that Sponsor may enforce such rights either
directly itself or indirectly through CRO.

25. Survival of Obligations. Obligations relating to
Financial Arrangements, Confidential Information,
Inventions, Records, Publications, Publicity, Debarment,
Exclusion, Licensure and Response, and Indemnification
survive termination of this Agreement for a period of ten
(10) years after the termination of the Trial, as do any
other provision in this Agreement or its Attachments that
by its nature and intent remains valid after the term of the
Agreement.

26. Entire Agreement. This Agreement contains the
complete understanding of the Parties and will, as of the
Effective Date, supersede all other agreements between
the Parties concerning the specific Trial. This Agreement
may only be extended, renewed or otherwise amended in
writing, by the mutual consent of the Parties. No waiver
of any term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in any
one or more instances will be deemed to be or construed
as a further or continuing waiver of any such term,
provision or condition, or any prior, contemporaneous or
subsequent breach thereof, of any other term, provision or
condition of this Agreement whether of a same or
different nature.

27. Conflict with Attachments. To the extent that terms or
provisions of this Agreement conflict with the terms and
provisions of the Protocol, the terms and provisions of
this Agreement will control as to legal and business
matters, and the terms and provisions of the Protocol will
control as to technical research and scientific matters
unless expressly agreed in writing between the Parties.

28. Relationship of the Parties. The relationship of
Provider and Principal Investigator to Sponsor is one of
independent contractor and not one of partnership, agent
and principal, employee and employer, joint venture, or
otherwise.

Sponsor and CRO undertake that no separate agreement
will be executed concerning this Trial with any Provider”s

zajisti, aby sami nebo jejich vedouci pracovnici,
zaméstnanci, spolupracovnici, feditelé, konzultanti,
zmocnénci, z4stupci nebo subdodavatelé, neucinili tkon,
kterym by vznikla odpovédnost zadavatele nebo
spole¢nosti CRO dle zakont proti tplatkéistvi a korupci.

24. Zadavatel jako obmySlend tfeti strana. Strany této
smlouvy berou na védomi a souhlasi, Ze zadavateli z této
smlouvy néleZi prospéch jako obmySlené tieti strané, a
souhlasi, aby zadavatel tato prdva vymadhal pfimo sdm
nebo nepiimo prostfednictvim spolec¢nosti CRO.

25. Platnost zdvazki po ukonceni smlouvy. Povinnosti
tykajici se finan¢nich ujednédni, davérnych informaci,
vynalezil, zdznam, publikaci, publicity, zdkazu Cinnosti,
vylouceni, lékaiskych osvédCeni a reakci a zbaveni
odpovédnosti zistavaji v platnosti i po ukonéeni této
smlouvy, a to po dobu deseti (10) let po ukonceni
klinického hodnoceni, stejn¢ jako dal$i ustanoveni této
smlouvy nebo jejich pfiloh, které diky svému charakteru a
zadméru po ukonceni smlouvy ziistavaji nadéle v platnosti.

26. Uplnd _smlouva. Tato smlouva obsahuje tplné
ujedndni stran a k datu dcinnosti nahradi vSechny ostatni
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu Ize prodlouZit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadiujici vzdjemnou dohodu smluvnich stran. Vzdani
se prava na dodrZeni jakékoli podminky nebo ustanoveni
této smlouvy, nebo jejich poruSeni na zdklad¢ jednéni Ci
jinak v jednom ¢i vice piipadech, nebude povaZzovano ani
vykladéano jako dal$i nebo pokracujici vzdani se prava na
dodrZeni takové podminky nebo ustanoveni, ani jeho
predchozi, soucasné nebo ndsledné poruseni, nebo vzdani
se prava na dodrZeni jakékoli jiné podminky nebo

ustanoveni této smlouvy stejného nebo odlisného
charakteru.
27. Rozpor s ptilohami. Pokud jsou podminky a

ustanoveni této smlouvy v rozporu s podminkami a
ustanovenimi protokolu, podminky a ustanoveni této
smlouvy se uplatni v pravnich a obchodnich zélezitostech
a podminky a ustanoveni protokolu se uplatni na samotny
vyzkum a védecké otdzky, pokud nebude pisemnou
formou mezi smluvnimi stranami vyslovné dohodnuto
jinak.

28. Vztah mezi stranami. Vztah poskytovatele a hlavniho
zkouSejictho k zadavateli je vztahem nezdvislého
dodavatele, nikoli vztahem partnerského podniku,
zmocnénce a zmocnitele, zaméstnance a zameéstnavatele,
spole¢ného podniku a podobné.

Zadavatel a CRO se timto zavazuji, Ze v souvislosti
s timto klinickym hodnocenim neuzaviou zadnou jinou
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employee.

The Parties acknowledge that this Agreement will be
published in the Register of Contracts in accordance with
the Act No. 340/2015 Coll., on Register of Contracts.
Provider requires, prior to the execution of the
Agreement, to receive an agreed final version of the
Agreement in machine readable format with highlighted
text of Agreement which Sponsor considers as its trade
secrets. Provider is obliged to obtain a Sponsor’s consent
before any further change to the final version of the
Agreement is done.

The parties acknowledge that initiation visit and delivery
of Sponsor Drug will not be done until the moment of
publication of final document in the Register of
Contracts.

29. Force Majeure. Neither Party will be liable for delay
in performing or failure to perform obligations under this
Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, governmental action,
accident, strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the other
Party (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the
time for performance will be extended accordingly;
however, if it persists for more than thirty (30) calendar
days, then the Parties may enter into discussions with a
view to alleviating its effects and, if possible, agreeing on
such alternative arrangements as may be reasonable in all
of the circumstances.

30. Governing Law. Subject to the terms of the Trial
conduct as outlined above, this Agreement shall be
governed by and construed in accordance with the laws of
Czech Republic, without giving effect to conflict of law
provisions.

31. This Agreement will be executed in Czech and
English language versions. This Agreement is made in
the Czech and English language versions, which are in
principle equivalent. In case of discrepancies between
these versions, which cannot be overcome by
interpretation, the Czech version shall prevail.

32. In case of disputes which will not be settled amicably,
the courts of the Czech Republic are competent to resolve
them.

33. Notices. All notices required under this Agreement
will be in writing and be deemed to have been given
when hand delivered, sent by overnight courier or
certified mail, as follows, provided that all urgent matters,

smlouvu s Zddnym zaméstnancem poskytovatele.

Smluvni strany berou na védomi, Ze tato smlouva bude
uvefejnéna v registru smluv v souladu se zdkonem C¢.
340/2015 Sb., o registru smluv. Poskytovatel vyZzaduje
pfed podpisem smlouvy zaslat odsouhlasenou findln{
verzi smlouvy ve strojové Citelném formdtu s
podbarvenym textem, ktery zadavatel povaZzuje za
obchodni tajemstvi. Poskytovatel je povinen ziskat
souhlas zadavatele pfed tim, neZ bude konecnou verzi
smlouvy dale ménit nad ramec podbarveného textu ze
strany zadavatele.

.....

navstéveé a dodivce hodnoceného 1écivého piipravku do
okamZiku uvefejnéni kone€ného dokumentu v registru
smluv.

29. Vy&§i moc. Zidnd ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize takové
zpoZzdéni ¢i neplnéni je disledkem okolnosti mimo jeji
pfiméfenou kontrolu (kromé jiného vcetné vyssi moci,
zasahl vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnancit) a
okamzit¢ o ném uvédomi druhou stranu (,,vys$Si moc*).
Zésah vyssi moci neptfedstavuje poruSeni této smlouvy a
termin plnéni bude pfiméfené odloZen. Jestlize vSak trva
vice neZ tficet (30) dni, strany mohou zahgjit diskusi ve
snaze zmirnit dopady jejiho pusobeni a pokud je to
mozné, dohodnout se na alternativnich ujedndnich, ktera
mohou byt za danych okolnosti pfimétena.

30. Rozhodné priavo. S vyhradou vyse uvedenych
podminek provadéni klinického hodnoceni se tato
smlouva ¥di a je vykladdna podle zdkont Ceské
republiky bez moznosti uplatnéni kolizich norem.

31.Tato smlouva je vyhotovena v Ceské a anglické
jazykové verzi. Tato smlouva je vyhotovena v Ceské a
anglické jazykové verzi, které jsou v zdsad¢ rovnocenné.
V piipadé rozporl mezi témito verzemi, které nelze
prekonat vykladem, ma prednost verze ceska.”

32. V ptipadé vzniku sporu, ktery nebude vyieSen
smirem, jsou piisluSné kjeho feSeni soudy Ceské
republiky.

33. Ozndmeni. VSechna ozndmeni poZadovand touto
smlouvou musi byt uinéna v pisemné formé a budou
povazovéna za dorucend pii osobnim dorucenti, pii zaslan{
kuryrem s doru¢enim do druhého dne nebo doporu¢enym
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such as safety reports, will be promptly communicated | dopisem na niZe uvedené adresy stim, Ze vSechny

via telephone, and confirmed in writing: urgentni zdaleZitosti, jako napf. zprdvy o bezpecnosti,
budou okamzit¢ nahl4Seny po telefonu a potvrzeny
pisemné:

Sponsor / Zadavatel:
With copies to / Kopie pro:

Associate Director | Global Trial Management
Bristol Myers Squibb

Route 206 & Provinceline Road

Princeton, NJ 08543

USA

With a copy to / Kopie pro:

Syneos Health, LL.C

1030 Sync Street

Morrisville, North Carolina 27560 USA
Re: Project Code: 7002809A

Attention: Site Contracts Department

Provider / Poskytovatel:

Fakultni nemocnice Hradec Krilové

Pravni odbor

Sokolska 581

500 05 Hradec Kralové - Novy Hradec Krilové
Czech Republic / Cesk4 republika

Attention: Dasa Prokiipkova

Telephone / Telefon: +420 495 832 881

Email / E-mail: dasa.prokupkova@fnhk.cz

Principal Investigator / Hlavni zkouSejici:
Fakultni nemocnice Hradec Krilové

Sokolska 581

500 05 Hradec Kralové — Novy Hradec Krélové
Czech Republic / Cesk4 republika

Attention:

Telephone / Telefon: | GczIEEIER

Email / E-mail: jindrich.kopecky @fnhk.cz

[SIGNATURE PAGE FOLLOWS] [NASLEDUJE STRANA S PODPISY]
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Agreed to and accepted: Souhlasim a pfijimam:

CRO PROVIDER/

POSKYTOVATEL
Signature / Podpis Signature / Podpis
e PROF. MUDR. VLADIMIR PALICKA, CSC., DR. H. C.
Printed Name / Jméno (hiilkovym pismem) Printed Name / Jméno (hillkovym pismem)

ACTING UNDER A POWER OF ATTORNEY /

NA ZAKLADE PLNE MOCI DIRECTOR / REDITEL
Title / Pozice Title / Pozice
2.12.2021 17.12. 2021

Date / Datum Date / Datum

PRINCIPAL INVESTIGATOR /
HLAVNI ZKOUSEJICI

Signature / Podpis

Printed Name / Jméno (hiilkovym pismem)

PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJICI

Title / Pozice
13.12. 2021

Date / Datum
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ATTACHMENT A
PAYMENT TERMS

A-1. General Terms. Payee (hereinafter defined) will be
compensated as outlined on Attachment B for Trial
Subjects properly enrolled in the Trial. This amount
constitutes the full compensation for the work to be
completed by the Provider and Principal Investigator,
including all work and care specified in the Protocol for
the Trial, along with all overhead and administrative
services. No compensation will be available for Trial
Subjects enrolled in the Trial in violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Subject
will be made quarterly and based on CRF data entered by
Provider and/or Principal Investigator supporting enrolled
Trial Subject visitation. Payments will be made for
completed visits and treatment related costs in accordance
with Attachment B, unless otherwise noted in the
Agreement. For each payment, including any Screen
Failures (as defined below) that may be payable under the
terms of this Agreement, Payee will be paid the total
amount earned, less 10%, for the Final Payment
(hereinafter defined). Monitoring will occur based on site
enrollment and completion of data entry. All queries must
be resolved within five (5) business days of receipt by
Provider and/or Principal Investigator any time during the
Trial. Payee must submit any final invoices within
ninety (90) calendar days after the close-out visit of the
Trial at the Provider. Any invoices received thereafter
may not be paid. Payee will have ninety (90) calendar
days after the date of the close-out visit of the Trial at the
Provider to dispute any payment discrepancies or missing
payments.

A-3. Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are pre-approved by
Sponsor, as set forth in Attachment B. To request
payment for such costs, Payee will remit an itemized
invoice to Sponsor or its designee with documentation
and receipts substantiating agreed-upon pass-through
expenses. Any non-procedural pass-through expenses will
be invoiced only in the amount actually incurred with no
mark-up, up to the maximum amounts shown in
Attachment B.

A-4. Final Payment. At the conclusion of the Trial, all

PRILOHA A
PLATEBNI PODMINKY

A-1. VSeobecné podminky. Za fddn& zatazené subjekty
klinického hodnoceni bude piijemci plateb (definovin
nize) vyplacena odména v souladu s piilohou B. Tato
Castka predstavuje plnou dhradu za préci, kterou
poskytovatel a hlavni zkouSejici odvedou, vcetng
veskerych praci a péce uvedenych v protokolu klinického
hodnoceni, spole¢né se vSemi reZijnimi
aadministrativnimi  sluzbami. Za subjekty klinického
hodnoceni zatazené do klinického hodnoceni v rozporu
sprotokolem nebude vyplacena zaddna odména.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny Cctvrtletné na
zdklad¢ udaji z CRF zadanych poskytovatelem a/nebo
hlavnim  zkouSejicim  ziskanych pfi  ndvstévach
zatazenych subjekti klinického hodnoceni. Platby budou
provedeny za ndklady na dokoncené navstévy a 1écbu v
souladu s piflohou B, nestanovi-li smlouva odlisné. Pfi
kazdé  platb¢  vcetné  neudspéSnych  screeningll
(definovanych niZe), kterd se stane v souladu s
podminkami této smlouvy splatnou, bude piijemci plateb
vyplacena celkovd vyd¢land c¢astka minus 10 %
vyhrazenych na zavérecnou platbu (definovanou nize).
Bude proveden monitoring porovndvajici zafazovani na
pracovisti a vyplnovani udaju. Veskeré dotazy musi byt
vyfeSeny do péti (5) pracovnich dnil poté, co je
poskytovatel a/nebo hlavni zkouSejici obdrzi, a to
kdykoliv béhem klinického hodnoceni. Ptijemce plateb je
povinen piedlozit zavérecné faktury ve lhuté devadesati
(90) kalendainich dntt po navstévé pro ukonceni
klinického hodnoceni u poskytovatele. Faktury piijaté
pozdéji nebudou proplaceny. Piijemce plateb muze ve
lhaté devadesati (90 kalendafnich dnti po datu ndvstévy
pro ukonceni klinického hodnoceni u poskytovatele
rozporovat neshody v platbdch nebo chybéjici platby.

A-3. Nédklady nesouvisejici s postupy. Piijemci plateb
budou uhrazeny dodatecné ndklady nesouvisejici s
postupy, které byly pfedem schvileny zadavatelem, jak je
uvedeno v piiloze B. Zadost o thradu takovych naklada
piijemce plateb podd zadavateli nebo osobé jim
opravnéné formou faktury s uvedenim jednotlivych
poloZek a podlozené dokumentaci a doklady dokladajici
dohodnuté vydaje prefakturované na zadavatele.
Prefakturované vydaje nesouvisejici s postupy budou
fakturovany pouze ve skuteéné vynaloZenych c¢éstkach
bez navyseni, aZ do vySe maximélnich ¢astek uvedenych
v priloze B.

A-4. ZavéreCna  platba. Pii  ukonceni klinického

PL: I - ovider: Fakultni nemocnice Hradec Krdlové | Bristol-Myers International Corporation | CA2098TT

Doc Name: CZE Tripartite CTA (CRO) | Doc Final: 30.November 2021

23/33




CRFs and Trial-related documents will be promptly made
available for Sponsor review. The final payment (“Final
Payment”) will be paid once: all CRFs have been
completed and received; data queries have been satisfied;
all Sponsor Drug is returned; and all close out issues are
resolved and procedures completed, including final IEC
and/or RA notification, if applicable. All queries must be
resolved within five (5) business days of receipt by
Provider and/or Principal Investigator. Sponsor or its
designee will perform final reconciliation of all payments
made to date against total amount due and will promptly
pay Payee amounts remaining unpaid, if any. Payee will
promptly reimburse Sponsor any unearned or overpaid
amounts previously paid to Payee within thirty (30)
calendar days of notification by Sponsor or designee.

A-5. Taxes.

(1) Payments shown in Attachment B do not include
value added tax (“VAT”). If the Payee is VAT
registered, and if VAT is required under the
Applicable Law, VAT should be added and shown on
the invoice by the Payee at the applicable VAT rate,
along with Payee’s VAT registration number. If VAT
reverse charge mechanism applies under Applicable
Law, Payee will not add VAT to the invoice, and the
appropriate  wording should be displayed on the
invoice in accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is solely
responsible for the payment of any and all
contributions and taxes imposed by any applicable
authority with respect to or measured by compensation
paid to Payee under this Agreement. CRO or Sponsor
will not be responsible for the withholding or payment
of any such required contributions or taxes. Payee
accepts full responsibility for reporting all payments
received, under this Agreement, to the relevant
taxation authorities as required by Applicable Law.

A-6. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial
(“Screen Failure”). Screen Failures will be reimbursed,
if at all, as outlined in Attachment B.

A-7. Necessary Procedures. Payee will be reimbursed for

hodnoceni budou zadavateli okamZité piedloZeny ke
kontrole vSechny formuldfe CRF a dokumenty souvisejici
s klinickym hodnocenim. Zavére¢nd platba (,,Zavére¢na
platba®) bude uhrazena, jakmile: budou vyplnény a
pfeddny vSechny formuliafe CRF, budou uspokojiveé
zodpovézeny dotazy tykajici se ddaji, budou vraceny
vSechny hodnocené 1éCivé piipravky, budou vyfeSeny
vSechny problémy s ukonceni klinického hodnoceni
adokoneny vSechny postupy, vcetné zavére¢ného
ozndmeni NEK a/nebo RU, pokud je to relevantni.
Vsechny dotazy musi byt vyfeSeny ve lhuté péti (5)
pracovnich dnil po jejich obdrzeni poskytovatelem a/nebo
hlavnim zkouSejicim. Zadavatel nebo jim uréend osoba
provedou kone¢né odsouhlaseni vSech dosud vyplacenych
plateb s celkovou dluznou ¢astkou a bez odkladu zaplati
poskytovateli piipadné neuhrazené Castky. Piijemce
plateb bez odkladu ve lhité triceti (30) kalendainich dnt
po oznameni zadavatele nebo osoby jim povefené vyplati
zadavateli jakékoliv neopravnéné platby nebo pieplatky
diive uhrazené piijemci plateb.

A-5. Dané.

(1) Platby uvedené v ptiloze B jsou uvedeny bez dané
z ptidané hodnoty (dale jen ,,DPH®). Je-li piijemce
plateb platcem DPH, a pokud platné zakony ukladaji
povinnost platit DPH, musi piijemce plateb DPH
pricist a vykazat na faktufe v platné sazb€ s uvedenim
DIC piijemce plateb. V piipadé, Ze se dle platnych
zdkonu uplatiiuje prenesena dafiova povinnost,
piijemce plateb DPH na faktuie nepfiCte, pricemZ v
souladu s platnymi zdkony je na faktufe tfeba uvést
poZadovany text.

(2) Prijemce plateb potvrzuje a zavazuje se, Ze ponese
vyhradni odpovédnost za piipadné platby vSech
prispévkit a dani uvalenych pfisluSnym vladnim
organem na odmény vyplacené piijemci plateb dle této
smlouvy. Spolecnost CRO nebo zadavatel neponesou
odpovédnost za provddéni srdzek nebo placeni
takovych pozadovanych pfispévkih nebo dani.
Piifjemce platby piebird plnou odpovédnost za
vykazovéani vSech piijatych plateb dle této smlouvy
ptislusnym finan¢nim ufadim v souladu s platnymi
zéakony.

A-6. NedspéSny  screening.  Pfipad  netspésného
screeningu se vztahuje na subjekt klinického hodnocent,
ktery nesplni kritéria screeningové navstévy, a tudiZ neni
zpusobily k zatazeni do klinického hodnoceni (,,Pripad
neuspéSného  screeningu*). Piipady nedspésného
screeningu budou uhrazeny, pokud vibec, v souladu s
ptilohou B.

A-7. Nutné postupy. Pifjemci plateb bude poskytnuta
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valid necessary visits and procedures not covered under
Attachment B. Payment for any necessary procedure due
to Trial Subject safety will be reimbursed at the agreed
upon unit cost in Attachment B, if available, or if there is
no such unit cost in Attachment B, Payee will be
compensated based on actual costs incurred by Provider
and Principal Investigator, and will require a separate
invoice with documentation for the medical necessity of
the procedure. Where practicable, Sponsor’s or CRO’s
prior written consent will be obtained, unless it will
compromise the integrity of the Trial or affect Trial
Subject safety, in which case Sponsor will be notified as
soon as practicable after the fact.

A-8. Standard of Care (SOC). Payee acknowledges that
Sponsor may agree to pay / reimburse certain costs
associated with SOC procedures, to the extent specifically
detailed below, and the prohibition against ‘double-
billing’ extends to any such SOC costs. Sponsor is not
obligated to pay for any SOC or routine treatment costs.
Notwithstanding the foregoing, upon request from
Provider, Sponsor may provide financial assistance for
SOC or routine treatment costs or related insurance co-
pay or deductible, provided Provider provides to Sponsor:
written confirmation of lack of insurance, rejection of
payment, or billing statement for co-pays or deductibles
due for the SOC or routine treatment costs.

A-9. If Attachment B includes a one-time start-up fee to
reimburse all activities supporting the activation of Trial
at Provider, such one-time start-up fee may be invoiced
upon execution of the Agreement.

A-10. Payee. The payments will be made to the following
Payee and address:

dhrada za platné nutné navstévy a postupy, které nejsou
zahrnuty v pifloze B. Uhrada za postup nutny z hlediska
bezpe¢nosti  subjektu  klinického hodnoceni bude
provedena v jednotkové cené odsouhlasené v ptiloze B,
je-li uvedena, nebo neuvadi-li ptiloha B jednotkovou
cenu, pak budou piijemci plateb uhrazeny skute¢né
ndklady, které vznikly poskytovateli a hlavnimu
zkousejicimu, pficemZ bude nutné vystavit samostatnou
fakturu podloZenou dokumentaci doklddajici nutnost
provést lékatsky tkon. V piipadech, kdy to bude mozZné,
je tieba ziskat ptedchozi pisemny souhlas zadavatele nebo
spole¢nosti CRO, pokud tim nebude naruSena integrita
klinického hodnoceni nebo dotéena bezpecnost subjektu
klinického hodnoceni, pficemz v takovém piipadé bude
zadavatel informovén, jakmile to bude nasledné mozné.

A-8. Standardni péce (Standard of Care, SOC). Piijemce
plateb bere na védomi, Ze zadavatel muZe souhlasit
s uhrazenim/proplacenim nekterych ndkladt souvisejicich
s postupy vramci SOC v rozsahu podrobné¢ uvedeném
nize, ana jakékoliv takové ndklady SOC se vztahuje
zdkaz ,dvojiho uctovani‘. Zadavatel neni povinen hradit
jakékoliv ndklady SOC nebo rutinni 1écby. Bez ohledu na
vySe uvedend ustanoveni muZze zadavatel na zadost
poskytovatele poskytnout finanéni pomoc na pokryti
nakladd SOC nebo rutinni 1é¢by, piipadné spoludcast na
dhrad¢ souvisejiciho pojisténi nebo slevu na pojisténi, a
to za predpokladu, Ze poskytovatel zadavateli poskytne
pisemné potvrzeni o nedostate¢ném pojisténi ¢i odmitnuté
dhrad¢, pfipadné vypis fakturace spolutcasti na Ghradé
pojisténi nebo slev na pojisténi splatnych v souvislosti
s ndklady SOC nebo rutinni 1écby.

A-9. Je-li vptiloze B uvedena jednordzovd platba za
zahdjeni klinického hodnoceni urcend k proplaceni vSech
aktivit provadénych v souvislosti se zahdjenim klinického
hodnoceni u poskytovatele, takovou jednordzovou platbu
lze vyfakturovat po podpisu smlouvy.

A-10. Pfijemce  plateb. Platby budou uhrazeny
nasledujicimu piijemci a na nize uvedenou adresu:

Payee Name / Jméno piijemce plateb: Fakultni nemocnice Hradec Kralové
Payee Address / Adresa piijemce plateb: Sokolska 581, 500 05 Hradec Kralové - Novy Hradec Krdlové, Czech

Republic / Cesk4 republika

Payee Tax Identification Number / Datiové identifikacni ¢islo piijemce plateb: CZ00179906

Payee Bank Account Details / Bankovni spojeni pfijemce plateb:

Bank Name / Ndzev banky: Ceskd narodni banka

Bank Address / Adresa banky: Na Piikopé 28, 115 03 Praha 1, Czech Republic / Cesk4 republika

Bank Account Number / Cislo G&tu: 24639511/0710

IBAN Number / Cislo IBAN: CZ23 0710 0000 0000 2463 9511

SWIFT Code / Kéd SWIFT: CNBACZPP

Variable symbol / Variabilni symbol: Invoice number /Cislo faktury
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Email address for remittance information / E-mailova adresa pro ozndmeni pfijeti: jitka.halesova@fnhk.cz

In case of changes in the Payee’s bank account details,
Payee is obliged to inform CRO in writing, but no
amendment to this Agreement shall be required.

A-11. Invoices. All invoices must be issued and
forwarded to the following as instructed:

Attn. Investigator Payment Department

Syneos Health UK Limited

Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re: Project Code: 7002809A

E-mail: SM_InvestigatorPayments @ Syneoshealth.com

All payment related queries may be directed to:

V ptipadé zmén v bankovnim spojeni piijemce plateb je
piijemce plateb povinen pisemné informovat spolecnost
CRO; dodatek k této smlouve se vSak nevyzaduje.

A-11. Faktury. VSechny faktury musi byt vystaveny a
zaslany podle pokynil na nize uvedenou adresu:

| Vsechny dotazy k platbam zasilejte na adresu:

SM_InvestigatorPayments @ Syneoshealth.com

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) project code, (4) Principal
Investigator’s name, (5) a summary of the reimbursement
to be made in compliance with the Attachment B, and
(6) if the Payee is VAT registered, the VAT registration
number or if VAT reverse charge mechanism applies, the
note “VAT reverse charge applicable”.

Payee will not receive any payments for pass through
expenses whereby Payee has failed to produce actual
copy invoices or other documentation clearly
substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for
compensation.

Invoices are due 40 days after the invoice is issued.

In case of a change of invoice address or VAT No.,
Sponsor/CRO is obliged to promptly inform Provider
(Désa Proktipkova — Pravni odbor and Ing. Jitka HaleSova
— Odbor financf a analyz).

Kazda faktura musi uvadét: (1) nazev zadavatele, (2) Cislo
protokolu, (3)kéd projektu, (4)jméno hlavniho
zkousSejiciho, (5) shrnuti plateb pozadovanych v souladu s
ptilohou B a (6) pokud je pfijemce platby platcem DPH,
pak danové identifikacni Cislo, nebo uplatiuje-li se
pfenesend daniovd povinnost, pak poznidmku ,,uplatnéni
prenesené danové povinnosti®.

Piijemce plateb neobdrzi zadné platby za prefakturované
vydaje, jestlize pifjemce plateb neptedlozil kopie faktur
nebo jiné dokumentace jasn¢ dokladajici, Ze tyto vydaje
byly skutecné, pifiméfené a ovéfitelné v Céstce
piedkladané k thradé.

Splatnost faktur 40 dnf od vystaveni faktury.

Pokud dojde ke zméné fakturaéni adresy nebo DIC, je
zadavatel/CRO  povinen  neprodlené¢  informovat
poskytovatele (Dasa Prokipkovd — Pravni odbor a Ing.
Jitka HaleSova — Odbor financi a analyz).
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ATTACHMENT B
FINANCIAL ARRANGEMENTS WORKSHEET
FINANCE SUMMARY BOX

Invoice Currency:CZK:

Payment Base _Visit-base:

Effective Date : date of publication the Agreement in
Contract Register :

CRO Contracting Entity : Syneos Health UK Limited :

PRILOHA B

ZAZNAM FINANCNIHO UJEDNANI

SHRNUTI FINANCNICH ZAVAZKU

Ména faktury:K¢

Zaklad platby: dle navstévy

Datum ucinnosti: dnem zvefejnéni smlouvy v registru
smluv

Smluvni subjekt CRO :Syneos Health UK Limited
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