CLINICAL TRIAL AGREEMENT
Protocol # 213406

This Clinical Trial Agreement (“Agreement”) dated as of
the date of last signature and effective as of the date of
publication of the Redacted Agreement into the Contracts
Registry(“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, Compay ID 1772610
including its affiliates, subsidiaries, and specifically its
parent company Syneos Health, LLC (“CRO”)

and

Fakultni nemocnice v Motole, statni pirispévkova
organizace, with a place of business at V Uvalu 84, 150
06 Praha 5, Czech republic, ICO: 00064203, DIC: CZ
00064203, represented b

(“Provider”).

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

BACKGROUND

By separate agreement, GlaxoSmithKline Research &
Development Limited with a principal place of business
at 980 Great West Road, Brentford, Middlesex, TW8
9GS, U.K. (“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. As used in this
Agreement, “GSK” refers to the Sponsor and all of its
affiliates.

Sponsor wishes to support a clinical trial with Sponsor
Drug (hereinafter defined), encoded 213406 entitled “ “A
Phase 1, Multicentre, Open-Label, Dose-Escalation and
Cohort Expansion Study of Niraparib and Dostarlimab in
Paediatric Patients with Recurrent or Refractory Solid
Tumors™” (“Protocol”) to be conducted at Provider
(“Trial”) to involve patients participating in the Trial
(“Trial Subjects”).

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo 213406

Tato smlouva o klinickém hodnoceni (,,smlouva”) ze dne
pfipojeni posledniho podpisu s ucinnosti k datu
zvetejnéni revidované smlouvy do registru smluv
(,,datum G¢innosti) se uzavira mezi

spole¢nosti Syneos Health UK Limited se sidlem ve
Velké Britanii na adrese Farnborough Business Park, 1
Pinehurst Road, Farnborough, Hampshire, GU14 7BF,
Spojené kralovstvi, IC 1772610, véetné jejich pobodek,
dcefinych spoleCnosti a konkrétné jeji matefskou
spole¢nosti Syneos Health, LLC (,,CRO®)

a

Fakultni nemocnice v Motole, statni prispévkova
organizace se sidlem V Uvalu 84, 150 06 Praha 5, Czech
republic, ICO: 00064203, DIC: CZ 00064203,
zastoupena

(,,Poskytovatel®).

L»dmluvni strana® znamena rovnocenné spole¢nost CRO
nebo Poskytovatel a ,,smluvni strany* znamenaji v§echny
z nich.

PREAMBULE

Samostatnou smlouvou spolecnost GlaxoSmithKline
Research & Development Limited se sidlem 980 Great
West Road, Brentford, Middlesex, TW8 9GS, U.K.
(,,zadavatel™) povétila spolecnost Syneos Health, LLC,
smluvni vyzkumnou organizaci se sidlem ve Spojenych
statech na adrese 1030 Sync Street, Morrisville, North
Carolina 27560 USA, ptisobici jako nezavisly smluvni
dodavatel, aby jednala jménem zadavatele pro ucely
pfevodu urcitych zavazkd plynoucich z této smlouvy,
pfi¢emz uvedené zavazky zahrnuji zejména vyjednani a
uzavieni smlouvy a spravovani plateb za sluzby
provadéné a popsané nize. Pojem ,,GSK*, jak je pouzivan
v této smlouvé, se vztahuje na zadavatele a vSechny jeho
pobocky

Zadavatel si preje podpofit klinické hodnoceni
hodnoceného 1éc¢ivého piipravku (definovaného nize) s
kédovym oznacenim 213406 nazvanym ,,Multicentricka
oteviena studie niraparibu a dostarlimabu faze 1 se
stupnovanim davky a expanzi kohorty u pediatrickych
pacientti s rekurentnimi nebo refrakternimi solidnimi
nadory*“ (,,protokol”), které bude provadéno u
Poskytovatele (,klinické hodnoceni®) a budou do ngj
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The Parties agree as follows:

1. Investigators and Research Staff.

1.1. Principal Investigator. The Provider’s principal

investigator, being an employee of the Provider,will
b . i
Investigator””) with a place of business at Fakultni
nemocnice v Motole, V Uvalu 84/1, 150 06 Praha 5 -
Motol,Czech Republic who 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 v Motole, Klinika détské
hematologie a onkologie, V Uvalu 84/1, 150 06
Praha 5 - Motol, Ceska republika.

Provider agrees that CRO enters into a separate
agreement with the Principal Investigator and/or other
Research Staff (hereinafter defined), as applicable, in
respect of the Trial, based on which the Principal
Investigator will commit himself/herself and
his/herResearch Staff to conduct the Trial and that
such separate agreement will include fair
compensation.

1.2. Subinvestigators and Research Staff. Provider
will ensure that only individuals who are
appropriately trained and qualified assist in the
conduct of the Trial as subinvestigators or research
staff (subinvestigators and research staff collectively
referred to as “Research Staff”).Provider, through
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.

1.3. Obligations of Provider. Provider 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 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

zafazeni pacienti (,,subjekty klinického hodnoceni®).
Strany se dohodly takto:

1. ZkousSejici a vyzkumny personal.

1.1. Hlavni  zkouSejici. Hlavnim  zkouSejicim
Poskytovatele, ktery je zaméstnancem Poskytovatele,
bude [N . ovni
zkousejici*) se sidlem Fakultni nemocnice v Motole,
V Uvalu 84/1, 150 06 Praha 5 - Motol, Ceska
republika, ktery bude odpovédny za vedeni klinického
hodnoceni v souladu s platnymi piedpisy
Poskytovatele. Klinické hodnoceni bude provadéno
pod vedenim hlavniho zkousSejicitho v Fakultni
nemocnice v Motole, Klinika détské hematologie a
onkologie, V Uvalu 84/1, 150 06 Praha 5 - Motol,
Ceska republika.

Poskytovatel souhlasi, aby spole¢nost CRO uzaviela
s hlavnim zkouSejicim a/nebo piipadné s dal§im
vyzkumnym  persondlem  (definovano  niZe)
samostatnou smlouvu o klinickém hodnoceni, na
zaklad¢ které se hlavni zkousSejici zavaze, Ze on i jeho
vyzkumny personal provedou klinické hodnoceni a ze
tato samostatna smlouva bude obsahovat spravedlivou
odménu.

1.2. Spoluzkousejici a  vyzkumny  personal.
Poskytovatel zajisti, aby se na provadéni klinického
hodnoceni jako spoluzkouSejici nebo vyzkumny
personal (spoluzkousejici a vyzkumny personal jsou
spolecné oznacovani jako ,,vyzkumny personal®)
podilely pouze osoby s odpovidajicim vzdélanim a
kvalifikaci. Poskytovatel mulze prostiednictvim
hlavniho zkousSejiciho delegovat povinnosti a
odpovédnosti na vyzkumny persondl pouze v rozsahu
povoleném pfislusnym zakonem (definovanym nize)
upravuyjicim provadéni klinického hodnoceni, jak je
uvedeno nize.

1.3. Povinnosti Poskytovatele. Poskytovatel zajisti,
aby byl vyzkumny personal informovan o veskerych
podminkach této smlouvy platnych pro vykonavané
¢innosti a souhlasil s nimi. Poskytovatel pievezme
vSechny povinnosti vyplyvajici ze vSech platnych
zakont, predpisti, pokynl a norem, vcetné¢ zejména
vSech platnych pokyni a standardi Mezinarodni
konference o harmonizaci spravné klinické praxe
(International Conference on Harmonization Good
Clinical Practice, ,,JCH GCP*) a Helsinské Deklarace
Svétové lékarské asociace ,Etické zasady pro
1ékatsky vyzkum za ticasti lidskych subjektt (2013),
vSech platnych zékonti a pokynil upravujicich klinicka
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applicable laws relating to human rights, supply of
medicines legislation, legislation relating to human
tissue and biological samples, 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”).

2. Protocol. Provider will conduct the Trial in accordance
with the Protocol (including any Protocol Amendments
hereinafter defined) 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, through Principal
Investigator, will notify 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. Any Sponsor-required 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, through 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 and/or
Principal Investigator with sufficient quantities of the
Sponsor product that is being studied (“Sponsor Drug”)
to conduct the Trial at no cost to the Provider. 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.

hodnoceni 1é¢ivych piipravki a vSech platnych
zakond upravujicich lidska prava, legislativy
upravujici dodavky 1€k, legislativy upravujici otazky
vzorki tkané a biologickych vzorkd, a vSech platnych
zakoni tykajicich se zachovani divérnosti, ochrany
osobnich udajii a bezpecnosti informaci o subjektech
hodnoceni (,,platné zakony*).

2. Protokol. Poskytovatel bude klinické hodnoceni
provadét v souladu s protokolem (vcetné dodatkl
k protokolu definovanych nize) a platnymi zakony.

2.1. Dodatky. Protokol se miize upravovat pouze
formou pisemného dodatku (,,Dodatek k protokolu‘)
podepsaného zadavatelem a hlavnim zkouSejicim.
Pokud je to relevantni, strany jsou si védomy
skute¢nosti, ze dodatky k protokolu musi schvalit také
piislusna nezavisla eticka komise (,NEK®) a/nebo
kontrolni ufad (,KU*). V akutnim piipadé k zajisténi
bezpecnosti mize zadavatel vydat pokyn k odchyleni
se od protokolu. Poskytovatel prostfednictvim
hlavniho zkousSejiciho informuje odpovédnou NEK
a/nebo KU co nejdfive, v kazdém piipadé vsak
nejpozdéji pét (5) pracovnich dnid po uplatnéni
odchylky. Kazdad akutni odchylka vyzadovana
zadavatelem musi byt nasledné 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 pfipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
Poskytovatel prostfednictvim hlavniho zkousejiciho
uvédomi zadavatele a p¥islusnou NEK a/nebo KU co
nejrychleji, v kazdém piipadé nejpozdéji do péti (5)
pracovnich dnti po uplatnéni této odchylky.

3.NEK a KU. Smluvni strany zajisti, ze klinické
hodnoceni bude zahajeno az po schvaleni klinického
hodnoceni a formulate informovaného souhlasu (,,JCF*),
které jsou v souladu s platnymi zakony, nezavislou
etickou komisi a/nebo KU. Smluvni strany dale zajisti, Ze
klinické hodnoceni bude po celou dobu provadeéni
podléhat trvalému dohledu ze strany NEK a/nebo KU.

4. Hodnoceny 1éCivy pfipravek. Zadavatel poskytne
Poskytovateli a/nebo hlavnimu zkouSejicimu zdarma
dostateéné mnozstvi pripravku zadavatele (dale je
»hodnoceny 1écivy ptipravek™) k provedeni klinického
hodnoceni. Pokud to pozaduje protokol a pokud neni
dohodnuto jinak, zadavatel rovné¢z zdarma poskytne
placebo nebo srovnavaci €k (,,srovnavaci 1€k*).

PI: _| Provider:Fakultni nemocnice v Motole | GlaxoSmithKline Research & Development Limited| 213406

Doc Name: CZEProvider Bipartite CTA (CRO) | Doc Final: 9May2022

3/40




Sponsor ensures the distribution of the consignment of
Spnsor Drug to the pharmacy of the Provider, where the
pharmacist receives and inspects them (like other
consignments - ie if it is not damaged, in case of special
transport requirements, if these requirements have been
complied with subsequently, upon request, Principal
Investigator picks up the evaluated medicinal products
and is fully responsible for them. Sponsor is obliged to
notify the pharmacist authorized by the pharmacy within
reasonable timeframe before delivery, when the
consignment will be handed over to the pharmacy.
Disposal of unused Sponsor Drug will be performed by
Provider.

Sponsor will arrange delivery to the address:

Motol Hospital Pharmacy,

V Uvalu 84, 150 06 Prague 5 and will be marked with
the name of the responsible pharmacist

4.1. Custody and Dispensing. Provider 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 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 Principal Investigator or Research
Staff.

4.3.Use. Provider 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
Provider 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 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.

Zadavatel zajisti distribuci zasilky hodnocenych 1é¢ivych
piipravkd do 1ékarny Poskytovatelee, kde je 1ékarnik
pfevezme a zkontroluje (jako jiné zasilky - tzn. neni-li
poskozena, v ptipadé zvlastnich pozadavki na transport,
byly-li tyto poZzadavky dodrzeny), piijem zasilky potvrdi,
nasledné si na zadanku hlavni zkousjici hodnocené 1écivé
pfipravky vyzvedne a je za né plné¢ zodpovédny.
Zadavatel je povinen ozndmit v pfiméfeném casovém
predstihu pted dodanim, kdy bude zasilka do lékarny
pfedana budto emailem nebo telefonicky Iékarnou
povéfenému farmaceutovi. Likvidaci nevyuzitych 1éki
provede Poskytovatel.

Zadavatel zajisti dodavku na adresu:
Nemocni¢ni 1ékarna FN Motol,

V Uvalu 84, 150 06 Praha 5 a oznaéi ji jménem
odpovédného Iékarnik

4.1. Uchovavani a vydavani léku. Poskytovatel musi
dodrzovat platné zakony vyZzadujici peclivé
uchovavani a vydavani hodnoceného 1é¢ivého
ptipravku nebo srovnavaciho léku, veetné patficné
dokumentace téchto ¢innosti.

4.2. Kontrola. = Poskytovatel musi  vykonavat
dostateCnou kontrolu nad zasobami hodnoceného
1é¢ivého pripravku a srovnavaciho 1éku a nepoda ani
nevyda pripravek osobé, ktera neni ucastnikem
klinického hodnoceni, a neumozni pfistup k ptipravku
nikomu s vyjimkou hlavniho zkousSejictho nebo
vyzkumného personalu.

4.3. Pouziti. Poskytovatel bude hodnoceny 1écivy
piipravek nebo srovnavaci 1€k pouzivat pouze
zpisobem uvedenym v protokolu. Jakékoliv jiné
pouziti hodnoceného 1é¢ivého pfipravku nebo
srovnavaciho 1éku predstavuje zavazné poruseni této
smlouvy.

4.4. Vlastnictvi hodnoceného 1é¢ivého ptipravku.
Hodnoceny 1é¢ivy piipravek je a ztstava vlastnictvim
zadavatele. Zadavatel neudé€luje Poskytovateli zadna
vyslovna ani predpokladana prava dusSevniho
vlastnictvi k hodnocenému 1é¢ivému ptipravku nebo
k jakymkoliv metodam vyroby nebo pouzivani
hodnoceného 1é¢ivého piipravku.

4.5. Platba za hodnoceny 1é¢ivy pripravek nebo
srovnavaci 1ék. Poskytovatel nebude subjektim
klinického hodnoceni ani platciim tietich stran i¢tovat
zadné Castky za hodnoceny 1é¢ivy piipravek nebo
srovnavaci I1€k ani za jakékoliv sluzby, které mu podle
této smlouvy proplaci zadavatel nebo jeho zastupcem.
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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 for conducting the Trial to
the best of their knowledge. No payments by CRO under
this Agreement shall be passed in whole or in part,
directly or indirectly, to any third party as a rebate or
discount for the purchase of GSK products.
Notwithstanding the foregoing, commercially reasonable
payments to a subcontractor who is performing services
under this Agreement that meet the criteria for bona fide
services are not considered to be a pass-through rebate or
discount payments (even if the subcontractor is a GSK
customer). 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. The Provider will not 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
whatsoever to pay Provider.

6. Trial Milestones.

6.1 Provider will use its best endeavors to enroll its
Enrollment Maximum of Trial Subjects before the
Target Enrollment End Date. Sponsor may at any time
reduce the Provider’s Enrollment Maximum or end
enrollment at Provider at Sponsor’s discretion.
Sponsor through CRO will not be obligated to make
any payment with respect to any subject enrolled in
excess of the Provider’s Enrollment Maximum.

5. Finanéni ujednani. Odmeéna za sluzby poskytované dle
této smlouvy bude vyplacena prostfednictvim thrad v
souladu s pfilohou A (platebni podminky) a ptilohou B
(zaznam finan¢niho ujednani). VSechny strany berou na
védomi, Ze castky uvedené v piiloze B piedstavuji
spravedlivou trzni hodnotu sluzeb poskytovanych
Poskytovatelem pii provadéni klinického hodnoceni dle
jejich nejlepsiho védomi. Zadné platby od spole¢nosti
CRO v ramci této smlouvy nesmi byt z Casti ani zcela,
pfimo ani nepfimo postoupeny zadné tfeti strané jako
rabat nebo sleva za nakup piipravkt GSK. Bez ohledu na
vySe uvedené nejsou za postoupené rabaty ¢i slevy
povazovany komeréné priméiené platby subdodavateli,
ktery poskytuje sluzby podle této smlouvy, jez splnuji
kritéria pro sluzby poskytované v dobré viie (i kdyz
dotCeny subdodavatel je zakaznikem spole¢nosti GSK).
Vsechny castky zahrnuji vSechny piimé, neptimé, rezijni
a dalsi naklady, v¢etné nakladi na laboratorni a pomocné
sluzby a zlstanou pevné po dobu trvani klinického
hodnoceni, pokud se strany pisemné nedohodnou jinak.
Poskytovatel nebude pfimo ani nepfimo vyzadovat ani
piijimat odménu od subjektd klinického hodnoceni nebo
platct tretich stran za materidly, 1écbu nebo sluzby
vyzadované podle protokolu a poskytnuté nebo zaplacené
zadavatelem nebo jeho zastupcem, vcietné zejména
hodnoceného [éCivého piipravku, srovnavaciho léku,
screeningu subjektt klinického hodnoceni, infuzi, sluzeb
lékaft a sester, diagnostickych testi a podavani
hodnoceného 1é¢ivého piipravku a/nebo srovnavaciho
1éku. Jakmile bude ur€enym piijemctim plateb uhrazeno
provadéni klinického hodnoceni, spole¢nost CRO ani
zadavatel nebudou dale jakymkoliv zpiisobem povinni ¢i
odpovédni za platby Poskytovateli.

6. Kli¢ové stadia klinického hodnoceni.

6.1 Poskytovatel vynalozi maximalni usili, aby pied
cilovym datem ukonCeni zafazovani stihl zaradit
maximalni pocet zafazenych subjektd klinického
hodnoceni. Zadavatel mtze dle vlastniho uvazeni
kdykoli u Poskytovatele omezit maximalni pocet
zafazenych  subjektd  klinického  hodnoceni
Poskytovatelem nebo ukoncit zatazovani. Zadavatel
neni povinen prostiednictvim spolecnosti CRO
provést zadnou platbu pro subjekt klinického
hodnoceni zapsany nad ramec maximalniho poctu
zatazenych  subjektd  klinického  hodnoceni
Poskytovatelem.
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6.2 All Trial Subject visits will be completed no later
than the Target Visits Completed Date. All CRF
information associated with a Trial Subject's visit
must be satisfactorily completed within seven (7)
calendar days after the Trial Subject's visit or, if
applicable, receipt of the Trial Subject's test results.
All final CRF data will be entered into the CRF and
submitted to CRO/Sponsor no later than five (5)
calendar days after the Trial Subject’s final visit or, if
applicable, receipt of the subject’s final test results.
All data queries from Sponsor/CRO must be
completed and returned to Sponsor/CRO within seven
(7) calendar days or, if during final clean up, one (1)
business day, or such other time set by Sponsor/CRO.
In all instances described in this section, time is of the
essence.

6.3 “Target” as used above means projected Trial
milestones subject to change by Sponsor. Any update
to such Target dates will be communicated to Provider
and Principal Investigator without the necessity of
modifying this Agreement.

7. Reporting Adverse Events and ICH GCP Breaches.

6.2 Veskeré navstévy subjekti klinického hodnoceni
musi byt dokonceny pfed cilovym datem
dokoncenych navstév. Veskeré tidaje z CRF spojené
s nav§tévou subjektu klinického hodnoceni musi byt
uspokojiveé vyplnény do sedmi (7) kalendainich dnt
po navstéve subjektu klinického hodnoceni nebo po
ziskani vysledku testt subjektu klinického hodnoceni,
je-litorelevantni. Veskeré vysledné udaje z CRF musi
byt zadany do CRF a ptedlozeny spole¢nosti CRO ¢i
zadavateli nejpozdéji do péti (5) kalendainich dnti po
posledni navstévé subjektu klinického hodnoceni
nebo po ziskani vysledkid poslednich testd subjektu
klinického hodnoceni, je-li to relevantni. Veskeré
dotazy od zadavatele ¢i spolenosti CRO ohledné
udajii musi byt zodpovézeny a vraceny zadavateli ¢i
spole¢nosti CRO do sedmi (7) kalendainich dnd nebo
— v ptipadé zavérecné faze Cisténi — do jednoho (1)
pracovniho dne nebo jiné lhity stanovené
zadavatelem &i spoleénosti CRO. Cas je rozhodujici
ve vSech pripadech v tomto bode¢.

6.3 Pod pojmem ,,cilové® pouzitym ve smyslu vyse
se rozumi KkliCova stadia, ktera muze zadavatel
kdykoli upravit. Jakakoli aktualizace téchto cilovych
dat musi byt sdélena Poskytovateli a hlavnimu
zkouSejicimu, aniz by bylo nutné tuto smlouvu
upravovat.

7. HlaSeni nezadoucich piihod a poruseni 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.

8. 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. During the Trial and after its completion, the Parties
and Sponsor as applicable to each are obliged to ensure
the protection of personal data during their processing
and transfer to third country, in accordance with all
applicable data protection laws and regulations, including
the applicable terms of the the GDPR and Act No.
110/2019 Coll., On the processing of personal data and
related legislation. In addition, the Provider shall comply
with the following provisions:

8.1. Authorization to Use and Disclose Health
Information. Provider shall provide an appropriate
privacy notice to each Trial Subject and obtain a

Poskytovatel a hlavni zkouSejici nahlasi kdykoliv
nezadouci prihody subjektti klinického hodnoceni
v souladu s pokyny protokolu a platnymi zakony.

8. Ochrana osobnich idaji a soukromi. Strany jsou si
védomy spole¢ného cile zabezpeceni vSech osobnich
udaji a zachovani jejich divérnosti a ochrany pied
neopravnénym zvetejnénim. Strany prohlasuji a zarucuji,
ze budou dodrzovat vSechna ustanoveni platnych zakont
upravujicich davérnost, ochranu soukromi a zabezpeceni
téchto osobnich idaji. Smluvni strany a Zadavatel, jak je
vztazeno na kazdého z nich, jsou povinni v priubéhu
klinického hodnoceni i po jeho ukonceni zajistit ochranu
osobnich udajt béhem jejich zpracovani a predani do jiné
zem¢ dle prislusnych pravnich pfedpisi a nafizeni
vztahujicich se na ochranu osobnich udaji, vcetné
piislusnych podminek GDPR a zédkonem ¢. 110/2019 Sb.,
0 zpracovani osobnich udajii a souvisejicimi pravnimi
predpisy.” Dale bude Poskytovatel dodrzovat nésledujici
ujednani:

8.1. Opravnéni pouzivat a sdélovat zdravotni
informace. Poskytovatel poskytne kazdému subjektu
klinického hodnoceni pfislusné ozndmeni o ochrané
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written privacy authorization from each Trial Subject,
complying with Applicable Law, which will enable
Provider and Principal Investigatorto 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 will only use the authorization
that is approved by Sponsor, IEC and/or RA (if
applicable).

8.2. Use of Trial Subject Personal Data. Provider 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.

8.3. Disclosure of Trial Subject Personal Data.
Provider shall not disclose 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 Providershall 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.

8.4. Data Rights of Trial Subjects.
a. Provider shall respond to Trial Subjects’
requests for access, amendment, transfer, blocking,
or deletion of personal data in accordance with
Applicable Laws and the Agreement.

b. Trial Subjects may withdraw their informed
consent to Trial participation, and their consent to
the processing of personal data at any time as
described in the informed consent signed by the
Trial Subject. Provider shall promptly notify
Sponsor of any such withdrawal that may affect the
use of the personal data under this Agreement. If
a Trial Subject withdraws from the Trial, Provider
shall clarify the Study subject’s post-withdrawal
expectations for method (e.g., email, telephone,
mail) and type of communication (e.g., study
results, legally required information, etc.) the

osobnich tdaji a od kazdého subjektu klinického
hodnoceni ziska v souladu s platnymi zakony pisemny
souhlas k poskytnuti osobnich udaji, ktery
Poskytovatelwi a hlavnimu zkouSejicimu umozni
poskytnout zadavateli a dalS$im osobam a subjektim
urCenym zadavatelem pfistup k  vyplnénym
formulaitim zdznama subjekti hodnoceni (,,CRF®),
zdrojovym dokumentim a v§em dal$im informacim
pozadovanych dle protokolu. Neni-li tento souhlas
uzavien jako soucast formulafe informovaného
souhlasu, Poskytovatel pouZzije pouze souhlas, ktery je
schvalen zadavatelem, NEK a/nebo kontrolnim
uradem (pokud je to vhodné).

8.2. Pouziti osobnich 1idaji subjektu klinického
hodnoceni. Poskytovatel bude pouzivat osobni udaje

ziskané od subjektt klinického hodnoceni v
souvislosti s klinickym hodnocenim a nebude je
pouzivat pro zadné jiné ucely, nez které jsou uvedeny
v protokolu, a s takovymi udaji budou nakladat v
souladu s platnymi zakony.

8.3. Zpftistupnéni osobnich udajt subjektu klinického
hodnoceni. Poskytovatel neptedlozi osobni udaje
spole¢nosti CRO ani zadavateli, pokud to neni nutné
ke splnéni pozadavkil protokolu nebo pro ucely
monitorovani nebo hlaseni nezadoucich ptihod nebo
ve vztahu knaroku nebo fizeni vznesenému ¢i
zahajenému subjektem klinického hodnoceni ve
spojeni s klinickym hodnocenim. V takovych
piipadech zpiistupnéni bude Poskytovatel dodrZovat
princip ,minimalizace udaji“ pfi  zachovani
divérnosti, mimo jiné véetné nasledujiciho piikladu:
skutetna jména subjektd klinického hodnoceni
nebudou zahrnuta na zadnych fakturach k platbam
ptedlozenych prislusnymi platci.

8.4. Prava na udaje subjekti klinického hodnoceni.
a. Poskytovatel musi reagovat na zadosti subjekti

klinického hodnoceni o pfistup, upravu, predani,
zablokovani nebo vymaz osobnich tidaji v souladu
se smlouvou a s platnymi zakony.

b. Subjekty klinického hodnoceni mohou kdykoli
odvolat svlij informovany souhlas s ucasti
v klinickém hodnoceni i souhlas se zpracovanim
osobnich udaji, jak je uvedeno v informovaném
souhlasu podepsaném subjektem klinického
hodnoceni. Poskytovatel o takovém odvolani,
které muze mit vliv na pouziti osobnich tdaji
podle této smlouvy, neprodlen¢ uvédomi
zadavatele. Pokud subjekt klinického hodnoceni
odvola svou ucast na klinickém hodnoceni,
Poskytovatel se snim domluvi na zplsobu
komunikace (napf. e-mail, telefon, posta) a typu
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Provider may use to follow-up with the Trial
Subject.

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

sdéleni (napf. vysledky klinického hodnoceni,
zakonem vyzadované informace atd.), které
mohou byt Poskytovatelem pouzity k naslednému
kontaktovani subjektu klinického hodnoceni.

8.5. Osobni udaje hlavniho zkous$ejiciho, pracovniki
vyzkumu a dalSich zaméstnancu / smluvnich partneru

Provider or of the Principal Investigator and Personal

Poskytovatele nebo hlavniho zkouSejiciho a osobni

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 shall provide the
information reasonably requested by Sponsor
and/or CRO and shall authorize the processing and
storage of certain personal data about the Principal
Investigator, the Research Staff and other
employees/contractors of the Provider 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
comparable purpose, such as
http://www.sukl.czzmodules/evaluation/  and
http://clinicaltrialsregister.cu/;

(5) storage in databases to facilitate the
selection of investigators for future clinical
trials; and

(6) anti-corruption compliance.

udaje zaméstnancu / smluvnich partneru spole¢nosti
CRO.

a. Pfed zahajenim a v prubéhu klinického
hodnoceni mohou byt Poskytovatel, hlavni
zkousSejici, pracovnici vyzkumu a  dalsi
zameéstnanci / smluvni partneti Poskytovatel nebo
hlavniho zkousSejicitho vyzvéani, aby poskytli
osobni udaje o hlavnim zkousejicim, pracovnicich
vyzkumu a dalSich zaméstnancich / smluvnich
partnerech  Poskytovatele  nebo  hlavniho
zkousejiciho zadavateli a dalSim tfetim stranam
zapojenym do provadéni klinického hodnoceni,
veetné spolecnosti CRO. Takové osobni udaje
mohou zahrnovat jména, kontaktni informace,
pracovni zkuSenosti a profesni kvalifikace,
publikace, zivotopisy, vzdélani a/nebo informace o
platbéach hrazenych dle této smlouvy. Poskytovatel
musi poskytnout informace divodné pozadované
zadavatelem a/nebo spole¢nosti CRO a musi
schvalit zpracovani a uchovani uréitych osobnich
udaji o hlavnim zkouSejicim, pracovnicich
vyzkumu a dalSich zaméstnancich / smluvnich
partnerech Poskytovatele v rozsahu piipustném
platnymi zékony, a to pro nasledujici ucely:

(1) provadeéni klinickych hodnoceni;

(2) ovéteni ze strany statnich nebo kontrolnich
ufadt, zadavatele, spole¢nosti CRO a jejich
zastupcu a pridruzenych osob;

(3) dodrzovani zakonnych a regulatornich
pozadavkd;

(4) zvefejnéni v databazi
www.clinicaltrials.gov a dalSich internetovych
strankdch a/nebo databazich, které slouzi
srovnatelnému  ucelu, jako  napftiklad
http://www.sukl.cz/modules/evaluation/ a
http://clinicaltrialsregister.cu/;

(5) uchovani v databazich k usnadnéni vybéru
zkousejicich pro budouci klinicka hodnoceni; a

(6) dodrzovani protikorup¢nich predpistl.
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Provider shall give an appropriate privacy notice
and 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 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 shall not
transfer personal data relating to CRO’s
employees/contractors to a third party without the
prior written consent of CRO.

8.6 Data Protection and Security

a. Before processing any personal data each Party
shall ensure, taking into account industry good
practice, the costs of implementation and the
nature, scope, context and purpose of processing,
as well as the risk of varying likelihood and
severity for the rights and freedoms of natural
persons, that appropriate technical and
organizational measures are in place to prevent
unauthorized or unlawful processing of any
personal data it may hold and to protect any such
personal data from accidental loss, destruction,
and/or damage.

b. Security Breaches

(1) Notification of Security Breaches. Provider
agrees that Provider and Sponsor will notify
each other without undue delay after of
discovery of a Security Breach. As used in this
subsection, “Security Breach" means any
suspected or actual unauthorized disclosures,
loss, theft of personal data or Sponsor
Confidential Information.

Notice of a Security Breach to Sponsor, will be
sent via e-mail to _

Notice of a Security Breach to Provider will be
sent to

(2) In the course of notification to each other,
the Parties will provide, as feasible, sufficient
information for the Parties to jointly assess the
Security Breach and make any required

Poskytovatel musi poskytnout nalezité oznameni o
ochrané osobnich udaji a ziskat potfebny souhlas
od pracovnikli vyzkumu a dal$ich zaméstnanct /
smluvnich partnertt Poskytovatele nebo hlavniho
zkousejiciho ke zpracovani jejich osobnich udaja
dle ptislusnych zékont.

b. Poskytovatel bude zpracovavat osobni udaje o
zamgéstnancich / smluvnich partnerech spolecnosti
CRO pouze v rozsahu a zptsobem, které jsou
nezbytné pro naplnéni ucéelu této smlouvy.
Poskytovatel tyto osobni Udaje zaméstnanct /
smluvnich partnert spole¢nosti CRO bez
piedchoziho pisemného souhlasu spole¢nosti CRO
nepieda zadné tieti stran€.

8.7 Zabezpedeni a ochrana osobnich udaju

a. Pfed zacatkem zpracovani jakychkoli osobnich
udaji musi kazd4d ze smluvnich stran zajistit, ze
s ohledem na osvéd¢ené postupy v oboru, naklady
na implementaci a povahu, rozsah, kontext a tcel
zpracovani a také i riziko rizné pravdépodobnosti
a zavaznosti pro prava a svobody fyzickych osob
jsou zavedena vhodna technickd a organizacni
opatfeni, aby se zabrdnilo neoprdvnénému nebo
nezakonnému zpracovani jakychkoli osobnich
udaji, které dotCena smluvni strana muze
uchovavat, a aby tyto osobni udaje byly ochranény
pfed pfipadnou ztratou, znienim a/nebo
poskozenim.

b. Poruseni zabezpeeni

(1) Oznameni 0 poruseni zabezpeceni.
Poskytovatel souhlasi stim, Ze se se
zadavatelem o jakémkoli zjisténi poruseni
zabezpeCeni budou neprodlené vzajemné
informovat. Pojmem ,,poruseni zabezpeceni* se
v této dil¢i Casti rozumi jakékoli domnélé nebo
skute€né neopravnéné zvefejnéni, ztrata Ci
odcizeni osobnich udaji nebo davérnych
informaci zadavatele.

Oznameni o poruseni zabezpeCeni musi byt
zadavateli zaslano e-mailem na adresu

Oznameni o poruseni zabezpeCeni musi byt
Poskytovateli zaslano na adresu

(2) V ramci takového oznameni musi kazda ze
smluvnich  stran  pfipadn¢  poskytnout
dostatecné informace, aby smluvni strany
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notification to any government authority within
the timeline required by applicable data
protection laws. Such information may include,
but is not necessarily limited to:

i. The nature of the Security Breach the
categories and approximate number of data
subjects and records;

ii. The likely consequences of the Security
Breach, in so far as consequences are able to
be determined; and

iii. Any measures taken to address or
mitigate the incident.

(3) The Parties will jointly decide on the basis
of all available information and Applicable
Laws if the Security Breach will be considered
a reportable Security Breach and arrange for
notification to data subjects and/or government
authorities if required by Applicable Laws.
Where the Parties decide that notification is
required by applicable data protection laws, the
Party that incurred the Security Breach shall be
responsible for providing such notification.

(4) Assistance in Event of Security Breach. In
the event of a Security Breach relating to
personal data and/or Sponsor Confidential
Information collected or received by a Party
under this Agreement, the receiving Party
agrees to assist and fully cooperate with the
sending Party with any internal investigation or
external investigation by third parties, such as
law enforcement, through the provision of
information, employees, interviews, materials,
databases, or any and all other items required to
fully investigate and resolve any such incidents
and provide information necessary to provide
required notifications. The breached Party
agrees to take such remedial actions as the
parties mutually agree is warranted.

(5) Neither Party shall disclose, without the
other Party’s prior written approval, any
information related to the suspected Security
Breach to any third party other than a vendor
hired to investigate/mitigate such Security
Breach and bound by confidentiality
obligations, except as required by Applicable
Laws.

mohly spole¢né posoudit poruseni zabezpeceni
asplnit svou oznamovaci povinnost vuci
jakémukoli  staitnimu afadu ve  lhate
pozadované platnymi zakony na ochranu
osobnich udaji. Mezi takové informace mohou
patiit mimo jiné tyto:

i. Povaha poruseni zabezpeceni, kategorie
a priblizny pocet subjektti idaji a datovych
zaznamu.
ii. Pravdépodobné nasledky  poruseni
zabezpeceni, pokud je mozné nasledky
stanovit.

iii. Jakakoli opatieni podniknutd k vyfeseni
nebo zmirnéni incidentu.

(3) Na zakladé¢ vsech dostupnych informaci
aplatnych zakont smluvni strany spolec¢n¢
rozhodnou, zda je tieba poruseni zabezpeceni
povazovat za udalost hodnou oznédmeni, a tuto
skute¢nost oznami subjektim udajii a/nebo
statnim afadtm, vyzaduji-li to platné zakony.
V ptipadé€, ze se smluvni strany rozhodnou, ze
dle platnych zakont na ochranu osobnich udajt
je nutné podat oznameni, za oznamovaci
povinnost odpovidd smluvni strana, uniz
k poruseni zabezpeceni doslo.

(4) Pomoc v piipadé poruseni zabezpeceni.
V ptipadé poruSeni zabezpeceni v souvislosti
sosobnimi  udaji a/nebo diavérnymi
informacemi zadavatele, které smluvni strana
shromazdila ¢i ziskala v ramci této smlouvy, se
strana pfijemce zavazuje pomoct a pln¢
spolupracovat s odesilajici ~ stranou  pfi
jakémkoli internim nebo externim vysetfovani
provadéném tfetimi stranami, jako jsou organy
¢inné v trestnim fizeni, ato poskytnutim
informaci, zaméstnanct, zajisténim rozhovort,
materiall, databazi nebo jakychkoli jinych
polozek potiebnych k uplnému vySetieni
avyfeSeni jakychkoli takovych incidenti
a poskytnutim informaci nezbytnych k podani
nezbytnych oznameni. Smluvni strana, u niz
k poruseni doslo, podnikne takova napravna
opatfeni, na kterych se strany vzajemné
dohodnou jako na opravnénych.

(5) S vyjimkou dodavatele, ktery byl najat na
vySetieni ¢i zmirnéni poruseni zabezpeceni a je
vazan mlcenlivosti, a neni-li platnymi zdkony
vyzadovano jinak, nesmi zadna ze smluvnich
stran bez predchoziho pisemného souhlasu
druhé strany zvefejnit tfeti stran¢ zadné
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(6) Provider agrees to indemnify Sponsor for
all losses resulting from any Security Breach
due to negligence or willful misconduct by
Provider, its agents, its affiliates, or any vendor
retained by Provider, including but not limited
to legal damages, government penalties, and/or
mitigation expenses.

9. onfidential Information. During the course of the Trial,
Providermay receive or generate information that is
confidential to Sponsor or a Sponsor affiliate.

9.1. 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.

9.2. Exclusions. Confidential Information does not
include information that is in the public domain prior
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; is already known to
Providerat the time of disclosure and is free of any
obligations of confidentiality; or is obtained by
Provider, free of any obligations of confidentiality
from a third party who has a lawful right to disclose it.

9.3. Obligations of Confidentiality. Unless Sponsor
provides prior written consent, Providermay not use
Confidential Information for any purpose other than
that authorized in this Agreement, nor may Provider
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.

informace tykajici se domnélého poruseni
zabezpeceni.

(6) Poskytovatel souhlasi s tim, Ze od$kodni
zadavatele za vSechny ztraty, které vyvstanou
nasledkem jakéhokoli poruseni zabezpeceni
z nedbalosti, umyslného poruseni
Poskytovatelem, jeho zastupci, pobockami
nebo jakymkoli dodavatelem, jehoz sluzeb
Poskytovatel vyuziva, véetné mj. nakladi na
pravni zastoupeni, pravnich sankci ulozenych
statem a/nebo nakladl na zmirnéni dopadu.

9. Duvérné informace. V prubéhu klinického hodnoceni
muze Poskytovatel ziskavat nebo vytvaret informace,
které jsou divérnymi informacemi zadavatele nebo jeho
pridruzené strany.

9.1. Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji divérné informace (,,diveérné informace®)
vSechny informace poskytnuté zadavatelem nebo
spole¢nosti CRO nebo vytvotfené pro zadavatele nebo
pro spolecnost CRO, vynalezy (definované nize) a
vSechny udaje shromazdéné v pribéhu klinického
hodnoceni, zahrnujici zejména vysledky, zpravy,
technické a ekonomické informace, existenci
podminek této smlouvy o klinickém hodnoceni nebo
jinych smluv uzavienych se zadavatelem nebo
spole¢nosti  CRO, komercializaci a strategii
klinického hodnoceni, obchodni tajemstvi a know-
how pfedané zadavatelem Poskytovateli piimo ¢i
nepiimo, v pisemné, elektronické, ustni nebo
obrazové forme, nebo vzniklé v ramci této smlouvy.

9.2. Vyjimky. Duvérné informace nezahrnuji
informace, které jiz byly vefejné ptistupné pied jejich
pfedanim zadavateli nebo spolec¢nosti CRO, staly se
vefejné pristupnymi v priubéhu trvani tohoto zavazku
davérnosti jinym zpusobem nez porusenim této
smlouvy  Poskytovatelem, jsou jiz znamy
Poskytovateli v okamziku jejich pfedani a nepodléhaji
zavazkiim duvérnosti nebo je Poskytovatel ziska bez
zavazkl diveérnosti od tfeti strany, ktera ma zakonné
pravo na jejich zvetejnéni.

9.3. Zavazky zachovéni dtvémosti informaci. Bez
ptedchoziho pisemného schvaleni zadavatele nesmi
Poskytovatel pouzivat davérné informace pro
jakékoliv jiné tcely, nez k jakym jej opraviuje tato
smlouva, a nesmi je sd€lovat tietim strandm kromée
ptipadt, ke kterym jej opraviiuje tato smlouva nebo
které jsou vyzadovany ze =zakona. Vyzadana
zvefejnéni ditvérnych informaci NEK a/nebo KU jsou
vyslovné schvalena.
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9.4. 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 notifies
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.

9.5. 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 ten (10)years after
termination. Permitted uses and disclosures of Trial
Data are described in Section 13 (Trial Transparency
and Publications) of this Agreement.

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

10. Trial Data, Biological Samples, and Records.

10.1. Trial Data. During the course of the Trial,
Provider 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 will ensure accurate and
timely collection, recording, and submission of Trial
Data.

9.4. Sdéleni duvérnych informaci vyzadované ze
zakona. Jestlize je ze zakona vyzadovano sdéleni
divérnych informaci nad ramec toho, co je vyslovné
schvileno v této smlouvé, takové sdéleni
nepiedstavuje poruSeni smlouvy, pokud o ném
Poskytovatel pisemné informuje zadavatele v co
mozna nejveétsim predstihu, aby zadavatel mohl
podniknout zdkonné kroky k ochrané svych
daveérnych informaci, sd€li pouze divérné informace
nutné ke splnéni zdkonného pozadavku a zachova
davérnost téchto divérnych informaci ve vztahu ke
vSem ostatnim tfetim stranam.

9.5. Platnost zavazkt po ukonéeni smlouvy. Tyto
zavazky nepouzivat a nezvefejhovat daveérné
informace, s vyjimkou udajt o klinickém hodnoceni
(definovanych nize) a udajii z analyz biologickych
vzorkd (definovanych nize), zlstanou v platnosti
deseti (10) let po ukonceni této smlouvy. Povolené
pouziti a zvefejnéni udaji o klinickém hodnoceni je
popsano vbodé 13 (Transparentnost klinického
hodnoceni a publikace) této smlouvy.

9.6. Vraceni dtvémych informaci. Pokud o to
zadavatel nebo spole¢nost CRO pisemné pozadaji,
Poskytovatel vrati na naklady zadavatele vSechny
daveérné informace s vyjimkou informaci, které musi
podle platnych zakond zistat u Poskytovatele.
Poskytovatel si vSak muZe ponechat jednu archivni
kopii divémych informaci vyhradné za tucelem
stanoveni rozsahu zavazkl vyplyvajicich z této
smlouvy.

10. Udaje klinického hodnoceni, biologické vzorky a
zédznamy.

10.1. Udaje _ klinického hodnoceni.  V priibéhu
klinického hodnoceni bude Poskytovatel
shromazd’ovat a predavat urCité udaje zadavateli nebo
jeho zastupci, jak je uvedeno v protokolu. Patii sem
formulafe CRF (nebo jejich ekvivalent) nebo
elektronické zaznamy udaji a dale vSechny dalsi
dokumenty a materidly vytvofené pro klinické
hodnocenti, které musi byt predlozeny zadavateli nebo
jeho zastupci, napf. rentgenové snimky, snimky
magnetické rezonance (,,MR®) nebo jiné typy
zdravotnich snimkt, elektrokadiogram (,,EKG®),
elektroencefalografie (,,EEG®) nebo jiné typy
zaznamu nebo vytiskl vySetfeni nebo souhrny udaju
(spolecné ,udaje klinického hodnoceni*).
Poskytovatel zajisti presné a v¢asné shromazd’ovani,
zaznamenani a predkladani 1udaji  klinického
hodnoceni.
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a. Ownership of Trial Data. Subject to Provider’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 a royalty free non-exclusive license, with
no right to sublicense, to use Trial Data for
internal, non-commercial research, or clinical
patient care 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.

10.2. Biological Samples. If so specified in the
Protocol, Provider and Principal Investigatormay
collect and provide to Sponsor or its designee
Biological Samples (‘“Biological Samples”).

a. Use. Provider and Sponsor will mutually agree
to appropriate informed consent (including, as
appropriate, for any genetic analyses) for the Trial
and for research use of any human biological
materials, with IEC and/or RA approval. Provider
will not use Biological Samples collected under the
Protocol in any manner or for any purpose other
than that described in the Protocol.

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.

c. Provider agrees that any Biological Samples
collected as part of the Trial that are transferred to

a. Vlastnictvi udajid  klinického hodnoceni.
S vyhradou prava Poskytovatele na publikaci

udaju klinického hodnoceni a nevyhradni licence,
ktera povoluje néktera pouziti, je vyhradnim
vlastnikem vSech udaji klinického hodnoceni
zadavatel.

b. Nevyhradni  licence. Zadavatel ud¢luje
Poskytovateli nevyhradni bezplatnou licenci bez
prava na udélovani dil¢ich licenci na pouZzivani
udaji  klinického  hodnoceni pro interni
nekomercni vyzkumné ¢i vzdélavaci ucely nebo
pro pacienty ve zdravotnickych zatizenich.

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

10.2. Biologické vzorky. Poskytovatel a hlavni
zkousejici mohou shromazd’'ovat a poskytovat
zadavateli nebo osob¢ jim uréené biologické vzorky
(,,biologické vzorky*), pokud tak stanovi protokol.

a. Pouziti. Se souhlasem NEK a/nebo KU se
Poskytovatel a zadavatel dohodnou na pfislusném
informovaném souhlasu (zahrnujicim souhlas
s jakymikoli genetickymi analyzami, je-li to
relevantni) s klinickym hodnocenim
avyzkumnym pouzitim jakychkoli lidskych
biologickych materiali. Poskytovatel nepouzije
biologické vzorky odebrané podle protokolu
zadnym jinym zptisobem nebo pro zadny jiny tcel,
nez jak je uvedeno v protokolu.

b. Vysledky vzorkli. Zadavatel nebo osoba jim
ur¢ena provede testy biologickych vzorki, jak je
uvedeno v protokolu. Pokud protokol neuvadi
jinak, zadavatel neposkytne vysledky téchto testl
(,,vysledky vzork) Poskytovateli, hlavnimu
zkousejicimu nebo subjektu klinického hodnoceni.
S vysledky vzorki bude nakladano stejné jako
s udaji klinického hodnoceni, a proto jestlize
zadavatel poskytne vysledky vzorkti Poskytovateli
nebo hlavnimu zkousejicimu, budou se na tyto
udaje vztahovat povolené zplsoby pouziti udaji
klinického hodnoceni, jak jsou uvedeny v této
smlouve.

c. Poskytovatel souhlasi stim, ze jakékoli
biologick¢é  vzorky  shromazdéné v ramci
klinického hodnoceni, které jsou pfevedeny na
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Sponsor or Sponsor designee, or held by Provider
for Sponsor, will be under the custodianship and
control of Sponsor.

10.3. Records..Provider shall maintain records
regarding the Trial as required by the Protocol,
Applicable Law, and ICH Good Clinical Practices,
and in accordance with Provider’s standard
procedures. Provider will archive the relevant records
of the Trial in adequate conditions preventing their
damage or destruction, for a period of twenty five (25)
years from the end of the Trial (hereinafter the
"Provider Retention Period") ie..from the issue date of
the clinical study report/summary or equivalentGSK
will inform the Principal Investigator of the date on
which the GSK required retention period (“GSK
Retention Period”) will expire. If the Provider
Retention Period ends prior to the GSK Retention
Period, Provider agrees to maintain the records for the
additional period required by GSK at GSK’s
reasonable expense. After the expiration of this
period, Provider is responsible for complying with any
remaining relevant local, organizational, state,
national, and/or regulatory guidelines for records
retention. After the expiration of the GSK required
retention period, and any additional period required by
local, organizational, state, national, and/or regulatory
guidelines, Provider shall delete or destroy Provider’s
Trial records in accordance with Provider’s records
deletion or destruction practices. If, at any time during
the retention period, Principal Investigator and/or
Provider are unable to comply with the record
retention responsibilities in this Section (e.g.,
Principal =~ Investigator  retirement;  Principal
Investigator is no longer employed by or associated
with Provider; or, Provider site closure), Principal
Investigator or Provider shall transfer responsibility
for record retention to another party at the Provider or
to a third party off-site archive facility acceptable to
GSK. Principal Investigator or Provider must provide
written notice to GSK prior to such transfer which
specifies the name and address of the new responsible
party and, if applicable, the new file location address.

11. Inspections and Audits.

zadavatele nebo jim uréenou osobu nebo jsou
vlastnictvim Poskytovatele pro zadavatele, budou
pod dohledem a kontrolou zadavatele.

10.3. Zaznamy. Poskytovatel bude uchovavat
zaznamy tykajici se klinického hodnoceni, jak to
vyzaduje protokol, platné¢ zakony alICH GCP,
a v souladu se standardnimi postupy zdravotnického
zafizeni. Poskytovatel bude archivovat piislusné
zaznamy o klinickém hodnoceni v adekvatnich
podminkach zamezujicich jejich poSkozeni nebo
zniceni, a to po dobu dvacetipéti (25) let od ukonceni
klinického hodnoceni (dale jen ,,doba archivace
poskytovatele®). tj. od data vydani zpravy/souhrnu
klinického hodnoceni nebo jejich ekvivalentu.
Spole¢nost GSK informuje hlavniho zkousSejiciho
o datu, ke kterému vyprS$i ji vyzadovana doba
uchovavani zaznam (,,doba archivace GSK”). Pokud
skon¢i doba archivace poskytovatele pfed dobou
archivace GSK, Poskytovatel souhlasi s tim, Ze bude
uchovavat zaznamy po dalsi obdobi pozadované GSK
na pfimétené ndklady GSK. Za dodrzovani vSech
zbyvajicich pfislusnych mistnich, organizacnich,
statnich, narodnich a/nebo regulacnich smérnic pro
uchovavani zaznamt po uplynuti této doby odpovida
Poskytovatel. Po uplynuti doby uchovavani zaznamu
pozadované spole¢nosti GSK a jakékoli dalsi doby
vyzadované mistnimi, organiza¢nimi, statnimi,
narodnimi a/nebo regulaénimi smérnicemi musi
Poskytovatel vymazat nebo znilit své zaznamy
z klinického hodnoceni v souladu se svymi postupy
pro vymazani nebo ni¢eni zdznamu. Pokud kdykoli
béhem doby uchovavani zaznamid nejsou hlavni
zkousejici a/nebo Poskytovatel schopni dodrzet
povinnosti uchovavani zaznamu v tomto bod¢ (napf.
Odchod hlavniho zkous$ejiciho do dichodu, hlavni
zkouSejici prestane byt zaméstnancem nebo
spolupracovnikem Poskytovatele nebo Poskytovatel
uzavie své pracovis§té), hlavni zkouSejici nebo
zdravotnické zafizeni pievedou odpovédnost za
uchovavani zdznami jiné strané u Poskytovatele nebo
archivacnimu zafizeni tfeti strany pro pracoviste, které
jsou pro spole¢nost GSK pfrijatelné. Pred takovym
pfevodem musi hlavni zkouSejici nebo Poskytovatel
uvédomit spole¢nost GSK pisemnym oznadmenim, ve
kterém je uveden nazev a adresa nové odpovédné
strany anova adresa umisténi zaznamu, je-li to
relevantni.

11. Kontroly a audity.
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11.1. Access. Upon reasonable advance request,
Sponsor, authorized representatives of Sponsor,
and/or authorized representatives of the RA may,
during and after the Trial, during regular business
hours without distrupting Provider’s normal business
operation: (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.

11.2. Notice. Provider 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 Provider to such communications and to
make reasonable efforts to ensure that Sponsor may be
present or represented during any such visit.

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

12. Inventions. If the conduct of Trial results in any
invention or discovery whether patentable or not
(“Invention”), Provider will promptly inform Sponsor.
Provider will assign, and will cause to be assigned by
Principal Investigators and Research Staff, to Sponsor
and/or to Sponsor’s affiliates any and all rights, title, and
interest in any Invention, including, without limitation, all
copyright interests in any Sponsor Publication, each
without additional consideration from Sponsor.Provider
will provide reasonable assistance to Sponsor as
necessary in filing and prosecuting any patent
applications relating to Invention. Sponsor will reimburse
Provider for reasonable and necessary expenses incurred.
Sponsor grants Provider a royalty free non-exclusive
license, with no right to sublicense, to use Inventions for

11.1. Ptistup. Na zakladé¢ zZadosti v pifiméfeném
piedstihu bude zadavateli, opravnénym zastupciim
zadavatele a/nebo opravnénym zastupctim KU béhem
a po skonceni klinického hodnoceni béhem standardni
pracovni doby, a bez naruSeni bézného chodu
Poskytovatele, umoznéno: (i) nahlizet do vSech CRF
a dalSich zaznamt klinického hodnoceni (véetné
zaznamu subjektt klinického hodnoceni a zdravotnich
zaznamd, formulaid informovaného  souhlasu
subjektti klinického hodnoceni, zdznamt pfijeti a
manipulace s hodnocenym I1éCivym piipravkem a
srovnavacim lékem) a pofizovat jejich kopie; (ii)
prohlizet a kontrolovat zafizeni a dal$i cinnosti
souvisejici s klinickym hodnocenim nebo NEK a (iii)
sledovat provadéni klinického hodnoceni.

11.2. Oznameni. Poskytovatel je povinen: (i) co
nejdiive uvédomit zadavatele a spole¢nost CRO o
pokusu nebo zadosti statniho tfadu, KU nebo jinych
osob o kontrolu nebo kontaktovani Poskytovatele,
hlavniho zkousejiciho nebo vyzkumného personalu ve
véci klinického hodnoceni; (i) poskytnout zadavateli
a spolecnosti CRO kopie veskerych sdéleni zaslanych

témito osobami a (iii) poskytnout zadavateli
piileZitost podilet se na jakychkoliv navrhovanych
nebo  uskute¢nénych  odpovédich  podanych

Poskytovatelem na takova sdéleni a vynalozit
piiméfené usili, aby mohl byt zadavatel pritomen nebo
zastoupen pii takové navsteve.

11.3. Spoluprace.  Poskytovatel  zajisti  plnou
spolupraci  hlavniho zkouSejiciho, vyzkumného

personalu a ¢lentt NEK pii takové kontrole a vCasny
pfistup  k pfisluSnym  zaznamim a udajum.
Poskytovatel musi bez odkladu feSit jakékoliv
nesrovnalosti  shledan¢ v udajich  klinického
hodnoceni a zdravotnich zaznamech subjektt
klinického hodnoceni.

12. Vyndlezy. Jestlize vysledkem provadéni klinického
hodnoceni bude vynalez nebo objev, at’ uz patentovatelny
¢i nikoli (,,vynalez), Poskytovatel o této skutenosti
okamzit¢ informuje zadavatele. Poskytovatel postoupi
a pfim¢je hlavniho zkouSejiciho a vyzkumny personal
postoupit zadavateli a/nebo jeho pobockam jakakoli
a veskera prava, naroky a podily na jakémkoli vynalezu,
mimo jiné veskeré podily na autorskych pravech
v jakékoli publikaci zadavatele bez dodatecného
protiplnéni ze strany zadavatele. Poskytovatel piipadné
poskytne zadavateli pfiméfenou pomoc pfi podavani
patentovych piihlaSek ve vztahu k vynalezu a jejich
uplatiiovani. Zadavatel uhradi Poskytovateli vynalozené
pfiméfené anezbytné vydaje. Zadavatel udéluje
Poskytovateli nevyhradni bezplatnou licenci bez prava na
udélovani dil¢ich licenci na pouZivani vynalezii pro
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internal, non-commercialresearch,educational or clinical
patient care purposes.

13. Trial Transparency and Publication.

13.1Sponsor will post a Trial Protocol summary on a
publicly available protocol register prior to the
enrollment of Trial Subjects.

13.2Sponsor will post a Trial results summary on a
publicly available result register no later than twelve
(12) months following completion of the Trial at all
Trial sites as defined in the Trial Protocol. Posting of
summary Trial results may occur prior to publication
of Trial results in the peer-reviewed literature.
Sponsor will also post a full Trial Protocol and the
statistical analysis plan at the time of results
summary posting.

13.3Sponsor will seek to publish the Study results in a
searchable, peer reviewed scientific literature.

13.4First publication and all subsequent publications of
the Trial results from all Trial sites (“Sponsor
Publication(s)”) or disclosure(s) of the Trial results
shall be coordinated by Sponsor.

13.5Any participation of Principal Investigator or other
representatives of Provider as a named author of the
Sponsor Publication will be determined in
accordance with the International Committee of
Medical Journal Editors (“ICMIJE”) Uniform
Requirements for Manuscripts (or if more stringent,
the authorship criteria of the specific journal). The
Provider and Principal Investigator acknowledge that
the enrollment of Trial Subjects alone is not a
qualification for authorship. If the Principal
Investigator or other representative of Provider is a
named author of the Sponsor Publication, as an
author (s)he: (1) will enter into a written author
agreement prior to the beginning of the work on the
Sponsor Publication, (2) will have access to the Trial
data from all Trial sites as necessary to fully
participate in the development of the Sponsor
Publication; and, (3) will disclose as part of the
Sponsor Publication that Sponsor financially
supported the Trial and the Sponsor Publication and
will disclose any personal financial relationship with
Sponsor. Sponsor will not compensate authors for
authorship activities.

interni nekomeréni vyzkumné ¢i vzdélavaci acely nebo
pro pacienty ve zdravotnickych zafizenich.

13. Transparentnost klinického hodnoceni a publikace.

13.1 Pfed zafazenim subjekti klinického hodnoceni
zvetejni zadavatel souhrn protokolu klinického
hodnoceni ve vefejné pristupném registru protokolt.

13.2 Jak je stanoveno v protokolu klinického hodnoceni,
zadavatel zvefejni souhrn vysledkl  z klinického
hodnoceni ve vefejné piistupném registru vysledki
nejpozdéji dvanact (12) mésicli po dokonceni klinického
hodnoceni na vSech pracovistich klinického hodnoceni.
Souhrn vysledki klinického hodnoceni se mtize objevit v
recenzované literatuie jeSté pred zvetejnénim vysledkl
klinického hodnoceni. Zadavatel v dobé zvefejnéni
souhrnu vysledkti rovnéz zvefejni uplny protokol
klinického hodnoceni a plan statistické analyzy.

13.3 Zadavatel se bude snazit publikovat vysledky
klinického hodnoceni v recenzované védecké literatuie s
moznosti vyhledavani.

13.4 Prvni publikovani a vS§echna nasledna publikovani
vysledkti klinick¢ého hodnoceni ze vSech pracovist
klinického hodnoceni (dale jen ,,publikace zadavatele)
nebo zvefejnéni vysledkt klinického hodnoceni musi byt
koordinovano zadavatelem.

13.5Jakakoli zminka o hlavnim zkousSejicim nebo jinych
zastupcich Poskytovatele jako uvedenych autorech
v publikaci zadavatele bude stanovena v souladu
sjednotnymi pozadavky mna rukopisy (nebo,
v ptipad¢ prisngjSich pozadavkd, s kritérii autorstvi
konkrétniho  Casopisu)  vyboru International
Committee of Medical Journal Editors (Mezindrodni
vybor redaktorti lé¢karskych casopist) (dale jen
»ICMJE®). Poskytovatel a hlavni zkousSejici berou na
védomi, ze pouhym zafazenim subjekti do
klinického hodnoceni jim nevznika narok na zatazeni
mezi autory publikace. Pokud je hlavni zkouSejici
nebo jiny zastupce Poskytovatele uvedeny jako autor
publikace zadavatele, jako autor: (1) pred zacatkem
prace na publikaci zadavatele uzavie pisemnou
autorskou smlouvu, (2) bude mit pfistup k udajim
z klinického hodnoceni ze vSech pracovist
klinického hodnoceni v rozsahu nezbytném k plné
ucasti na vyvoji publikace zadavatele a (3) v ramci
publikace zadavatele uvede, Ze zadavatel financné
podpoiil klinické hodnoceni avznik publikace
zadavatele, a zvefejni jakykoli osobni finan¢ni vztah
k zadavateli. Zadavatel nebude odménovat autory za
autorskou ¢innost.
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13.6If considered appropriate by Sponsor, the Principal
Investigator or other Provider personnel involved
with the Trial may participate in the Publication
Steering Committee (“PSC”), and core writing
team(s) for the Trial, and/or in public presentations
of the Trial results. Persons participating as a
member of a PSC in core writing team(s)’ activities
or in public presentation of the Trial results will not
receive any payment, honorarium, or other fee for
participation in such activities, nor ownership to, nor
other title or interest in, work product arising out of
such activities. However, Sponsor will reimburse
such persons or the Provider (as the case may be and
as advised by such persons) for their reasonable
travelling and lodging expenses while travelling at
Sponsor’s request, provided that travel and lodging
expenses have been authorized by Sponsor in writing
in advance and that Sponsor receives proper original
receipts.

13.7Sponsor may make public the names of the Principal
Investigator and the Provider as part of a list of
investigators and institutions conducting the Trial
when making either Protocol or results summary
register postings. Provider agrees that GSK or its
affiliates may make public specific information such
as, without limitation, the services provided by
Provider and Principal Investigator, the name and
business address of Provider and Principal
Investigator, and details of any payment or benefit in
kind made to or for the benefit of Provider and
Principal Investigator pursuant to this Agreement.
By signing this Agreement, Provider and Principal
Investigator agree to GSK or its affiliates publicly
disclosing such information as required under any
Applicable Laws or industry codes of practice or
GSK policy. Principal Investigator agrees that when
s/he speaks publicly or publish any article or letter
about a matter related to the Trial or Sponsor Drug or
that otherwise relates to Sponsor, Principal
Investigator will disclose that s/he was an
investigator for the Trial.

13.80nce the Trial is published in a scientific journal,
Sponsor may list the Trial on an external website for
patient-level data sharing for further research and
may also make available the full Trial report on the
GSK register.

13.9Provider, consistent with scientific standards and in

13.6Bude-li to zadavatel povazovat za vhodné, hlavni
zkouSejici nebo jiny personal Poskytovatele
zapojeny do klinického hodnoceni mize byt soucasti
fidiciho vyboru pro publikovani (dale jen ,,PSC*)
a hlavniho  zapisovatelského tymu klinického
hodnoceni a/nebo se podilet na vefejnych
prezentacich vysledk klinického hodnoceni. Osoby,
které jsou jako ¢lenové PSC ucastniky ¢innosti
hlavniho zapisovatelského tymu nebo vefejné
prezentace vysledki klinického hodnoceni, neobdrzi
zadnou platbu, honoraf ani jiny poplatek za ucast na
takovych ¢innostech ani neziskaji vlastnictvi ¢i jiny
narok nebo podil na vysledném dile z téchto Cinnosti.
Zadavatel vSak uhradi takovym osobam nebo
Poskytovateli (podle okolnosti a pokynl takovych
osob) pfimétené cestovni vylohy avydaje na
ubytovani vzniklé pfi cestovani na zaddost zadavatele
za predpokladu, Ze cestovni vylohy avydaje na
ubytovani byly zadavatelem pfedem pisemné
schvaleny aze zadavatel obdrzi tadné originalni
doklady.

13.7Zadavatel mlze zvefejnit jména  hlavniho
zkousejiciho a Poskytovatele jako soucast seznamu
zkousSejicich a zdravotnickych zafizeni
provadéjicich klinické hodnoceni pfi zvetejnéni
protokolu nebo souhrnného registru vysledki.
Poskytovatel souhlasi s tim, ze spolecnost GSK nebo
jeji  poboCky mohou zvefejnovat konkrétni
informace, jako jsou sluzby poskytované
Poskytovatelem a hlavnim zkouSejicim, jméno
afiremni  adresa  Poskytovatele  a hlavniho
zkousejiciho a podrobnosti o jakékoli platbé nebo
naturalni vyhodé¢ ve prospéch Poskytovatele
a hlavniho zkousejiciho podle této smlouvy.
Podpisem této smlouvy Poskytovatel a hlavni
zkousejici souhlasi s tim, Ze spole¢nost GSK nebo
jeji pobocky zvetejni informace, jak vyzaduji platné
zakony, oborové kodexy nebo zasady spole¢nosti
GSK. Hlavni zkousejici souhlasi s tim, ze kdyz bude
vefejné mluvit nebo publikovat jakykoli ¢lanek nebo
sdéleni tykajici se klinického hodnoceni nebo
hodnoceného 1écivého pfipravku nebo jinak
souvisejici se zadavatelem, musi hlavni zkousSejici
uvést, ze byl zkouSejicim vramci klinického
hodnoceni.

13.8Jakmile bude klinické hodnoceni publikovano ve
védeckém cCasopise, mize zadavatel uvést klinické
hodnoceni na externi webové strance pro sdileni dat
na urovni pacientl k dals$imu vyzkumu arovnéz
muze v registru spole¢nosti GSK zpftistupnit Gplnou
zpravu o klinickém hodnoceni.

13.9Poskytovatel miize v souladu s védeckymi standardy
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a scientific forum, may publish or present the Trial
results from Provider Trial data (an “Provider
Publication”), provided that the Provider Publication
does not also disclose any Sponsor Confidential
Information other than the Trial results from
Provider’s Trial data. Provider shall submit to
Sponsor for review and comment any proposed
Provider Publication at least thirty (30) days prior to
submitting the Provider Publication to any third
party. If Sponsor requests a delay in order to file
patent applications relating to Inventions, Provider
agrees to delay submitting the Provider Publication
to any third party for up to one hundred twenty (120)
days after Sponsor’s request. Provider also agrees
that any Provider Publication shall only be made
after the Sponsor Publication(s), and consistent with
any limitations and restrictions that may apply,
provided that the Sponsor Publication is submitted
within eighteen (18) months after last subject last
visit at all sites as defined in the Trial Protocol. The
Provider Publication will reference the Sponsor
Publication(s). Provider agrees that Sponsor’s
financial support of the Trial will be disclosed in any
Provider Publication. Provider shall ensure that
Principal Investigator complies with the obligations
identified in this Section.

13.10 Trial Subjects’ personal data, such as name or
initials, shall not be publicly disclosed at any time.

14. Publicity. No Party will make or release or have made
or released on its behalf any oral or written statement,
information advertisement, or publicity in connection
with this Agreement or any related document. No Party
may use the other Party’s name, trademarks, or in any
other way identify the other Party without the other
Party’s prior written consent.

15. Indemnification. Sponsor agrees to indemnify, defend
or cover costs of defense for, and hold harmless
(“Indemnify”) the Trial investigators; any Provider at
which the Trial is conducted, its officers, agents, and
employees; and the IEC and/or RA that approved the
Trial (collectively, “Indemnified Parties”) against any
claim filed by a third party for damages, costs, liabilities
and/or expenses arising out of a Trial Subject
Injury(hereinafter defined), the design of the Trial, or the
specifications of the Protocol. For purposes of this
Agreement, Trial Subject Injury means namely subject’s

ana védeckém foru publikovat nebo prezentovat
vysledky klinického hodnoceni z udaji klinického
hodnoceni (dale jen ,publikace Poskytovatele®) za
piedpokladu, ze publikace Poskytovatele nebude
zvetejnovat zadné jiné duvérné informace zadavatele
nez vysledky klinického hodnoceni ztdaji
Poskytovatele o klinickém hodnoceni. Poskytovatel
predlozi zadavateli ke kontrole a pfipominkovani
jakoukoli navrhovanou publikaci Poskytovatele
nejméné tricet (30) dnii pred pfedloZzenim publikace
Poskytovatele jakékoli tfeti strané. Pokud zadavatel
pozada o odlozeni publikace zdivodu podani
patentovych piihlaSek tykajicich se vynalezi,
Poskytovatel bude s takovym odloZenim ptedlozeni
publikace Poskytovatele jakékoli tfeti strané v trvani
az sto dvacet (120) dnii po zadosti zadavatele
souhlasit. Poskytovatel rovnéz souhlasi stim, ze
jakakoli publikace Poskytovatele bude vydana az po
publikaci zadavatele avsouladu s veSkerymi
platnymi omezenimi za pfedpokladu, ze publikace
zadavatele bude predlozena do osmnacti (18) mésicl
od posledni navstévy subjektu ze vSech pracovist,
jak je stanoveno v protokolu klinického hodnoceni.
Publikace Poskytovatele bude odkazovat na
publikaci zadavatele. Poskytovatel souhlasi s tim, Ze
v jakékoli publikaci Poskytovatele bude zvefejnéna
finan¢ni podpora klinického hodnoceni ze strany
zadavatele. Poskytovatel zajisti, Ze hlavni zkousSejici
bude dodrZovat povinnosti uvedené v tomto bodé.

13.10 Nikdy nesmi byt zvefejnény osobni tudaje
subjektl klinického hodnoceni, jako jsou jména nebo
inicialy.

14 Publicita. Zadna ze smluvnich stran v souvislosti
stouto smlouvou ¢i jakymkoli souvisejicim
dokumentem neucini ani nezvefejni svym jménem
ustni nebo pisemné prohlaseni, svou propagaci ani
publicitu. Zadnd ze smluvnich stran nesmi bez
piedchoziho pisemného souhlasu druhé smluvni
strany pouzivat jeji jméno, ochranné znamky ani ji
jinym zpiisobem identifikovat.

15 Zbaveni odpovédnosti. Zadavatel se zavazuje, ze
zbavi odpov€dnosti, obhaji, ponese naklady
obhajoby a nebude pozadovat nahradu skody (,,zbavi
odpovédnosti®) zkousejici klinického hodnoceni,
Poskytovatele, v némz se klinické hodnoceni
provadi, jeho predstavitele, zastupce a zaméstnance
a NEK a/mebo KU, ktera klinické hodnoceni
schvalila (souhrnné ,,strany zbavené odpovédnosti®)
vici veskerym ndrokiim vznesenym tfeti stranou
ohledn¢ $kod a/nebo nakladii, odpovédnosti, vydaji
souvisejicich  stjmou  subjektu  klinického
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physical injury or drug-related psychiatric event caused
by administration or use of the Sponsor Drug required by
the Protocol that the Trial Subject would likely not have
received if the Trial Subject had not participated in the
Trial (“Trial Subject Injury”). Sponsor further agrees to
reimburse Provider for the reasonablecost of diagnostic
procedures and medical treatment necessary to treat a
Trial Subject Injury. Provider agrees to provide or
arrange for prompt diagnosis and medical treatment of
any Trial Subject Injury as provided for in the approved
Study informed consent form. Provider further agrees to
promptly notify Sponsor of any Trial Subject Injury.

15.1 Exclusions. Excluded from this Agreement to
Indemnify are any claims for damages resulting from:
(a) failure by an Indemnified Party to comply with the
Protocol or written instructions from Sponsor or this
Agreement; (b) failure of an Indemnified Party to
comply with Applicable Law; or (c) negligence or
willful misconduct by an Indemnified Party.

15.2 Notice and Cooperation. Provider agrees to
provide Sponsor with prompt notice of, and full
cooperation in handling, any claim that is subject to
indemnification. If so requested by Sponsor, Provider
agrees to authorize Sponsor to carry out the sole
management of defense of an indemnified claim.

15.3 Settlement or Compromise. No settlement or
compromise of a claim subject to this indemnification
provision will be binding on Sponsor without
Sponsor’s prior written consent. Sponsor will not
unreasonably withhold such consent of a settlement or
compromise. Neither Party will admit fault on behalf
of the other Party without the written approval of that
Party.

15.4 Limit of Liability of CRO. The Parties agree
thatCRO 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.

16. Termination.

hodnoceni, uspofadanim klinického hodnoceni nebo
specifikacemi protokolu klinického hodnoceni.
Ujma subjektu klinického hodnoceni pro uéely této
smlouvy znamena zejménatélesnou Ujmu nebo
lé¢ivem  vyvolanou  psychiatrickou  udalost
zpisobenou  podavanim  nebo  pouZzivanim
hodnoceného [éc¢ivého ptipravku pozadovaného
protokolem, které by subjekt klinického hodnoceni
pravdépodobné neutrpél, kdyby se studie neucastnil
(,,ijma subjektu hodnoceni®). Zadavatel se dale
zavazuje, ze uhradi Poskytovateli pfiméfené naklady
diagnostickych postupti a 1ékarské péce nezbytné k
1écbeé tjmy subjektu klinického hodnoceni, jak je
uvedeno ve formuldfi informovaného souhlasu
schvaleného klinického hodnoceni. Poskytovatel se
zavazuje, ze poskytne nebo zajisti okamZzitou
diagnézu a 1écbu jakékoli jmy subjektu hodnoceni.
Poskytovatel se dale zavazuje, ze o takové Gjmeé
subjektu hodnoceni okamzité¢ uvédomi zadavatele.

15.1Vyjimky. Z této dohody o zbaveni odpovédnosti jsou
vynaty veSkeré naroky na uhradu Skod vzniklych (a)
nedodrzovanim protokolu nebo pisemnych pokyni
zadavatele ¢i této smlouvy stranou zbavené
odpovédnosti, (b) nedodrzovanim platnych zakont
stranou zbavenou odpovédnosti nebo (c¢) nedbalosti
nebo tmyslné protipravnim jednanim strany zbavené
odpovédnosti.

15.20znameni a spoluprace. Poskytovatel se zavazuje, ze
zadavateli okamzit¢ oznami jakékoli naroky
podléhajici zbaveni odpovédnosti a bude s nim plné
spolupracovat na jejich feseni. Pokud o to zadavatel
pozada, Poskytovatel se zavazuje, ze zadavateli
pfenecha vyhradni vedeni obhajoby naroku
podléhajiciho zbaveni odpovédnosti.

15.3Narovnani nebo kompromis. Narovnani nebo
kompromisni feSeni naroku podléhajiciho zbaveni
odpovédnosti nebude pro zadavatele zavazné bez
jeho predchoziho pisemného souhlasu. Tento
souhlas s narovnanim nebo kompromisnim feSenim
nebude zadavatel nepfiméfené odpirat. Zadna ze
stran neuzna pochybeni jménem druhé strany bez
jejiho pisemného souhlasu.

15.40mezeni odpovédnosti spolecnosti CRO. Smluvni
strany souhlasi, ze spole¢nost CRO vyslovné odmita
jakoukoli odpovédnost v souvislosti s hodnocenym
lé¢ivym ptipravkem nebo protokolem s vyjimkou
pripadli, kdy odpovédnost vznikne na zakladé
nedbalého jednani, opomenuti nebo umyslného
protipravniho jednani spolecnosti CRO.

16 Ukonceni platnosti smlouvy.
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16.1 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
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 CROof 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. Upon receipt of such notice,
Provider agrees 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 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.

16.1Podminky ukonceni platnosti smlouvy. Platnost této
smlouvy skon¢i, jakmile nastane kterakoliv z

nasledujicich udalosti:

a. Zamitnuti ze strany NEK a/nebo KU. Jestlize
bez zavinéni Poskytovatele nebo hlavniho
zkousejiciho nebude klinické hodnoceni zahajeno
z diivodu zamitnuti ze strany NEK a/nebo KU,
kterakoliv ze stran muze s okamzitou platnosti
ukoncit tuto smlouvu.

b. Ukonceni klinického hodnoceni. Pro tcely této
smlouvy je klinické hodnoceni povazovano za
dokon¢ené po uzavieni vSech  Cinnosti
vyzadovanych protokolem pro vSechny zatazené
subjekty klinického hodnoceni a poté, co zadavatel
nebo spole¢nost CRO obdrzi vSechny udaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a obé smluvni
strany vyrovnaji vzajemné platebni zavazky.

c. Pred¢asné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu dale uvedeném
k predéasnému ukonc¢eni klinického hodnoceni,
platnost této smlouvy skonci poté, co zadavatel
nebo spolecnost CRO obdrzi vSechny udaje
vyzadované protokolem, dokumentaci klinického
hodnoceni a biologické vzorky a obé smluvni
strany vyrovnaji vzdjemné platebni zavazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel si vyhrazuje pravo klinické

hodnoceni z jakéhokoliv divodu ukoncit po
podani pisemné vypovédi s vypoveédni lhitou v
délce ftficeti (30) dnl zaslané Poskytovateli.
Poskytovatel souhlasi s tim, Ze po pfijeti takové
vypovédi  okamzit¢  ukonéi  provadéni
klinického hodnoceni v rozsahu, ktery je
Iékaisky piijatelny, a to u vSech subjekti
hodnoceni.

(2) Okamzité ukonceni klinického hodnoceni
zadavatelem. Zadavatel si dale vyhrazuje pravo
ukoncit klinické hodnoceni okamzit¢ na
zaklad¢  pisemné  vypovédi  dorucené
Poskytovateli z divodi, jako je nezatazovani
subjekti  klinického hodnoceni rychlosti
dostatenou  k dosazeni  cild  klinického
hodnoceni, vyznamné neschvalené odchylky
od protokolu nebo pozadavkl podavani zprav,
okolnosti, které podle zadavatelova ndzoru
predstavuji riziko ohrozeni zdravi nebo pohody
subjekti klinického hodnoceni, nebo kroki
kontrolniho organu ve vztahu ke klinickému
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(3) Immediate Termination of Trial by
Provider. Provider reserves 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.

16.2 Payment upon Termination. If the Trial is
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.

16.3Return of Materials. Unless Sponsor and/orCRO
instructs otherwise in writing, Provider will
promptly return all materials supplied by Sponsor
and/orCRO, at Sponsor’s expense, for Trial
conduct, including CRFs, and any Sponsor
and/orCRO-supplied Loaned Equipment
(hereinafter defined). Provider will return and/or
destroy any unused Sponsor Drug or Comparator
Drug, as applicable, at Sponsor’s expense.

16.4Provider shall have no claim against Sponsor for
compensation for any loss of whatever nature by
virtue of the termination of this Agreement for its
failure to perform its obligations in accordance

with Section 21 (Anti-Bribery and Corruption).

17. Insurance.

17.1

Provider declares that according to § 45 par. n) of Act
No. 372/2011 Coll., on health services, as amended,
concluded an insurance contract for liability insurance
for damage caused during the provision of health care.
According to § 45 par. n) of Act No. 372/2011 Coll.,
on health services, as amended, the insurance must be

hodnoceni nebo hodnocenému 1é¢ivému

piipravku ¢i srovnavaciho 1éku.

(3) Okamzité ukonceni klinického hodnoceni
Poskytovatelem. Poskytovatel si vyhrazuje
pravo ukoncit klinické hodnoceni s okamzitou
platnosti na zdkladé vypovédi zaslané
zadavateli a/nebo spole¢nosti CRO, pokud to
pozaduje NEK a/mebo KU, nebo pokud je
ukonceni nutné k ochrané zdravi subjektd
klinického hodnoceni.

16.2Platba pti ukonceni. Jestlize dojde k pred¢asnému

ukonceni klinického hodnoceni v souladu s touto
smlouvou, zaplati zadavatel nebo jeho zastupce
posledni platbu rovnajici se dluzné Castce za jiz
provedenou praci az do dne ucinnosti ukonceni
smlouvy v souladu s piilohou A, a to po odecteni jiz
vyplacenych cCastek. Platba pfi ukonceni bude
zahrnovat vSechny nezruSitelné vydaje tadné
vynaloZzené a predem schvalené zadavatelem, s
vyjimkou budoucich osobnich nakladd, v rozsahu, v
jakém nelze tyto naklady pfimétené omezit. Jestlize
klinické hodnoceni nebylo zahajeno z divodu
odepieni souhlasu NEK a/nebo KU, zadavatel nebo
jeho zastupce proplati Poskytovateli poplatky pro
NEK a vsechny dalsi vylohy, které zadavatel predem
pisemné schvalil.

16.3Vraceni materiali. Pokud zadavatel a/nebo
spole¢nost CRO neud¢li jiné pisemné pokyny,
Poskytovatel okamzit¢ na naklady zadavatele
vrati vSechny materialy obdrzené od zadavatele
a/nebo  spolecnosti CRO pro provadéni
klinického hodnoceni, v¢etné formuldit CRF a
veskerého zaptjceného vybaveni poskytnutého
zadavatelem a/nebo spole¢nosti CRO
(definované niZe). Poskytovatel na naklady
zadavatele vrati a/nebo zni¢i veskery hodnoceny
1é¢ivy pripravek nebo ptipadné srovnavaci 1ék.

16.4Poskytovateli nevznika viéi zadavateli Zadny
narok na nahradu za ztratu jakékoli povahy
v disledku ukonceni této smlouvy v ptipadé
neplnéni zavazkl v souladu s bodem 21 (Zakony
proti tplatkarstvi a korupci).

17 Pojisténi.

17.1Poskytovatel prohlasuje, Zze ma dle § 45 odst. 2
pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich predpist, uzavienu
pojistnou smlouvu na pojisténi odpoveédnosti za
Skodu zpiisobenou pifi poskytovani zdravotni
péce. Dle § 45 odst. 2 pism. n) zakona ¢. 372/2011
Sb., o zdravotnich sluzbach, ve znéni pozdéjSich
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taken out for the entire period during which Provider
provides health care. Upon GSK’s request, Provider
shall have its insurance carrier (or shall cause the
medical professional to have his or her insurance
carrier) furnish to GSK certificates that all insurance
required under this Agreement is in force or furnish
evidence of its self-insurance program.

17.2 Sponsor declares and confirms that it will ensure
insurance of the Trial as per Applicable Law. Sponsor
shall maintain appropriate insurance coverage which
shall include self-insurance in respect of its potential
product liability attributable to the administration of
Sponsor Drug(s) in accordance with the Protocol or
participation to the Trial. Upon written request,
Sponsor shall provide Provider with written evidence
of its insurance program.

18. Debarment, Exclusion, Licensure and Response.
Provider represents that to the best of its knowledge 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 knowingly use in any
capacity the services of any person who is so restricted or
prevented under any such laws with respect 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 if they become aware of any such
restriction or prevention being applied to the Principal
Investigator or any Research Staff. Provider represents
that it and, to the best of its knowledge, the Principal
Investigator is 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 if it becomes aware 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.

piedpisti, musi byt pojisténi uzavieno po celou
dobu, po kterou zdravotnické zafizeni poskytuje
zdravotni péci. Na zadost spolecnosti GSK musi
Poskytovatel vyzvat svého pojistitele (nebo
zajistit, aby lékai vyzval svého pojistitele), aby
spole¢nosti GSK ptedlozil osvédceni o platnosti
vSech pojisténi vyzadovanych podle této
smlouvy, nebo musi piedlozit dikaz o programu
vlastniho pojisténi.

17.2Zadavatel prohlasuje, a potvrzuje, Ze dle platné
pravni upravy zajisti pojisténi klinického
hodnoceni. Zadavatel bude dodrzovat piislusné
pojistné kryti, které bude zahrnovat vlastni

pojisténi s ohledem na jeho potencialni
odpoveédnost za pripravek, kterou lze pricist
podavani hodnocen¢ho 1éCivého pfipravku

v souladu s protokolem nebo tc¢asti na klinickém
hodnoceni. Zadavatel na zakladé pisemné Zadosti
poskytne Poskytovateli pisemny doklad o svém
pojistném programu.

18 Zékaz cinnosti, vylouceni, lékarské osvédceni a
reakce. Poskytovatel dle svého nejlepsiho védomi
prohlasuje, ze zdravotnickému zafizeni,
vyzkumnému persondlu ani hlavnimu zkousejicimu
nebyla dle zadnych zakonl upravujicich zdravotni
péci ¢i 1éCivé pripravky omezena nebo zakazana
ucast v klinickém vyzkumu a ze zdravotnické
zafizeni védomé nevyuzije sluzby zadné osoby, které
byly dle téchto zakont tyto ¢innosti omezeny nebo
zakazany, pokud jde o sluzby poskytované dle této
smlouvy. V priibchu trvani platnosti této smlouvy a
jeden (1) rok poté Poskytovatel a hlavni zkousSejici
bez odkladu informuji zadavatele, pokud se dozvi o
jakémkoliv  takovém omezeni nebo zadkazu
vztahujicimi se na hlavni zkousSejici, nebo jakykoliv
vyzkumny personal. Poskytovatel prohlasuje, ze on
sam a dle nejlepSiho védomi ani hlavni zkouSejici
nebyli a nejsou subjektem zadného vySetfovani ze
strany statnich nebo kontrolnich ufadd, Zadného
ukonu vySetfovani, varovani nebo vymahani, véetné
staitem natfizen¢ dohody o firemni integrité, a Ze
neporusili zadné platné zakony nebo piedpisy
upravujici uplatky nebo neopravnéné naroky v
souvislosti s provadénim vyzkumu, o ¢emz by
zadavatel nebyl informovén. Poskytovatel bez
odkladu informuje zadavatele, pokud se dozvi o
jakémkoliv takovém opatfeni souvisejicim s
dodrzovanim etickych, védeckych nebo kontrolnich
standardti provadéni vyzkumu tehdy, pokud se tato
opatfeni vztahuji na udalosti nebo Cinnosti, které
nastaly pfed nebo v prubéhu obdobi provadéni
klinického hodnoceni.
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19. Assignment and Delegation.

19.1 The Parties agree that Sponsor may at any time and
upon written notice to Provider 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 to another without the prior written consent
of Sponsor, and the express agreement of Provider, CRO,
and the requisite new assignee or subcontractor. 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.

19.2 With Sponsor’s prior written consent in each
instance, Provider may subcontract the performance of
certain Study-related activities that are either required
under the Protocol and/or this Agreement; provided, that
(a) such approved subcontractor performs the Study-
related activities in a manner consistent with the terms
and conditions in this Agreement; (b) Provider causes
such approved subcontractor to be bound by and comply
with the terms of this Agreement, as applicable, including
all confidentiality and regulatory obligations, Sponsor
inspection and audit rights, and Sponsor ownership
rights; (c) Provider remains liable for such approved
subcontractor’s performance; and, (d) neither Provider
nor Principal Investigator has any direct or indirect
financial interest in any such approved subcontractor. For
the avoidance of doubt, any such approved subcontractor
is included in the definition of Research Staff.

20. Loaned Equipment. Sponsor may provide, or arrange
for a vendor to temporarily provide, certain equipment for
use by Provider during the conduct of the Trial
(“LoanedEquipment”).  Loaned  Equipment use,
ownership and disposition terms will be further outlined
in separate loan agreement.

21. Anti-Bribery and Anti-Corruption.

21.1Provider agrees that it shall comply fully at all times
with all Applicable Law, including but not limited to
anti-corruption laws, and that it has not, and
covenants that it will not, in connection with the
performance of this Agreement, directly or
indirectly, make, promise, authorise, ratify or offer to
make, or take any act in furtherance of any payment
or transfer of anything of value for the purpose of
influencing, inducing or rewarding any act, omission

19 Postoupeni a delegovani.

19.1 Smluvni strany souhlasi, Ze zadavatel mize
kdykoliv po pisemném oznameni Poskytovateli prevzit
zavazky a prava spoleCnosti CRO nebo nahradit

spoleénost CRO jinym nezavislym dodavatelem.
Poskytovatel nesmi bez predchoziho pisemného
souhlasu zadavatele a vyslovné dohody mezi

Poskytovatelem, spole¢nosti CRO a prisluSnym novym
postupnikem nebo subdodavatelem postoupit nebo
smluvné prevést jakakoliv prdva nebo povinnosti
vyplyvajici z této smlouvy. Nez se Poskytovatel
prest€huje do nové lokality, musi pfedem informovat
zadavatele. Tato smlouva je zavaznd a je uzaviena ve
prospéch naslednikti a schvalenych nabyvatelt prav
zadavatele.

19.2 S predchozim pisemnym souhlasem zadavatele
v kazdé instanci mtze Poskytovatel zadat provedeni
uréitych ¢innosti souvisejicich s klinickym hodnocenim,
které jsou vyzadovany podle protokolu a/nebo této
smlouvy, subdodavateli, za predpokladu, ze (a) takovy
schvaleny subdodavatel vykona cinnosti souvisejici
s klinickym hodnocenim zplisobem, ktery je v souladu
s podminkami této smlouvy, (b) Poskytovatel zajisti, aby
takovy schvaleny subdodavatel byl vazan podminkami
této smlouvy a dodrZoval je, v€etné vSech povinnosti
tykajicich se davérnosti a zdkonnych povinnosti, prav
zadavatele na kontrolu a audit a vlastnickych prav
zadavatele, (c¢) Poskytovatel zistava odpovédné za
¢innost takového schvaleného subdodavatele a (d) ani
Poskytovatel, ani hlavni zkousSejici nevlastni zadny pfimy
ani nepiimy finan¢éni podil utakového schvaleného
subdodavatele. Aby se zamezilo pochybnostem, kazdy
takovy schvéaleny subdodavatel je zahrnut v definici
vyzkumného personalu.

20 Zapuj¢ené vybaveni. Zadavatel mulze docasné
poskytnout, nebo zajisti, ze dodavatel poskytne,
ur¢ité vybaveni k wuzivani Poskytovateli b&hem
provadéni  klinického hodnoceni (,,zaptjcené
vybaveni®). Podminky pouzivani, vlastnictvi a
nakladani se zapujCenym vybavenim budou
podrobnéji uvedeny v samostatné smlouvé o
vypujcce.

1 Zakony proti uplatkaistvi a korupci.

21.1Poskytovatel souhlasi stim, Ze bude vzdy plné
dodrzovat vSechna platna prava, vcetné mj.
protikorup¢énich zakont, a zavazuje se, Ze nebude
v souvislosti s plnénim této smlouvy, pfimo ani
neptimo, provadét, slibovat, potvrzovat, schvalovat
nebo nabizet zadné platby ani pfevody cehokoli
hodnotného ani nepodnikne zadné kroky na podporu
jakékoli platby nebo prevodu ¢ehokoli hodnotného
s u¢elem ovlivnit, vyvolat nebo odménit jakékoli
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or decision to secure an improper advantage; or
improperly assisting it or Sponsor in obtaining or
retaining business, or in any way with the purpose or
effect of public or commercial bribery, and warrants
that it has taken reasonable measures to prevent
subcontractors, agents or any other third parties,
subject to its control or determining influence, from
doing so. For the avoidance of doubt this includes
facilitating payments, which are unofficial,
improper, small payments or gifts offered or made to
government officials to secure or expedite a routine
or necessary action to which we are legally entitled.

21.2Provider shall not contact, or otherwise knowingly
meet with any Government Official for the purpose
of discussing activities arising out of or in connection
with this Agreement, without the prior written
approval of Sponsor and, when requested by
Sponsor, only in the presence of a Sponsor
designated representative. “Government Official”
(where ‘government’ means all levels and
subdivisions of governments, i.e. local, regional,
national, administrative, legislative, executive, or
judicial, and royal or ruling families) means: (1) any
officer or employee of a government or any
department, agency, or instrumentality of a
government (which includes public enterprises, and
entities owned or controlled by the state); (2) any
officer or employee of a public international
organisation such as the World Bank or United
Nations; (3) any officer or employee of a political
party, or any candidate for public office; (4) any
person defined as a government or public official
under applicable local laws (including anti-bribery
and corruption laws) and not already covered by any
of the above; and/or (5) any person acting in an
official capacity for or on behalf of any of the above.
“Government Official” shall include any person with
close family members who are Government Officials
(as defined above) with the capacity, actual or
perceived, to influence, or take official decisions,
affecting Sponsor business.

21.3Provider shall inform Sponsor in writing, if, during
the course of this Agreement, it is convicted of or
pleads guilty to a criminal offence involving fraud or
corruption or becomes the subject of any government
investigation for such offenses, or is listed by any
government agency as debarred, suspended,
proposed for suspension or debarment, or otherwise
ineligible for government programs.

jednani, opomenuti nebo rozhodnuti k zajisténi
nepatiicné vyhody, ani nebude nevhodné sobé ¢i
zadavateli napomahat pii ziskavani nebo udrZeni
obchodni spoluprace, ani za Ucelem vetejného ¢i
komeréniho Uplatkaistvi. ZaruCuje, ze piijalo
pfimétena opatfeni, aby zabranilo ve vyse uvedenych
¢innostech subdodavateltim, zastupctim nebo jinym
tfetim stranam, které podléhaji jeho kontrole nebo
urcujicimu vlivu. Aby se zamezilo pochybnostem,
patfi sem zprostfedkovani plateb, které jsou
neoficialni, nepatfiéné, malé platby nebo dary
nabizené nebo poskytované Urednim osobam za
ucelem zajisténi nebo urychleni bézné nebo nutné
¢innosti, na kterou mame =ze zakona narok.

21.2. Poskytovatel nebude kontaktovat ani se jinak
védomé potkavat s zadnou tfedni osobou za ucelem
projednani ¢innosti vyplyvajicich ztéto smlouvy
nebo v souvislosti s ni bez pfedchoziho pisemného
souhlasu zadavatele ana zadost zadavatele pouze
v pfitomnosti jim stanoveného zastupce. Pod
pojmem ,,ufedni osoba“ (pricemz ,,ufadem® jsou
mysleny vsechny Grovné a pododdéleni zastoupeni
vlady, tj. mistni, oblastni, vnitrostatni, spravni,
zakonodarné, vykonné nebo soudni a kralovské nebo
vladnouci rodiny) se rozumi: (1) jakykoli Gfednik
nebo zaméstnanec vlady nebo jakéhokoli oddéleni,
agentury nebo nastroje vlady (kam patii statni
podniky aentity vlastnéné nebo kontrolované
statem); (2) jakykoli ufednik nebo zaméstnanec
mezinarodni vefejné organizace, jako je Svétova
banka nebo Organizace spojenych narodt; (3)
jakykoli ufednik nebo zaméstnanec politické strany
nebo jakykoli kandidat na vetejny ufad; (4) jakakoli
osoba definovana jako ufedni osoba nebo vefejny
¢initel podle platnych mistnich zakonl (vcetné
zakonli proti uplatkarstvi a korupci), na které se
nevztahuje zadna z vySe uvedenych kategorii; a/nebo
(5) jakakoli osoba jednajici jako ufednik pro
kohokoli zvySe uvedenych nebo jejich jménem.
K ,,afednim osobam* patii jakakoli osoba s blizkymi
rodinnymi ptislusniky, ktefi jsou ufedni osobou (jak
je definovano vyse) se schopnosti, at’" skutecnou,
nebo domnélou, ovliviiovat nebo piijimat oficialni
rozhodnuti tykajici se podnikani zadavatele.

21.3Poskytovatel pisemné informuje zadavatele, pokud
bude béhem platnosti této smlouvy usvédéen
z trestného ¢inu zahrnujiciho podvod nebo korupci
nebo se stane predmétem jakéhokoli statniho
vySetfovani kvili témto trestnym ¢inim nebo bude
uveden jakoukoli vladni agenturou jako vylouéeny,
pozastaveny, navrzeny na pozastaveni ¢i vylouceni
nebo jinak nezpisobily pro ucast ve vladnich
programech.
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21.4Provider represents and warrants that except as
disclosed to Sponsor in writing prior to the
commencement of this Agreement (1) none of their
significant shareholders (>25% shareholding), if any,
or senior management have influence over Sponsor’s
business; (2) no significant shareholders (>25%
shareholding), if any, members of senior
management team, members of the Board of
Directors or equivalent, or key individuals who will
be responsible for the provision of goods / services
are currently or have been in the past two years, a
Government Official with actual or perceived
influence which could affect Sponsor business; (3) it
is not aware of any immediate relatives (e.g. spouse,
parents, children or siblings) of the persons listed in
the previous subsection (2) having a public or private
role which involves making decisions which could
affect Sponsor business or providing services or
products to, or on behalf of Sponsor; (4) it does not
have any other interest which directly or indirectly
conflicts with its proper and ethical performance of
this Agreement; and, (5) it shall maintain arm’s
length relations with all third parties with which it
deals for or on behalf of Sponsor in performance of
this Agreement. Provider shall inform Sponsor in
writing at the earliest possible opportunity of any
conflict of interest as described in this Section 21 that
arises during the performance of this Agreement.

21.5Sponsor shall have the right during the term of this
Agreement to conduct an audit of Provider’s
activities under this Agreement to monitor
compliance with the terms of this Section 21.
Provider shall cooperate fully with such audit, the
scope, method, nature and duration of which shall be
at the sole reasonable discretion of Sponsor.

21.6Provider shall ensure that all transactions under the
Agreement are properly and accurately recorded in
all material respects on its books and records and
each document upon which entries such books and
records are based is complete and accurate in all
material respects. Provider must maintain a system
of internal accounting controls reasonably designed
to ensure that it maintains no off-the-books accounts.

21.7Provider agrees that in the event that Sponsor
believes that there has been a possible violation of
the terms of this Section 21, Sponsor may make full
disclosure of such belief and related information at
any time and for any reason to any competent

21.4Poskytovatel prohlasuje a zarucuje, Ze s vyjimkou
pripadd, kdy je to zadavateli pisemné oznameno pied
zacCatkem platnosti této smlouvy, (1) Zadny zjeho
pfipadnych vyznamnych akcionaii (s podilem
presahujicim 25 %) ani vrcholovy management
nemaji vliv na podnikéni zadavatele; (2) Zzadni
pripadni vyznamni akcionari (s podilem
presahujicim 25 %),  ¢lenové  vrcholového
managementu, cClenové predstavenstva nebo
obdobné pozice ¢i klicové osoby, kteti zodpovidaji
za poskytovani zbozi/sluzeb, aktudlné nejsou
a v poslednich dvou letech nebyli ufedni osobou se
skute¢nym nebo domnélym vlivem, ktery by mohl
ovlivnit podnikani zadavatele; (3) nevi o skute¢nosti,
ze by né&jaci ptimi pfibuzni (napf. manzel/manzelka,
rodice, déti nebo sourozenci) osob uvedenych
v predchozim pododstavci (2) vykonavali vefejnou
nebo soukromou funkci, ktera zahrnuje rozhodovani,
které by mohlo ovlivnit podnikani zadavatele nebo
poskytovani sluzeb ¢i produktll zadavateli nebo jeho
jménem; (4) nema zadny jiny zajem, ktery by byl
pfimo nebo nepfimo v rozporu s fadnym a etickym
plnénim této smlouvy; (5) bude udrzovat nezavislé
vztahy se vSemi tfetimi stranami, se kterymi jedna pii
plnéni této smlouvy za zadavatele nebo jménem
zadavatele. Poskytovatel musi zadavatele pii
nejbliz§i mozné prilezitosti pisemné informovat
o jakémkoli stietu zajmu, jak je popsano v tomto
bodé 21, ke kterému dojde béhem plnéni této
smlouvy.

21.5Zadavatel ma pravo béhem platnosti této smlouvy
provést audit Cinnosti Poskytovatele podle této
smlouvy, aby zkontroloval dodrzovani podminek
uvedenych v tomto bodu 21. Poskytovatel bude pfi
takovém auditu plné spolupracovat a rozsah, zptisob,
povaha atrvani auditu zavisi vyhradné na
pfiméfeném uvazeni zadavatele.

21.6Poskytovatel zajisti, aby vSechny transakce podle
této smlouvy byly fadn¢ a pfesné zaznamenany ve
vSech podstatnych ohledech v jeho ucetnich knihach
a zdznamech a aby vSechny dokumenty, ze kterych
takové knihy azaznamy vychazi, byly ve vsSech
podstatnych ohledech uplné a ptesné. Poskytovatel
musi udrZovat systém internich tcetnich kontrol
pfiméfené navrzenych tak, aby bylo zajisténo, Ze
nejsou vedeny zadné neevidované Ucty.

21.7Poskytovatel souhlasi s tim, Ze pokud se zadavatel
domniva, ze doslo k moznému poruseni podminek
bodu 21, miize zadavatel o této skutecnosti kdykoli
a z jakéhokoli divodu sdélit souvisejici informace
v plném rozsahu jakémukoli ptislusnému vladnimu
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government bodies and its agencies, and to
whomsoever Sponsor determines in good faith has a
legitimate need to know.

22. Human Rights and Ethical Standards. Respectful
of its employees right to freedom of association,
Provider represents and warrants, to the best of
its knowledge, that in connection with this
Agreement, it respects the human rights of its
staff and does not employ child labour, forced
labour, unsafe working conditions,
discrimination of protected characteristic, cruel
or abusive disciplinary practices in the
workplace; and that it pays each employee at
least the minimum wage, provides each
employee with all legally mandated benefits, and
complies with the laws on working hours and
employment rights in the countries in which it
operates. Provider shall be respectful of its
employee’s right to freedom of association and
Provider shall encourage compliance with these
standards by any supplier of goods or services
that it uses in performing its obligations under
this Agreement.

23.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.

24. Survival of Obligations. Obligations relating to
Financial Arrangements, Confidential Information,
Inventions, Records, Trial Transparency and Publication,
Publicity, Debarment, Exclusion, Licensure and
Response, and Indemnification survive termination of
this Agreement, 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.

25. 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,

organu ajeho agenturam a komukoli, ukoho se

zadavatel v dobré vife domniva,

ze by tuto

skute¢nost mel védét.

22.

23.

24.

25.

Lidska prava aetické normy. Poskytovatel
respektuje pravo svych zaméstnancti na svobodu
sdruzovani apodle svého nejlepsiho védomi
prohlasuje a zaruCuje, ze v souvislosti s touto

smlouvou respektuje lidskd prava svého
personalu a nepodporuje détskou praci, nucené
prace, nebezpené  pracovni  podminky,

diskriminaci chranénych skupin ani kruté nebo
nasilné disciplinarni tresty na pracovisti a ze
v zemich, ve kterych plsobi, kazdému
zaméstnanci vyplaci alespont minimalni mzdu,
poskytuje kazdému zaméstnanci vSechny
zakonem stanovené vyhody a dodrzuje zakony
opracovni dobé aprava  zaméstnanci.
Poskytovatel musi respektovat pravo svych
zaméstnanci na svobodu sdruzovani
a Poskytovatel bude podporovat dodrzovani
téchto norem u vsSech dodavatelii zbozi nebo
sluzeb, které vyuziva k plnéni svych zavazkl
podle této smlouvy.

Zadavatel jako obmyslena tfeti strana. Strany této
smlouvy berou na v&domi a souhlasi, Ze
zadavateli z této smlouvy nalezi prospéch jako
obmyslené treti stran¢, a souhlasi, aby zadavatel
tato prava vymahal pfimo sam nebo nepfimo
prostiednictvim spole¢nosti CRO.

Platnost zavazkli po ukonceni smlouvy.
Povinnosti tykajici se finan¢nich ujednani,
davérnych informaci, vynalezi, zaznamd,
transparentnosti klinického hodnocent
apublikaci, publicity, zakazu  Cinnosti,

vylouCeni, lékaiskych osvédCeni a reakci a
zbaveni odpovédnosti zlstavaji v platnosti i po
ukonéeni této smlouvy, stejné jako dalsi
ustanoveni této smlouvy nebo jejich priloh, které
diky svému charakteru a zaméru po ukonceni
smlouvy zistavaji nadale v platnosti.

Uplna smlouva. Tato smlouva obsahuje Gplné
ujednani stran a k datu ti€innosti nahradi vSechny
ostatni smlouvy mezi smluvnimi stranami
tykajici se daného klinického hodnoceni. Tuto
smlouvu lze prodlouzit, obnovit nebo jinak
upravit pouze pisemnou formou vyjadiujici
vzajemnou dohodu smluvnich stran. Vzdani se
prava na dodrzeni jakékoli podminky nebo
ustanoveni této smlouvy, nebo jejich poruSeni na
zaklad¢ jednani ¢&i jinak v jednom i vice
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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.

This Agreement is made in two copies, of which each
Party will receive one.

26. 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.

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

28. 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.

29. 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. The Parties agree that if any disputes
arising out of the Agreement cannot be settled amicably
through negotiations, the courts of Prague will have
exclusive jurisdiction..

26.

27.

28.

29.

piipadech, nebude povazovano ani vykladano
jako dal$i nebo pokracujici vzdani se prava na
dodrZeni takové podminky nebo ustanoveni, ani
jeho predchozi, soucCasné nebo nasledné
poruseni, nebo vzdani se prava na dodrZeni
jakeékoli jiné podminky nebo ustanoveni této
smlouvy stejného nebo odlisného charakteru.
Tato smlouva je vyhotovena ve dvou
stejnopisech, z nichz kazda smluvni strana obdrzi
jeden.

Rozpor s pfilohami. 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 zalezitostech a podminky a
ustanoveni protokolu se uplatni na samotny
vyzkum a védecké otazky, pokud nebude
pisemnou formou mezi smluvnimi stranami
vyslovné dohodnuto jinak.

Vztah mezi stranami. Vztah Poskytovatele k
zadavateli je vztahem nezavislého dodavatele,
nikoli  vztahem  partnerského  podniku,
zmocnénce a zmocnitele, zaméstnance a
zamgestnavatele, spole¢ného podniku a podobné.

Vy$si moc. Zadna ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize
takové zpozdéni ¢i neplnéni je duasledkem
okolnosti mimo jeji pfiméfenou kontrolu (kromé
jiného véetné vyssi moci, zasahti vlady, nehody,
stavky, terorizmu, bioterorizmu, vyluky nebo
jiné formy protestnich akci zaméstnanci) a
okamzit¢ o ném uvédomi druhou stranu (,,vyssi
moc*). Zasah vys§i moci nepfedstavuje poruseni
této smlouvy a termin plnéni bude pfiméfené
odlozen. Jestlize vSak trva vice nez tficet (30)
dni, strany mohou zahajit diskusi ve snaze
zmirnit dopady jejiho plsobeni a pokud je to
mozné, dohodnout se na alternativnich
ujednénich, ktera mohou byt za danych okolnosti
pfimétena.

Rozhodné pravo. S vyhradou vySe uvedenych
podminek provadéni klinického hodnoceni se
tato smlouva fidi a je vykladana podle zakoni
Ceské republiky bez moznosti uplatnéni kolizich
norem.

Smluvni strany se dohodly, Ze pokud se ptipadné
spory vyplyvajici ze smlouvy nepodaii urovnat
smirnou cestou jednanim, budou mit vylu¢nou
pravomoc soudy v Praze.
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The Agreement has been written in Czech and English
language. In case of any discrepancies between the
language versions, the Czech version shall prevail.

30.Publication of the Agreement.

The parties agree that this Agreement shall bepublished
in the public Register of Contracts (,,Contracts Registry”)
to the extent as it is required by relevant legal
regulations,and in particular Act No. 340/2015 Coll., as
amended. On or before execution of this Agreement,
CRO will prepare and provide Provider via email with a
redacted version of the Agreement in PDF format
(“Redacted Agreement”), having removed any
information which in CRO’s or Sponsor’s reasonable
opinion constitutes a CRO or Sponsor trade secret. The
Provider shall ensure publication of the Redacted
Agreement into the Contracts Registry within 5 (five)
days of receipt of the Redacted Agreement from CRO and
shall inform the CRO about the disclosure at e-mail
address:

The anticipated total amount to be paid to Provider for

conducting this Study is 659,130.00 CZK

Sponsor and CRO acknowledge that Provider, as a state-
subsidized organization, is obliged to provide certain
information as required under mandatory provisions of
law, at the request of a third party who has a legal right
to know, pursuant to Act No. 106/1999 Coll., On Free
Access to Information, as amended. Provider agrees that
any disclosure of information shall be made in
accordance with this Agreement and subject to the
provisions of Section 9.4. and to the extent not prohibited
by Applicable Laws, Sponsor is notified of any such
requirement with sufficient prior notice in order to allow
Sponsor to seek a protective order or other modifications
to the requirement.

31. 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, such as
safety reports, will be promptly communicated via
telephone, and confirmed in writing:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560 USA

Re / Véc: Project Code / Kod projekt

Attention / Do rukou: Site Contracts Department

With a copy to / Kopie pro:

Smlouva je vyhotovena v Ceském a anglickém jazyce. V
pfipadé rozporu mezi jazykovymi verzemi ma piednost
Ceska verze

30. Uverejnéni smlouvy.
Smluvni strany se dohodly, Ze tato smlouva bude
uvefejnéna ve vefejném registru smluv (dale jen ,,registr
smluv*) v rozsahu, v jakém to vyzaduji pfislusné pravni
predpisy, zejména zakon C¢.340/2015 Sb. v platném
znéni. Pfi uzavieni nebo pred uzavienim této smlouvy
spole¢nost CRO pripravi a poskytne Poskytovateli e-
mailem revidovanou verzi smlouvy ve formatu PDF (dale
jen ,revidovana smlouva®), pficemz odstrani veSkeré
informace, které na zakladé priméfeného uvazeni
spole¢nosti CRO nebo zadavatele piedstavuji obchodni
tajemstvi. Poskytovatel zajisti uvefejnéni revidované
smlouvy do registru smluv do péti (5) dnli od doruceni
revidované smlouvy od spole¢nosti CRO a o tomto

uvetejnéni spolecnost CRO informuje e-mailem na
Odhadovana celkova ¢astka k zaplaceni Poskytovatel za

provedeni tohoto klinického hodnoceni ¢ini 659.130,00
Ke.

Zadavatel a CRO berou na védomi, ze Poskytovatel
jakoZzto statni pfispévkovad organizace, je povinen na
dotaz tieti osoby, ktera je opravnéna tyto informace znat
podle zakona ¢. 106/1999 Sb., o svobodném piistupu k
informacim, ve znéni pozdgjsich ptedpist, poskytnout
ur¢ité informace, jak je vyzadovano dle pravnich
piedpisti. Poskytovatel souhlasi s tim, Ze jakékoli
zptistupnéni informaci bude provedeno v souladu s touto
smlouvou a v souladu s ustanovenimi bodu 9.4. a v
rozsahu, ktery nezakazuji platné zakony, a zadavatel je
informovan o jakémkoli takovém pozadavku s
dostatecnym piedstihem, aby zadavatel mohl pozadat o
ochranny piikaz nebo jiné upravy tohoto pozadavku.

31. Oznameni. VSechna ozndmeni pozadovana touto
smlouvou musi byt u¢inéna v pisemné formé a budou
povaZzovana za dorucena pii osobnim doruceni, pfi
zaslani kuryrem s dorucenim do druhého dne nebo
doporucenym dopisem na nize uvedené adresy s tim, ze
vSechny urgentni zaleZitosti, jako napf. zpravy o
bezpecnosti, budou okamzité nahlaseny po telefonu a
potvrzeny pisemné:
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Sponsor / Zadavatel:
GlaxoSmithKline Research & Development Limited

980 Great West Road, Brentford, Middlesex, TW8 9GS, U.K

Attention / Do rukou: General Counsel

Provider / Zdravotnické zafizeni:

FN Motol

Klinické hodnoceni 1éCiv, sekretariat naméstka pro LPP
V Uvalu 84

150 06 Praha 5, Czech Republic

Email / E-mail: || |

In the event that the Parties execute this Agreement by
exchange of electronically signed copies or facsimile
signed copies, the Parties agree that, upon being signed
by allParties, this Agreement will become effective and
binding and that electronic signatures will constitute
evidence of a binding agreement with the expectation that
original documents may later be exchanged in good faith.

Agreed to and accepted:

V ptipadé, Ze strany podepisi tuto smlouvu formou
vymény elektronicky podepsanych kopii nebo faxové
vymény podepsanych kopii, strany se zavazuji, Ze po
podpisu vSemi stranami bude smlouva U¢inna a zavazna,
a ze elektronické podpisy predstavuji dikaz zavazného
ujednani s o¢ekavanim, Ze originaly dokumentti budou
v dobré vife vyménény pozdéji.

Souhlasim a prijimam:

CRO

(signed under a Power of Attorny dated 28
September 2021 / podepsano na zaklad¢ plné moci
ze dne 28.z411 2021)

Signature / Podpis

Printed Name / Jméno (hilkovympismem)

Title / Pozice

Date / Datum

PROVIDER /POSKYTOVATEL
ZDRAVOTNICH SLUZEB

Signature / Podpis

Printed Name / Jméno (hiilkovym pismem)

Title / Pozice

Date / Datum
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Signed below | IENENEE . -

Principal Investigator, I certify that I have read the
Agreement and the relevant documentation for the
clinical trial of the Sponsor Drug and undertake to
ensure compliance with the obligations arising
therefrom. I further undertake not to disclose
information relating to the clinical trial in question
without the prior written consent of GSK, to
maintain the confidentiality of all information
provided, to keep it confidential and to refrain
from any use of such information and results other
than for the purposes of this clinical trial. As
Principal Investigator, I agree that the sponsor
(and possibly the CRO) will collect, use, process
and disclose my personal information, including
my name, qualifications and experience in the
clinical trial, my financial information relating to,
inter alia, the remuneration received, and financial
compensation and other personal data for
administrative purposes in connection with the
clinical trial, or to provide ethics commissions and
government agencies and [ undertake to secure
this approval from Sub-Investigators and other
Research Staff.

PRINCIPAL INVESTIGATOR / HLAVNI ZKOUSEJiCi

Nize podepsany [N
jako zkousSejici potvrzuji, Ze jsem se fadn¢
seznamil se smlouvou a prisluSnou dokumentaci
ke klinickému hodnoceni 1é¢iva a zavazuji se
zajistit dodrzovani povinnosti z nich
vyplyvajicich. Dale se zavazuji nezvefejhovat
informace tykajici se predmétného klinického
hodnoceni bez predchoziho pisemného souhlasu
GSK, zachovavat ml¢enlivost o v§ech
poskytnutych informacich, povazovat tyto za
divérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledkd nez pro ucely tohoto
klinického hodnoceni. Jako hlavni zkousSejici
souhlasim s tim, ze zadavatel (a popt. i CRO)
bude/budou shromazd’ovat, pouZzivat, zpracovavat
a zvetejnovat mé osobni udaje, véetné jména,
kvalifikace a zkuSenosti v klinickém hodnoceni,
mé finan¢ni udaje vztahujici se mimo jiné k
obdrzené odmeén¢ a finan¢ni ndhrad¢ a dalsi
osobni udaje k administrativnim t¢elim v
souvislosti s klinickym hodnocenim, popf. k
poskytnuti etickym komisim a statnim ufadim a
zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lenti vyzkumného
personalu.

Signature / Podpis

Printed Name / Jméno (htilkovym pismem)

Principal Investigator / Hlavni zkouSejici

Title / Pozice

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, including all work and care
specified in the Protocol for the Trial, along with
applicable business and administrative requirements. 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 yearly and based on CRF data entered by
Provider and/or Principal Investigator supporting
enrolled Trial Subject visitation as confirmed by source
data verification. Payments will be made for completed
visits and treatment related costs in accordance with
Attachment B, unless otherwise noted in the Agreement.
Payment will be made on the basis of an invoice issued
by Provider according to the calculation of visits made by
the CRO and approved by Principal Investigator. 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 Trial Subject enrollment
approximately every 4-6 weeks whilst Trial Subjects are
active on the Trial. Payee must submit any final invoices
within thirty (30) calendar days after the close-out visit of
the Trial at the Provider. Any invoices received thereafter
may not be paid. Payee will have sixty (60) calendar days
after the date of the close-out visit of the Trial at the
Providerto dispute any payment discrepancies or missing
payments.

Payments for services performed by the Pharmacy of

Unversity hospital Motol will be made twice a year.
Pharmacy  representative:
) - prepares the basis

for invoicing for the pharmacy services performed in the
study, which are listed in this contract, and sends them for
approval to the CRO/Sponsor responsible person of CRO
/ sponsor, which is a Clinical Research Assiciate. The
Provider will be informed by the CRO about any change
in CRA. The approved invoicing document will be sent
by the CRO/Sponsor responsible representative to the

financial  accountin office of FN  Motol
d). Based on the basis, the

PRILOHAA
PLATEBNI PODMINKY

A-1. VSeobecné podminky. Za tadné zafazené subjekty
klinického hodnoceni bude piijemci plateb (definovan
nize) vyplacena odména v souladu s ptilohou B. Tato
Castka predstavuje plnou uhradu za praci, kterou
Poskytovatel odvede, véetn¢ veskerych praci a péce
uvedenych v protokolu klinického hodnoceni, spolecné
se vSemi pfislusnymi ¢innostmi a administrativnimi
pozadavky. Za subjekty klinického hodnoceni zatazené
do klinického hodnoceni v rozporu s protokolem nebude
vyplacena zadna odmeéna.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny ro¢né na zakladé
udaji z CRF zadanych Poskytovatelem a/nebo hlavnim
zkouSejicim  ziskanych pfi navstévach zafazenych
subjektt klinického hodnoceni, a potvrzenych ovétenim
zdrojové dokumentace. Platby budou provedeny za
naklady na dokoncené navstévy a 1écbu v souladu s
ptilohou B, nestanovi-li smlouva odlisn¢. Platba bude
provadéna na zéaklad¢ faktury vystavené Poskytovatelem
dle kalkulace uskute¢nénych navstév vytvoirené CRO a
odsouhlasenych zkousejicim. Pti kazdé platbé vcetné
nespéSnych screeningli (definovanych nize), ktera se
stane v souladu s podminkami této smlouvy splatnou,
bude pfijemci plateb vyplacena celkova vydélana ¢astka
minus 10% vyhrazenych na zéavérecnou platbu
(definovanou nize). Pfiblizn¢ kazdych 4-6 tydni béhem
aktivni ucasti subjektl hodnoceni bude proveden
monitoring v zavislosti na naboru subjektti hodnoceni.
Ptijemce plateb je povinen predlozit zavérecné faktury ve
Ihaté triceti (30) kalendafnich dnti po navstévé pro
ukonceni klinického hodnoceni u Poskytovatele. Faktury
pfijaté pozd¢ji nebudou proplaceny. Pfijemce plateb
muize ve lhité Sedesati (60) kalendarnich dnt po datu
navs§tévy pro ukonceni klinického hodnoceni u
Poskytovatele rozporovat neshody v platbach nebo
chybéjici platby.

Platby za sluzby provadéné lékarnou FN Motol budou
robihat 2 x roéng. Zastupce Iékarny:

piipravi podklad k fakturaci za sluzby 1ékarny provedené
ve studii, jeZ jsou uvedeny v této smlouve, a zasle je ke
schvaleni odpovédné osobé CRO/zadavatele, kterou je
monitor klinického hodnoceni. O pfipadné zméné
monitora bude Poskytovatel informovan CRO.
Schvéleny podklad k fakturaci bude odpovédnym
zastupcem CRO/zadavatele zaslan do finanéni G¢tarny
FN Motol (I 1 zklad
podkladu piipravi finan¢ni uctarna FN Motol fakturu,
kterou zasle CRO dle instrukci uvedenych v této
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financial accounting office of FN Motol will prepare an
invoice, which it will send to the CRO according to the
instructions given in this contract. "

Payments for services performed by the Department of
Imaging Methods of the 2nd Medical Faculty of Charles
University and the University Hospital Motol (KZM) will
be made quarterly. Representative of KZM

) - prepares quarterly
documents for invoicing for radiological services
performed in the study, which are listed Attachment A to
this Agreement, and sends them for approval to the
responsible person of the CRO/Sponsor, which is a
Clinical Research Assiciate. The Provider will be
informed by the CRO about any change in CRA. The
approved invoicing document will be sent by the
responsible representative of CRO/Sponsor to the
financial  accounting office of FN  Motol
(). B:scd on the basis, the
financial accounting office of FN Motol will prepare an
invoice, which it will send to CRO according to the
instructions given in this Agreement.

A-3. Pass-Through Payments from Sponsor. Payments
due under this Agreement are pass-through payments
from Sponsor that will be sent after such payments are
received by CRO from Sponsor. CRO shall have no
liability for any failure to make payments if required
funding is not provided to CRO in advance by Sponsor.

A-4. 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-5. Final Payment. At the conclusion of the Trial, all
CRF's 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 RAnotification, if applicable.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

smlouvé.

Platby za sluzby provadéné Klinikou zobrazovacich

metod 2. LF UK a FN Motol (KZM) budou probihat
sortlens, Zistpee Kzv [N
d - ptipravi Ctvrtletné podklad k
fakturaci za radiologické sluzby provedené ve studii, jez
jsou uvedeny ve finan¢ni ptiloze této smlouvy, a zasle je
ke schvaleni zodpovédné osobé CRO/zadavatele, kterou
je monitor klinického hodnoceni. O piipadné zméné
monitora bude Poskytovatel informovan CRO.
Schvaleny podklad k fakturaci bude zodpovédnym
zastupcem CRO/zadavatele zaslan do financni uctarny
FN Motol (I 1  zklade
podkladu ptipravi finan¢ni uctarna FN Motol fakturu,
kterou zasle CRO dle instrukci uvedenych v této
smlouvé.

A-3. Platby ptefakturované na zadavatele. Platby splatné
dle této smlouvy jsou platby prefakturované na
zadavatele a budou zaslany az poté, co spolecnost CRO
tyto platby obdrzi od zadavatele. Spole¢nost CRO nenese
zadnou odpovédnost za neuhrazeni platby v pfipadé€, ze
pottebné finance zadavatel vcas spoleCnosti CRO
neposkytl.

A-4. Néklady nesouvisejici s postupy. Pfijemci plateb
budou uhrazeny dodatecné néaklady nesouvisejici s
postupy, které byly predem schvaleny zadavatelem, jak je
uvedeno v piiloze B. Zadost o uhradu takovych nékladi
prijemce plateb poda zadavateli nebo osobé jim
opravnéné formou faktury s uvedenim jednotlivych
polozek a podlozené dokumentaci a doklady dokladajici
dohodnuté vydaje piefakturované na zadavatele.
Prefakturované vydaje nesouvisejici s postupy budou
fakturovany pouze ve skute¢né¢ vynalozenych castkach
bez navyseni, az do vySe maximalnich ¢astek uvedenych
v priloze B.

A-5. Zavéreéna platba. Pfi  ukonceni klinického
hodnoceni budou zadavateli okamzité¢ piedlozeny ke
kontrole vSechny formulatfe CRF a dokumenty
souvisejici s klinickym hodnocenim. Zavére¢na platba
(,,ZavéreCna platba“) bude uhrazena, jakmile: budou
vyplnény a ptfedany vsechny formulafe CRF, budou
uspokojiveé zodpoveézeny dotazy tykajici se udaji, budou
vraceny vSechny hodnocené 1éCivé piipravky, budou
vyteSeny vSechny problémy s ukonceni klinického
hodnoceni adokonfeny vSechny postupy, vcetné
zavéreéného oznameni NEK a/nebo KU, pokud je to
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promptly reimburse Sponsor any unearned or overpaid
amounts previously paid to Payee within thirty (30)
calendar days of notification by Sponsor or designee.

A-6. 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-7. 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-8. Necessary Procedures. Payee will be reimbursed for
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 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

relevantni. Zadavatel nebo jim uréena osoba provedou
kone¢né odsouhlaseni vSech plateb vyplacenych
k dnesnimu dni s celkovou dluznou castkou a bez
odkladu zaplati zdravotnickému zafizeni piipadné
neuhrazené ¢astky. Prijemce plateb bez odkladu ve lhité
tficeti (30) kalendafnich dnti po oznameni zadavatele
nebo osoby jim povéfené vyplati zadavateli jakékoliv
neopravnéné platby nebo preplatky dfive uhrazené
ptijemci plateb.

A-6. Dané.

(1) Platby uvedené v pfiloze B jsou uvedeny bez dané
z ptidané hodnoty (,,DPH). Je-li pfijemce 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 piipadg, Ze se dle platnych
zakond uplatiluje pienesena dafova povinnost,
ptijemce plateb DPH na faktufe nepficte, pficemz v
souladu s platnymi zakony je na fakture tieba uvést
pozadovany text.

(2) Ptijemce plateb potvrzuje a zavazuje se, Ze ponese
vyhradni odpovédnost za piipadné platby vSech
ptispévkl a dani uvalenych piislusnym organem na
odmény vyplacené piijemci plateb dle této smlouvy.
Spole¢nost CRO nebo zadavatel neponesou
odpovédnost za provadéni srazek nebo placeni
takovych pozadovanych piispévki nebo dani.
Pfijemce platby pfebira plnou odpovédnost za
vykazovani vSech pfijatych plateb dle této smlouvy
pfislusnym finan¢nim ufadd v souladu s platnymi
zéakony.

A-7. NeuspéSny  screening.  Pfipad  neuspésného
screeningu se vztahuje na subjekt klinického hodnocent,
ktery nesplni kritéria screeningové navstévy, a tudiz neni
zpusobily k zafazeni do klinického hodnoceni (,,pfipad
neuspéSného  screeningu). Pfipady neuspésného
screeningu budou uhrazeny, pokud vibec, v souladu s
piilohou B.

A-8. Nutné postupy. Pfijemci plateb bude poskytnuta
uhrada za platné nutné navstévy a postupy, které nejsou
zahrnuty v piiloze B. Uhrada za postup nutny z hlediska
bezpecnosti subjektu hodnoceni bude provedena v
jednotkové cené odsouhlasené v pfiloze B, je-li uvedena,
nebo neuvadi-li ptiloha B jednotkovou cenu, pak budou
ptijemci plateb uhrazeny skutecné naklady, které vznikly
Poskytovateli, pficemz bude nutné vystavit samostatnou
fakturu podlozenou dokumentaci dokladajici nutnost
provést Iékaisky tkon. V pripadech, kdy to bude mozné,
je tfeba ziskat ptredchozi pisemny souhlas zadavatele
nebo spoleCnosti CRO, pokud tim nebude naru$ena

PI: _| Provider:Fakultni nemocnice v Motole | GlaxoSmithKline Research & Development Limited| 213406

Doc Name: CZEProvider Bipartite CTA (CRO) | Doc Final: 9May2022

33/40




Sponsor will be notified as soon as practicable after the
fact.

integrita klinického hodnoceni nebo dotéena bezpecnost
subjektu klinického hodnoceni, pfi¢emz v takovém
pfipadé bude zadavatel informovan, jakmile to bude
nasledné mozné.

A-9. Payee. The payments will be made to the following
Payee and address:

A-9. Prijemce  plateb. Platby budou uhrazeny
nasledujicimu piijemci a na nize uvedenou adresu:

Payee Name / Jméno piijemce plateb: Fakultni nemocnice v Motole
Payee Address / Adresa piijemce plateb: V Uvalu 84/1, Praha 5, 150 06
Payee Tax Identification Number / Danové identifikacni ¢islo piijemce plateb: CZ 00064203

Payee Bank Account Details / Bankovni spojeni pfijemce plateb:

Bank Name / Nazev banky: Ceska narodni banka

Bank Address / Adresa banky: Na Piikopé 28, Praha 1, 115 03, Czech republic
Bank Account Number / Cislo uétu: 17937051/0710

IBAN Number / Cislo IBAN: CZ42 0710 0000 0000 1793 7051

SWIFT Code / Kod SWIFT: CNBACZPP

Email address for remittance information / E-mailova adresa pro oznameni pfij et_

Individual payments must always be clearly identified | Jednotlivé platby musi byt vidy jednoznacné

by the Provider's invoice number. In the case of a
payment received without identification by invoice
number, it is not possible to assign the payment to a
specific invoice and this payment will not be accepted
by the Provider.

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-10. Invoices. All invoices must be issued and

oznaceny Cislem faktury poskytovatele zdravotnich
sluZeb. V pripadé doslé platby bez oznaceni Cislem
faktury, neni mozné platbu priradit ke konkrétni
faktuie a tato platba nebude poskytovatelem
akceptovana.

V piipad¢ zmén v bankovnim spojeni piijemce plateb je
ptijemce plateb povinen pisemné informovat spole¢nost

CRO; dodatek k této smlouve se vSak nevyzaduje.

A-10. Faktury. VSechny faktury musi byt vystaveny a

forwarded to the following as instructed: zaslany podle pokynti na niZe uvedenou adresu:
Attn. Investigator Payment Department

Syneos Health UK Limited

Farnborough Business Park

1 Pinehurst Road

Farnborough

Hampshire

GU14 7BF, UK

VAT: GB806650142

Re: Proi'ect Code: -

All payment related queries may be directed to: | Vsechny dotazy k platbam zasilejte na adresu:
SM_InvestigatorPayments@Syneoshealth.com

Invoices shall be paid 30 days from receipt of | Splatnost faktur je 30 dni od pfijeti nesporné faktury.
undisputable invoice.

Each invoice must
(2) Protocol number,

contain: (1) Sponsor’s name,
(3) project code, (4) Principal

Kazda faktura musi uvadét: (1) nazev zadavatele,
(2) ¢islo protokolu, (3) kod projektu, (4) jméno hlavniho
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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.

zkousejiciho, (5) shrnuti plateb pozadovanych v souladu
s prilohou B a (6) pokud je ptijemce platby platcem DPH,
pak danové identifikacni c¢islo, nebo uplatiuje-li se
pfenesena danova povinnost, pak poznamku ,,uplatnéni
pienesené danové povinnosti®.

Ptijemce plateb neobdrzi zadné platby za piefakturované
vydaje, jestlize prijemce plateb nepiedlozil kopie faktur
nebo jiné dokumentace jasn¢ dokladajici, ze tyto vydaje
byly skutecné, piiméfené a ovéfitelné v Céstce
piedkladané k thradé.
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ATTACHMENT B
FINANCIAL ARRANGEMENTS WORKSHEET
FINANCE SUMMARY BOX
Invoice Currency / Ména faktury:
Payment Base / Zaklad platby:

Effective Date / Datum uc¢innosti:

CRO Contracting Entity / Smluvni subjekt CRO:

PRILOHAB
ZAZNAM FINANCNIHO UJEDNANI
SHRNUTI FINANCNICH ZAVAZKU

CZK /K¢

Visit Based / Dle navstévy

Publication in Contract Registry / Publikace v registru
smluv

Syneoshealth UK Limited
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