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CLINICAL TRIAL AGREEMENT
Protocol # SMT19969/C005

This Clinical Trial Agreement (“Agreement”) dated as of
the date of last signature and effective as of the
publishing of this executed Agreement in Agreement
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, including its affiliates,
subsidiaries, and specifically its parent company Syneos
Health, LLC (hereinafter “Syneos Health”)

And

Faculty Hospital Hradec Kralové, with a place of
business at Sokolska 581, 500 05 Hradec Kralové — Novy
Hradec Krélové, Czech Republic, DIC: CZ00179906,
represented by prof. MUDr. Vladimir Palicka, CSc.,
dr.h.c., Director (“Provider of Health care” furthermore
,,Provider”)

And

. i - place of business at

Fakultni nemocnice Hradec Kralové - Clinic of
Infectious Diseases (“Principal Investigator”).

BACKGROUND

By separate agreement, Summit (Oxford) Limited with a
principal place of business at 136A Eastern Avenue,
Milton Park, Abingdon OX14 4SB, United Kingdom
(“Sponsor”) has engaged Syneos Health, 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.

This project has been funded in part with Federal funds
from the Department of Health and Human Services;
Office of the Assistant Secretary for Preparedness and
Response; Biomedical Advanced Research and
Development Authority (BARDA), under Contract No.
HHSO0100201700014C. As a condition of BARDA'’s
financial support, BARDA may participate in Syneos
Health and Sponsor site visits and audits (including visits

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo SMT19969/C005

Tato smlouva o klinickém hodnoceni (dédle jen
“Smlouva”) ze dne pfipojeni posledniho podpisu s

vvvvv

(dale jen “Datum Uc€innosti”) se uzavird mezi

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

A

Fakultni nemocnici Hradec Kralové se sidlem Sokolska
581, 500 05 Hradec Krialové — Novy Hradec Krilové,
Ceska republika, DIC: CZ00179906, zastoupenou prof.
MUDr. Vladimirem Palickou, CSc., dr. h. c., feditelem
(dale jen “Poskytovatel zdravotnich sluZeb”)

A

I < misem vykonu price ve

Fakultni nemocnici Hradec Kralové - Klinika
infek¢énich nemoci (dale jen “Hlavni Zkousejici”).

VYCHODISKA

Samostatnou smlouvou spole¢nost Summit (Oxford)
Limited se sidlem na adrese 136A Eastern Avenue,
Milton Park, Abingdon OX14 4SB, Spojené kralovstvi
(déle jen “Zadavatel”) povéftila spolecnost Syneos Health,
smluvni vyzkumnou organizaci se sidlem ve Spojenych
statech na adrese 1030 Sync Street, Morrisville, North
Carolina 27560 USA, pusobici jako nezavisly smluvni
dodavatel, aby jednala jménem zadavatele pro tcely
pfevodu urcitych zdvazkdi plynoucich z této smlouvy,
pricemz uvedené zdvazky zahrnuji zejména vyjedndni a
uzavieni smlouvy a spravovani plateb za sluzby
provadeéné a popsané niZe.

Tento projekt je financovéan ¢aste¢né z federalnich zdroji
Ministerstva  zdravotnictvi ~a  socidlnich  sluZeb
(Department of Health and Human Services); dfadem
asistenta sekretafe pro pfipravenost a odpovéd (angl.
Office of the Assistant Secretary for Preparedness and
Response); Utadem pro pokrogily biomedicinsky vyzkum
a vyvoj (angl. Biomedical Advanced Research and
Development Authority ddle jen ,-BARDA”), na zaklad¢
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to Syneos Health facilities) and review Trial records.

Sponsor wishes that Provider conducts a clinical trial
with Sponsor Drug (hereinafter defined) ridinilazole/
SMT19969, encoded SMT19969/C005 entitled “A Phase
3, randomized, double-blind, active controlled study to
compare the efficacy and safety of ridinilazole (200 mg,
bid) for 10 days with vancomycin (125 mg, gid) for
10 days in the treatment of Clostridium difficile infection,
(“Protocol) to be conducted at Provider (“Trial”) and
involves patients participating in the Trial (“Trial
Subjects”™).

The parties agree as follows:

1. Investigators and Collaborators.

1.1. Principal Investigator. The Principal Investigator,
being an employee of the Provider with a place of
business at Sokolskd 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Czech Republic, 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 Faculty Hospital Hradec Kralové,
Sokolska 581, 500 05 Hradec Kralové — Novy Hradec
Kralové, Czech Republic.

1.2. Subinvestigators and Collaborators. Provider and
Principal Investigator will ensure that only individuals
who are appropriately trained and qualified assist in
the conduct of the Trial as subinvestigators or
Collaborators (“Trial Team”). Principal Investigator
may delegate duties and responsibilities to
subinvestigators or Collaborators only to the extent
permitted by Applicable Law (hereinafter defined)
governing the Trial conduct, as described below.

1.3. Obligations of  Provider and  Principal
Investigator. Provider and Principal Investigator will
ensure that any Trial Team members who assist in the
conduct of the Trial are informed of and abide by all
terms of this Agreement applicable to the activities
they perform. Provider and Principal Investigator will

smlouvy ¢. HHSO100201700014C. Podminkou finan¢ni
podpory tfadu BARDA je mozZnost dcasti BARDA pii
ndvstévach a auditech spoleCnosti Syneos Health a
zadavatele na pracovistich (vCetné navstév zafizeni
spolec¢nosti  Syneos Health) a kontroly zdznamt
klinického hodnoceni.

Zadavatel si pieje, aby poskytovatel zdravotnich sluzeb

provedl klinické hodnoceni hodnoceného 1é€ivého
piipravku (definovaného niZe) ridinilazol/ SMT19969, s
kédovym  oznacenim  SMT19969/C005, nazvané
,,Randomizované, dvojite zaslepené, aktivné

kontrolované klinické hodnoceni faze III porovnévajici
ucinnost a bezpecnost ridinilazolu (200 mg, dvakrdt
denné) po dobu 10dni s vankomycinem (125 mg,
ctyrikrdt denné) po dobu 10dni pii 1éEb¢ infekce
Clostridium difficile (CDI) (dédle jen “Protokol”), které
bude provadéno v prostoriach Poskytovatele zdravotnich
sluzeb (déle jen “Klinické Hodnoceni”) a zatazoval do
néj pacienty (didle jen “Subjekty Klinického
Hodnoceni”).

Strany se dohodly takto:

1. Zkousejici a Spolupracujici osoby.

1.1. Hlavni ZkouSejici. Hlavni zkouSejici, jako
zaméstnanec Poskytovatele zdravotnich sluZeb se
sidlem na adrese Sokolska 581, 500 05 Hradec
Krilové — Novy Hradec Krilové, Ceskd republika,
bude odpovédny za vedeni klinického hodnoceni v
souladu s platnymi ptedpisy zdravotnického zatizeni.
Klinické hodnoceni bude provddéno pod vedenim
hlavniho zkousejiciho ve Fakultni nemocnici Hradec
Kralové, Sokolskd 581, 500 05 Hradec Krilové —
Novy Hradec Krilové, Ceska republika.

1.2. Spoluzkousejici a Spolupracujici 0soby.
Poskytovatel zdravotnich sluZzeba hlavni zkousSejici
zajisti, aby se na provadeéni klinického hodnoceni jako
spoluzkousejici a  spolupracujici osoby  (,,tym
klinického hodnoceni”) podilely pouze osoby s
odpovidajicim vzdélanim a kvalifikaci. Hlavni
zkousSejici muze delegovat povinnosti a odpovédnosti
na spoluzkousejici nebo spolupracujici osoby pouze
v rozsahu povoleném platnymi zdkony (definované
niZze) upravujicimi provadéni klinického hodnoceni,
jak je uvedeno niZe.

1.3. Povinnosti Poskytovatele zdravotnich sluzeb a
Hlavniho ZkouSejiciho. Poskytovatel zdravotnich
sluzeba hlavni zkousSejici zajisti, aby vSichni ¢lenové
tymu klinického hodnocent, kteti se budou podilet na
provadéni klinického hodnoceni, byli informovéni o
veSkerych podminkidch této smlouvy platnych pro
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assume all those responsibilities assigned under all
applicable laws, rules, regulations, guidelines and
standards, as amended from time to time, including
without limitation and in compliance with sec. 51
paragraph 2 letter d) of Act no 378/2007 Coll., on
Pharmaceuticals and EU Clinical Trials Directive No.
2001/20/EC EC on the approximation of the laws,
regulations and administrative provisions of the
Member States relating to the implementation of good
clinical practice in the conduct of clinical trials on
medicinal products for human use, Act No. 372/2011
Coll. Health Services Act, Act No. 110/2019 Coll.
Personal Data Processing Act, Regulation of the
European Parliament and the Council No. 679/2016
(GDPR) and Decree No. 226/2008 Coll. on good
clinical practice and 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” (1996), the ethical norms of the Czech
Medical Chamber, all relevant Czech laws and the
regulations promulgated thereunder and similar
applicable legislation pertaining to the protection of
the confidentiality, patient personal information and
patient personal health information; all applicable
laws and guidance relating to clinical trials of
medicines and all applicable laws relating to human
rights, supply of medicines legislation, legislation
relating to human tissue and biological samples, the
confidentiality, privacy and security of patient
information (““Applicable Law”).

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

2. Protocol. Provider, Principal Investigator and/or Trial
Team will conduct the Trial in accordance with the
Protocol, Sponsor’s or its designee’s written instructions
and Applicable Law.

2.1. Amendments. The Protocol may be modified only
by a written Amendment, signed by Sponsor and the
Principal Investigator. The parties acknowledge that

vykondvané ¢innosti a souhlasili s nimi. Poskytovatel
zdravotnich sluzeba hlavni zkouSejici prevezme
vSechny povinnosti vyplyvajici ze vSech platnych
zdkont, pfedpist, pokynd a norem, v platném znéni,
véetné zejména a v souladu s odstavcem 51, paragrafu
2, pismene d) zdkona €. 378/2007 sb., o 1é¢ivech a
smérnici EU €. 2001/20/ES o klinickych hodnocenich
o sblizovani pravnich a spravnich ptedpist ¢lenskych
statl tykajicich se uplatiiovani spravné klinické praxe
pfi provadéni klinickych hodnoceni humadannich
lé¢ivych piipravki, zdkona ¢&. 372/2011 Sb., o
zdravotnich sluzbach, ¢. 110/2019 Sb., o zpracovani
osobnich tdaji, Nafizeni Evropského parlamentu a
Rady (EU) ¢. 679/2016 (GDPR) a vyhlasky ¢.
226/2008 Sb. o spravné klinické praxi a vSech
platnych pokynt a standardi Mezindrodni konference
o harmonizaci sprdvné klinické praxe (International
Conference on Harmonization Good Clinical Practice,
ICH GCP) a Helsinské deklarace Svétové lékarské
asociace “Etické zdsady pro lékaisky vyzkum za
ucasti lidskych subjektd” (1996), etickych norem
Ceské lékatské komory, viech relevantnich &eskych
zdkonti a predpisi dale uvedenych a podobné
legislativy tykajici se ochrany davérnosti, osobnich
informaci pacienta a osobnich zdravotnich informaci
pacienta; vSech platnych zdkoni a pokyni
upravujicich klinickd hodnoceni 1é¢ivych ptipravki a
vSech platnych zakont upravujicich lidskd prava,
legislativy upravujici dodavky 1éki, legislativy
upravujici otdzky vzorkl tkan€ a biologickych vzork,
zachovani dlvérnosti, ochrany osobnich udaji a
bezpecnosti informaci o pacientech (dile jen “Platné
Zékony”).

1.4. Zdkaz Zastupovani. Poskytovatel zdravotnich
sluZzeba hlavni zkouSejici nesmi postoupit provadéni
klinického hodnoceni na jiného hlavniho zkousejiciho
bez predchoziho pisemného schvileni spole¢nosti
Syneos Health. Ndhradni hlavni zkousejici bude muset
vyjadiit souhlas s podminkami této smlouvy v
pisemném dokumentu. V piipadé, ze zadavatel
neschvali nahradniho hlavniho zkousejictho, miZze
zadavatel nebo spolecnost Syneos Health v souladu
sdile uvedenymi podminkami ukonceni platnosti
smlouvy smlouvu ukonit.

2. Protokol. Poskytovatel zdravotnich sluzeb, hlavni
zkousejici a/mebo tym klinického hodnoceni povedou
klinické hodnoceni v souladu s protokolem, pisemnymi
pokyny zadavatele nebo osoby urcené zadavatelem a
platnymi zékony.

2.1. Dodatky. Protokol se miZe upravovat pouze
formou pisemného dodatku podepsaného zadavatelem
a hlavnim zkouSejicim. Strany jsou si védomy
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Protocol Amendments are also subject to approval by
the responsible Independent FEthics Committee
(“IEC”). Sponsor may instruct a deviation from the
Protocol on an emergency basis for the safety of the
Trial Subjects. Provider and/or Principal Investigator
will notify the responsible IEC as soon as practicable
but, in any event, no later than five (5) business days
after the deviation is implemented. Any emergency
deviation will be followed by written Protocol
Amendment signed by Principal Investigator.

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

2.3. Integrated Safety Documentation Plan. Provider
shall implement and maintain an integrated safety
documentation plan for the Trial site, pharmacy
service records on the dosing material to be used and
excipients, and laboratory services (including
histopathology).

3. Independent Ethics Committee. Provider and Principal
Investigator will ensure that the Trial is initiated only
after both the Trial and the informed consent form
(“ICF”) are approved by an IEC that complies with all
Applicable Law. Provider and Principal Investigator will
further ensure that the Trial is subject to continuing
oversight by the IEC throughout its conduct.

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

Study Drug shall be delivered to the Provider’s Pharmacy
properly packed in packages intended for clinical trial
drugs and labeled in accordance with the provisions of
section 19 1) e of Decree No 226/2008 Coll, on good
clinical practice.

Study Drug deliveries will take place from Monday to
Friday between 7:00 am and 2:00 pm to the Provider’s
pharmacy.

skute¢nosti, Ze dodatky k protokolu musi schvilit také
piislusné nezavisla etickd komise (déle jen “NEK”). V
akutnim piipadé k zajisténi bezpecnosti mize
zadavatel vydat pokyn k odchyleni se od protokolu.
Poskytovatel ~ zdravotnich  sluzeba/nebo  hlavni
zkousSejici informuji odpovédnou NEK co nejdiive, v
kazdém piipad¢ vSak nejpozdéji pét (5) pracovnich
dnti po uplatnéni odchylky. Kazdd akutni odchylka
musi byt ndsledn¢ zachycena v pisemném dodatku
protokolu podepsaného hlavnim zkousSejicim.

2.2. Akutni Odchylky/Urgentni Bezpenostni
Opatteni. Jestlize hlavni zkouSejici dojde k zdvéru, Ze
je nutné se v akutnim piipadé k zachovani bezpecnosti
subjektt klinického hodnoceni odchylit od protokolu,
Poskytovatel  zdravotnich  sluZzeba/nebo  hlavni
zkousSejici uvédomi zadavatele a piisluSnou NEK co
nejrychleji, v kazdém piipad¢ nejpozd€ji do péti (5)
pracovnich dnti po uplatnéni této odchylky.

2.3. Integrovany plan dokumentace bezpeénosti.
Poskytovatel zdravotnich sluZzebma povinnost zavést a
udrZzovat integrovany plan dokumentace bezpenosti
pro pracovisté klinického hodnoceni a pro zdznamy
sluzeb 1ékarny o davkovani pouZivanych materidlii a
pomocnych latek a laboratorni sluzby (vcetné
histopatologie).

3. Nezdvisla Etickd Komise. Poskytovatel zdravotnich
sluZzeba hlavni zkouSejici zajisti, Ze klinické hodnoceni
bude zahdjeno az po schvaleni klinického hodnoceni a
formulare informovaného souhlasu, které jsou v souladu s
platnymi  zdkony, nezdvislou  etickou  komisi.
Poskytovatel zdravotnich sluZeba hlavni zkouSejici dale
zajisti, aby po celou dobu jeho provadéni bylo klinického
hodnoceni pod trvalym dohledem NEK.

4. Hodnoceny LéCivy Pripravek. Zadavatel poskytne
Poskytovateli ~ zdravotnich  sluzeb a  hlavnimu
zkousejicimu dostate¢né mnoZstvi hodnoceného 1é¢ivého
ptipravku (didle je “Hodnoceny Lécivy Pripravek”) k
provedeni klinického hodnoceni. Pokud to poZaduje
protokol a pokud neni dohodnuto jinak, zadavatel rovnéz
zdarma poskytne placebo nebo srovndvaci 1€k (déle jen
“Srovnavaci Lék”).

Hodnoceny 1é¢ivy ptipravek bude doddn do nemocniéni
lékarny Poskytovatele vzdy v fadné€ zabalenych obalech
urenych pro hodnocené 1éCivo a oznacené v souladu s
ustanovenim paragrafu 19 odst 1 pism e) vyhlasky
¢€.226/2008 Sb., o spravné klinické praxi.

Dodavky hodnoceného IéCivého piipravku se budou
uskutec¢iiovat v Po-P4 od 7.00 h do 14.00 h do budovy
nemocni¢ni Iékdrny.
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4.1. Custody and Dispensing. Provider and Principal
Investigator will adhere to Applicable Law requiring
careful custody and dispensing of Sponsor Drug or
Comparator Drug, as well as appropriate
documentation of such activities.

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

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

4.4. Ownership of Sponsor Drug. Sponsor Drug is and
remains the property of Sponsor. Sponsor grants
Provider and Principal Investigator no express or
implied intellectual property rights in the Sponsor
Drug or in any methods of making or using the
Sponsor Drug.

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

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 (Financial Arrangements
Worksheet) represent fair market value for the services
provided by Provider and Principal Investigator for
conducting the Trial to the best of their knowledge. The
maximum value of this Agreement is 252.563,84 CZK.
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,

4.1. Uchovdvdni a Vydédvani L[é&ku. Poskytovatel
zdravotnich sluZeba hlavni zkousSejici musi dodrzovat
platné zdkony vyZzadujici peclivé uchovavani a
vyddviani hodnoceného 1é¢ivého piipravku nebo
srovndvactho 1€ku, vcetné¢ patficné dokumentace
téchto ¢innosti.

4.2. Kontrola. Poskytovatel zdravotnich sluZeba hlavni
zkousejici musi vykondvat dostateCnou kontrolu nad
zdsobami  hodnoceného 1éc¢ivého piipravku a
srovndvacitho l1éku a nepodd ani nevydad ptipravek
osobé, ktera neni ucastnikem klinického hodnoceni, a
neumozni piistup k piipravku nikomu s vyjimkou
spoluzkouSejicich nebo vyzkumného persondlu
klinického hodnoceni.

4.3. Pouziti. Poskytovatel zdravotnich sluZzeba hlavni
zkousejici budou pouZivat hodnoceny 1é€ivy pfipravek
nebo srovnavaci 1€k pouze zplisobem uvedenym v
protokolu. Jakékoliv jiné pouziti hodnoceného
lé¢ivého  pifipravku  nebo  srovndvactho 1éku
predstavuje zdvazné poruseni této smlouvy.

4.4. Vlastnictvi Hodnoceného I.é€ivého Piipravku.
Hodnoceny 1é¢ivy piipravek je a zlstava vlastnictvim
zadavatele. Zadavatel neud€luje zdravotnickému
zatizeni ani hlavnimu zkouSejicimu Zddna vyslovna
ani predpoklddand prdava dusSevniho vlastnictvi k
hodnocenému 1é¢ivému piipravku nebo k jakymkoliv
metoddm vyroby nebo pouZivani hodnoceného
1é¢ivého piipravku.

4.5. Platba za Hodnoceny LéCivy Piipravek nebo
Srovndvaci Lék. Poskytovatel zdravotnich sluzeba
hlavni zkouSejici nebudou subjektim klinického
hodnoceni ani platciim tfetich stran tctovat Zadné
¢astky za hodnoceny 1éCivy piipravek nebo srovnavaci
lék ani za jakékoliv sluzby, které mu podle této
smlouvy proplaci zadavatel.

5. Finanéni Ujedndni. Odmeéna za sluzby poskytované dle
této smlouvy bude vyplacena prostiednictvim dhrad v
souladu s piilohou A (Platebni Podminky) a ptilohou B
(Zaznam Finan¢niho Ujednani). VSechny strany berou na
védomi, Ze dCastky uvedené v piiloze B (Zaznam
Finan¢niho Ujedndni) pfedstavuji spravedlivou trzni
hodnotu  sluzeb  poskytovanych  Poskytovatelem
zdravotnich sluzeb a hlavnim zkouSejicim pfi provadéni
klinického hodnoceni dle jejich nejlepsiho védomi.
Maximalni hodnota plnéni této smlouvy je 252.563,84
K¢. VSechny castky zahrnuji vSechny piimé, nepiimé,
rezijni a dalsi ndklady, vcetné ndklad na laboratorni a
pomocné sluzby a zlstanou pevné po dobu trvini
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unless otherwise agreed in writing by the parties. Neither
the Provider nor the Principal Investigator will directly or
indirectly seek or receive compensation from Trial
Subjects or third-party payers for any material, treatment
or service that is required by the Protocol and provided or
paid by Syneos Health, 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 Syneos
Health nor Sponsor shall have any further obligation or
liability whatsoever to pay Principal Investigator or
Provider.

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

7. Trial Subject Enrollment. Provider and Principal
Investigator have agreed to enroll Trial Subjects in the
Trial in accordance with the Protocol and in accordance
with IEC and regulatory authority approval. Sponsor or

klinického hodnoceni, pokud se strany pisemné
nedohodnou jinak. Poskytovatel zdravotnich sluZzebani
hlavni zkouS$ejici nebudou piimo ani nepiimo vyZadovat
ani pfijimat odménu od subjektt klinického hodnoceni
nebo platct tietich stran za materidly, 1écbu nebo sluzby
vyZadované podle protokolu a poskytnuté nebo zaplacené
spolec¢nosti Syneos Health, vCetné zejména hodnoceného
lé¢ivého ptipravku, srovndvactho 1éku, screeningu
subjekt klinického hodnoceni, infuzi, sluZeb 1ékait a
sester, diagnostickych testi a podavani hodnoceného
1é¢ivého piipravku a/nebo srovndvaciho léku. Jakmile
bude uréenym piijemcim plateb uhrazeno provadéni
klinického hodnoceni, spolecnost Syneos Health ani
zadavatel nebudou dale jakymkoliv zptisobem povinni ¢i
odpovédni za platby hlavnimu zkouSejicimu nebo
Poskytovateli zdravotnich sluzeb.

6. Vykazovaci Povinnosti. Spole¢nost Syneos Health,
zadavatel a hlavni zkouSejici berou na védomi, Ze rizné
zdkony, zékoniky, ptedpisy, smérnice a/nebo odvétvové
pozadavky (spole¢né dale jen ‘“Zikony O Vykazovani™)
vyZzaduji, aby nékteré spole¢nosti ve
farmaceutickém/zdravotnim odvétvi zvefejilovaly a
vykazovaly informace o provedenych platbich a
uzavienych smlouvdch se zdravotnickymi odborniky
nebo jinymi osobami ¢i subjekty vykondvajicimi ¢innosti
v ur€itych zemich. V souladu s tim bere pfi platnosti
téchto zakonl o vykazovani hlavni zkouSejici na védomi
a souhlasi, Ze informace, zejména: (i) jméno, adresa,
kvalifikace a 1ékaiské specializace, registra¢ni Cislo, (ii)
informace tykajici se smlouvy a (iii) informace o vSech
platbach nebo vyhodach (v hotovosti nebo v naturéliich)
vyplacenych hlavnimu zkouSejicimu dle této smlouvy
mohou byt spolecnosti Syneos Health sd€leny zadavateli
a/nebo pfislusnému odpovédnému udradu ke zvefejnéni
téchto informaci v souladu s pifsluSnymi zdkony o
vykazovani. Pravo hlavniho zkouSejictho odmitnout
shromazd’'ovani ddaji a zpracovani udaju dle platnych
zakontl o ochran¢ osobnich tidajli se nemusi vztahovat na
piipady, kdy zvefejiiovaci povinnost vyplyva ze
zakonného poZzadavku. Uzavfeni této smlouvy slouZzi jako
souhlas hlavniho zkousejictho se shromazd’ovanim,
zpracovavanim a zvefejiiovanim tdaji uvedenych v této
smlouvé€ pro zminéné dcely. V kazdém piipad€ m4 hlavni
zkousejici pravo piistupu ke svym osobnim tdajum a
pravo na jejich opravu. Smérnice o ochrané osobnich
udaju spole¢nosti Syneos Health naleznete na adrese
http://www.incresearch.com, kde jsou rovnéZz uvedeny
kontaktni informace na vedouciho pracovnika pro
ochranu osobnich tdaji spole¢nosti Syneos Health.

7. Zarazeni Subjektt Klinického Hodnoceni.
Poskytovatel zdravotnich sluzeba hlavni zkouSejici se
dohodli zafadit subjekty klinického hodnoceni do
klinického hodnoceni v souladu s protokolem a souhlasy
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Syneos Health may discontinue Trial Subject enrollment
if the total enrollment needed for a multi-center Trial has
been achieved, if applicable. The estimated number of
Study subjects enrolled by the Principal Investigator is

8. Informed Consent. Provider and Principal Investigator
shall obtain from each patient properly executed informed
consent forms (“Informed Consent Forms”) that (a)
have been provided by Sponsor and/or its designee; (b)
comply with Applicable Law; (c) are consistent with the
Protocol; (d) have been approved by the IEC, provided
that Provider will submit any modification it may propose
to the Informed Consent Form to Sponsor for review and
written approval prior to submitting the Informed
Consent Form for IEC approval; (e) are current; and (f)
include language sufficient to comply with relevant
Czech legislation and any other applicable legislation
pertaining to the protection of confidentiality, patient
personal information and patient personal health
information. Provider shall require patients to re-execute
Informed Consent Forms when appropriate as determined
by the parties or the IEC as requested by Sponsor, or as
required under Applicable Law. The Informed Consent
Forms and any changes thereto, must be approved by
Sponsor and IEC except when such a change is necessary
to eliminate apparent, immediate hazard to Trial subjects
or to comply with Applicable Law, in which case the
Principal Investigator and Provider agree to notify
Sponsor and IEC immediately in writing. The Informed
Consent Forms must authorize the collection, processing
and use of patients’ personal information and personal
health information by and to Sponsor and third parties,
including Sponsor’s affiliates, the Czech Republic and
U.S. and foreign regulatory authorities.

9. Reporting Adverse Events and ICH GCP Breaches.

NEK a kontrolniho ufadu. Po dosazeni celkového poctu
subjekti potfebného pro provddéni multicentrického
klinického hodnoceni miZe zadavatel nebo spolecnost
Syneos Health zastavit dal§i zafazovani subjekti do
klinického hodnoceni. Predpoklddany pocet subjektii
hodnoceni zatfazenych hlavnim zkouSejicim je cca

8. Informovany  Souhlas. Poskytovatel zdravotnich
sluZeba hlavni zkouSejici ziskaji od kaZdého pacienta
fddné podepsané formuldfe informovaného souhlasu
(,,Formulaie Informovaného Souhlasu”), které (a)
poskytl zadavatel a nebo jim urena osoba; (b) jsou v
souladu s platnym zdkonem; (c) odpovidaji protokolu; (d)
byly schvileny NEK, za ptfedpokladu, Ze Poskytovatel
zdravotnich sluzebpiedloZzi zadavateli vSechny zmény,
které ve formulafi informovaného souhlasu navrhuje, aby
je zadavatel mohl zkontrolovat a pisemné schvdlit
predtim, nez budou piedlozeny ke schvéileni NEK; (e)
jsou aktudlni a (f) jejichz jazyk dostatecné spliuje
prislusnou ceskou legislativu a jinou platnou legislativu
tykajici se ochrany davérnosti, osobnich informaci
pacienta a osobnich zdravotnich informaci. Poskytovatel
zdravotnich sluzebbude pozadovat opakované podepsani
formulait informovaného souhlasu za podminek
urcenych stranami nebo NEK, podle pozadavku
zadavatele nebo podle platnych zakont.. Formuléfe
informovaného souhlasu a jakékoliv zmény v nich musi
byt schvileny zadavatelem nebo NEK, kromé piipadi,
kdy je takovd zména nezbytnd k zabrinéni zjevnému
okamzitému ohroZeni subjektli klinického hodnoceni
nebo k zajisténi souladu s platnymi zdkony. V takovém
piipad¢ hlavni zkouSejici a Poskytovatel zdravotnich
sluZzebsouhlasi s tim, Ze bezodkladn& pisemné informuji
zadavatele a NEK. Formuldfe informovaného souhlasu
musi povolovat shromazdovani, zpracovani a pouziti
osobnich informaci pacientii a osobnich zdravotnich
informaci pacientll zadavatelem a tfetimi stranami, véetn¢
pobocek zadavatele, regulaénich ttadii Ceské republiky a
USA a v zahrani¢i.

9. HlaSeni Nezadoucich Pfihod a PorusSeni ICH GCP.

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

10. Protected Health Information. The parties recognize a
common goal of securing all individually identifiable
health information and holding such information in
confidence and protecting it from unauthorized
disclosure. Provider and Principal Investigator represent
and warrant that it will comply with the provisions of
Czech Republic data protection laws and the regulations
promulgated thereunder and similar applicable legislation
pertaining to the protection of the confidentiality, patient

Poskytovatel zdravotnich sluZeba hlavni zkousejici
nahlasi kdykoliv nezadouci ptihody subjektt klinického
hodnoceni v souladu s pokyny protokolu a platnymi
zakony.

10. Chranéné Zdravotni Informace. Strany jsou si
védomy spolecného cile zabezpeceni vSech individudlné
identifikovatelnych zdravotnich informaci, zachovani
jejich duvérnosti a ochrany pifed neopravnénym
zvetejnénim. Poskytovatel zdravotnich sluzeba hlavni
zkousejici prohlasuji a zarucuji, Ze budou dodrzovat
viechna ustanoveni zdkond Ceské republiky na ochranu
udajt a k tomu se vztahujicich nafizeni a podobné platné
legislativy tykajici se ochrany dlvérnosti, osobnich
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personal information and patient personal health
information and any other of Applicable Law relating to
the confidentiality, privacy and security of such
information. In particular, the transfer of such data will be
in accordance to Act No. 110/2019 Coll. Personal Data
Processing Act, Regulation of the European Parliament
and to the Council No. 679/2016 (GDPR).

10.1. Authorization to Use and Disclose Health
Information. Provider and Principal Investigator will
obtain a written privacy authorization, complying with
Czech Republic data protection laws and Applicable
Law, for each Trial Subject which will enable
Provider and Principal Investigator to provide Sponsor
and other persons and entities designated by Sponsor
access to completed case report forms (“CRFs”),
source documents and all other information required
by the Protocol. Sponsor, though not a covered entity,
recognizes that, pursuant to this Agreement, it has the
responsibility to protect all individually identifiable
patient information and to restrict the use of such
information to those persons and entities, including
consultants, contractors, subcontractors and agents,
who must have access to such information in order to
fulfill their assigned duties with respect to the Trial.
Such use also will be restricted to those permitted in
the authorization forms and neither Sponsor nor any
party to whom Sponsor may disclose individually
identifiable health information may use such
information to recruit research subjects to additional
studies, to advertise additional studies or products, or
to perform marketing or marketing research. If such an
authorization is separate from the ICF, Provider and
Principal Investigator will only use such authorization
that is approved by Sponsor, IEC (if applicable) and
regulatory authority (if applicable).

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

11.1. Definition. Except as specified below,
Confidential Information includes all information
provided by Sponsor or Syneos Health, or developed
for Sponsor or Syneos Health, 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
Syneos Health, commercialization and Trial strategies,
trade secrets and know-how disclosed by Sponsor to

informaci pacienta a osobnich zdravotnich informaci
pacienta a vSech ostatnich platnych zakont upravujicich
divérnost, ochranu soukromi a zabezpeceni téchto
informaci, a to zejména veSkery pievod dat bude v
souladu se zdkonem ¢. 110/2019 Sb., a v souladu s
Natizenim Evropského parlamentu a Rady (EU) ¢&.
/2016/679 (GDPR).

10.1. Souhlas  Pouzivat a Sdélovat Zdravotni
Informace. Poskytovatel zdravotnich sluZeba hlavni
zkousejici ziskaji od kazdého subjektu klinického
hodnoceni v souladu se zdkony Ceské republiky na
ochranu udaji a platnymi zdkony pisemny souhlas k
poskytnuti osobnich udaji, ktery umoZzni hlavnimu
zkousejicimu zadavateli a dalSim osobam a subjektim
uréenym  zadavatelem pifistup k  vyplnénym
formulaiim zaznamt subjektu (case report forms,
CRF), zdrojovym dokumentd a vSem dal$im
informacim poZadovanych dle protokolu. Zadavatel,
acCkoliv se nejednd o smluvni stranu, bere na védomi,
Ze tato smlouva zaklddd povinnost chranit vSechny
individudlné identifikovatelné ddaje o pacientech a
omezit jejich pouZivdni pouze na osoby a subjekty,
véetn¢ konzultantti, dodavateli, subdodavateld a
zastupct, které potiebuji ptistup k témto informacim
pro plnéni povinnosti v souvislosti s klinickym
hodnocenim. PouZivani téchto idaji bude omezeno na
rozsah povoleny souhlasem, a zadavatel ani Zddn4 jina
strana, které zadavatel mohl sdélit individualné
identifikovatelné zdravotni 1ddaje, nesmi tyto
informace pouzivat k ziskavani subjektti vyzkumu pro
dalsi studie, k propagaci jinych studii, produktd, k
marketingu ¢i marketingovému vyzkumu. Neni-li
tento souhlas uzavien jako soucdst formuldre
informovaného souhlasu, Poskytovatel zdravotnich
sluZzeba hlavni zkouSejici pouZiji pouze souhlas, ktery
je schvédlen zadavatelem, pfipadn¢ NEK a kontrolnim
uradem.

11. Duvérné Informace. V prubéhu klinického hodnoceni
mohou Poskytovatel zdravotnich sluZzeba hlavni
zkousejici ziskavat nebo vytvaret informace, které jsou
divérnymi informacemi zadavatele nebo jeho ptridruzené
strany.

11.1. Definice. S vyjimkou niZe uvedenych omezeni
zahrnuji divérmné informace vSechny informace
poskytnuté zadavatelem nebo spole€nosti Syneos
Health nebo vytvofené pro zadavatele nebo pro
spolecnost Syneos Health, vyndlezy (definované nize)
a vSechny udaje shromazdéné v prubéhu klinického
hodnoceni, zahrnujici zejména vysledky, zprévy,
technické a ekonomické informace, existenci
podminek této smlouvy o klinickém hodnoceni nebo
jingych smluv uzavienych se zadavatelem nebo
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Provider or Principal Investigator directly or
indirectly, whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

11.2. Exclusions. Confidential Information does not
include information that Provider and/or Principal
Investigator can show by written records is in the
public domain prior to disclosure by Sponsor or
Syneos Health; becomes part of the public domain
during the term of this confidentiality obligation by
any means other than breach of this Agreement by
Provider or Principal Investigator; is already known to
Provider or Principal Investigator at the time of
disclosure and is free of any obligations of
confidentiality; or is obtained by Provider or Principal
Investigator, free of any obligations of confidentiality
from a third party who has a lawful right to disclose it.

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

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

11.5. Survival of Obligations. For Confidential
Information other than Trial Data (hereinafter defined)
and Biological Sample (hereinafter defined) analysis
data, these obligations of nonuse and nondisclosure
survive termination of this Agreement and continue
for a period of five (5) years after termination.
Permitted uses and disclosures of Trial Data are

spole¢nosti Syneos Health, komercializaci a strategii
studie, obchodni tajemstvi a know-how ptedané
zadavatelem Poskytovateli zdravotnich sluZeb nebo
hlavnimu zkouSejicimu pifimo nebo nepiimo,
v pisemné, elektronické, tstni nebo obrazové formé,
nebo vzniklé v rdmci této smlouvy.

11.2. Vyjimky. Divérné informace nezahrnuji
informace, u kterych muze Poskytovatel zdravotnich
sluZzeba/nebo hlavni zkouSejici prokadzat pisemnymi
zdznamy, Ze jiz byly vefejné pristupné pted jejich
pfeddnim zadavateli nebo spole¢nosti Syneos Health,
staly se vefejn¢ piistupnymi v priabéhu trvani tohoto
zdvazku divérnosti jinym zplsobem neZ poruSenim
této smlouvy Poskytovatelem zdravotnich sluzeb nebo
hlavnim zkouSejicim, jsou jiZ zndmy zdravotnickému
zafizeni nebo hlavnimu zkouSejicimu v okamZiku
jejich ptredani a nepodléhaji zdvazklim dlvéernosti
nebo je Poskytovatel zdravotnich sluZzebnebo hlavni
zkousejici ziskali bez zdvazki divémosti od tfeti
strany, kterd ma zdkonné pravo na jejich zvetfejnéni.

11.3. Zavazky Zachovani Duvérnosti Informaci. Bez
pfedchoziho pisemného schvéleni zadavatele nesmi
Poskytovatel zdravotnich sluZzeba hlavni zkousSejici
pouzivat divérné informace pro jakékoliv jiné ucely,
neZ k jakym ho opraviiuje tato smlouva, a nesmi je
sdélovat tfetim strandm kromé ptipadd, ke kterym ho
opraviiuje tato smlouva nebo které jsou vyzadovany
platnymi zdkony. Vyzadand zvefejnéni divérnych
informaci NEK nebo piislusnému kontrolnimu ttradu
jsou vyslovné schvilena.

11.4. Sdéleni Duvérnych Informaci VyZadované ze
Zékona. Jestlize je ze zdkona vyZadovdno sdéleni
divérnych informaci nad rdmec toho, co je vyslovné
schvidleno v této smlouveé, takové sdéleni
nepiedstavuje poruseni smlouvy, pokud o ném
Poskytovatel zdravotnich sluZeba hlavni zkouSejici
pisemné informuji zadavatele v co mozZna nejveétSim
predstihu, aby zadavatel mohl podniknout zidkonné
kroky k ochrané svych duvérnych informaci, sdéli
pouze duveérné informace nutné ke splnéni zdkonného
pozadavku a zachova davérnost téchto davérnych
informaci ve vztahu ke vSem ostatnim tfetim strandm.

11.5. Platnost Zavazki po Ukonceni Smlouvy. Tyto
zavazky nepouzZivat a nezvefejiovat duveérné
informace, s vyjimkou udaju o klinickém hodnoceni
(definovanych niZe) a udaji z analyz biologickych
vzorkl (definovanych niZe), ziistanou v platnosti pét
(5) let po ukonceni této smlouvy. Povolené pouziti a

vvvvv
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described in Section 15 (Publications) of this
Agreement.

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

11.7. Personal Information of the Parties.

11.7.1 Both prior to and during the course of the
Trial, the Principal Investigator and other
employees/contractors of the Provider may be
called upon to provide personal information to
Syneos Health. For the Principal Investigator, this
personal information may include names, contact
information, country of licensure, license number,
work experience and professional qualifications,
publications, resumes, educational background
and/or information relating to all payments and
transfer of value made to Providerand/or Principal
Investigator under this Agreement (“Personal
Information”). Syneos Health may further disclose
and/or publish such information publicly in
accordance with applicable laws.  For other
employees/contractors of theProvider, this Personal
Information may include names and contact
information. The Personal Information may be
stored electronically by Syneos Health and/or
transferred to third parties (situated throughout the
world) for the following purposes:

11.7.1.1 the conduct of clinical trials;
11.7.1.2 verification by government or

regulatory agencies, the Sponsor, Syneos
Health, and their agents and affiliates;

11.7.1.3 compliance with legal and regulatory
requirements;
11.7.1.4 publication on www.clinicaltrials.gov

and other websites and/or databases that serve a
comparable purpose;

11.7.1.5 storage in databases to facilitate the

v bod¢ 15 (Publikace) této smlouvy.

11.6. Vriaceni Duvérnych Informaci. Pokud o to
zadavatel nebo spole¢nost Syneos Health pisemné
pozad4, Poskytovatel zdravotnich sluZeba hlavni
zkouSejici na ndklady zadavatele vrati vSechny
davérné informace s vyjimkou informaci, které musi
podle platnych zakont ziistat na pracovisti klinického
hodnoceni. Poskytovatel zdravotnich sluZeba hlavni
zkousejici si vSak mohou ponechat jednu archivni
kopii davérnych informaci vyhradné za tcelem
stanoveni rozsahu povinnosti v rdmci této smlouvy.

11.7. Osobni Udaje Stran.

11.7.1 Hlavni zkouSejici a zaméstnanci/smluvni
partnefi Poskytovatele zdravotnich sluZeb mohou
byt pied i béhem klinického hodnoceni vyzvani,
aby spolec¢nosti Syneos Health poskytli osobni
udaje. V piipadé hlavniho zkousejictho mohou tyto
osobni ddaje zahrnovat jména, kontaktni
informace, stit, kde md platnou licenci, ¢islo
licence, pracovni zkuSenosti, profesni kvalifikaci,
publikace, Zivotopisy, vzdelani a/nebo informace o
vSech platbach a finan¢nich prevodech hrazenych
Poskytovateli zdravotnich sluZeb a/nebo hlavnimu
zkousejicimu dle této smlouvy (dile jen “Osobni
Udaje”). Spolegnost Syneos Health muze dale
sdelit a/mebo vefejné publikovat takové tddaje v
souladu s platnymi zdkony. U ostatnich
zaméstnanct/smluvnich partneri  Poskytovatele
zdravotnich sluZeb mohou tyto osobni udaje
zahrnovat jména a kontaktn{ informace. Spole¢nost
Syneos Health miZe osobni tidaje uchovavat v
elektronické podobé a/nebo je pfevadét tretim
strandm (nachédzejicim se kdekoliv na svété) k
nasledujicim tcelim:

11.7.1.1 provadéni klinickych hodnoceni;

11.7.1.2 ovéfeni ze strany statnich nebo
kontrolnich uradd, zadavatele, spole¢nosti
Syneos Health a jejich zastupci a ptidruZenych
0sob;

11.7.1.3 dodrZovani zdkonnych a regulatornich
pozadavki;

11.7.1.4 zvetejnéni v databazi
www.clinicaltrials.gov a dalSich internetovych
strankach a/nebo databazich, které slouzi
srovnatelném tucelu;

11.7.1.5 uchovani v databazich k wusnadnéni
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selection of investigators for future clinical
trials; and

11.7.1.6 anti-corruption compliance.

Provider agrees that Syneos Health can obtain the
consents from the Principal Investigator and the
Provider ’s employees/contractors and any other
Trail Team members to process the Personal
Information to Syneos Health to be electronically
stored by Syneos Health and for Syneos Health to
transfer to third parties as stated above.

11.7.2 Provider shall process Personal Information
relating to Syneos Health’s employees/contractors
only to the extent, and in such a manner as is
necessary for the purposes of this Agreement.
Provider shall not transfer such Personal
Information  relating to  Syneos Health’s
employees/contractors to a third party without the
prior written consent of Syneos Health.

11.7.3 Each party warrants that it will take
technical and organizational measures against
unauthorized or unlawful processing, accidental
loss, destruction, and/or damage of Personal
Information.

12. Trial Data, Biological Samples, and Records.

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

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

vybéru zkouSejicich pro budouci klinickd
hodnocenf a

11.7.1.6 dodrZovani protikorupcnich predpist.

Poskytovatel zdravotnich sluZeb souhlasi, Ze
Syneos Health si miiZe zajistit souhlasy hlavniho
zkousejictho a zaméstnanci/smluvnich partneri
Poskytovatele zdravotnich sluZzeb se zpracovanim
osobnich udaju spole¢nosti Syneos Health, aby je
mohla uchoviavat v elektronické podobé a prevadet
tietim stranam, jak je uvedeno vyse.

11.7.2 Poskytovatel ~ zdravotnich  sluzebbude
zpracovavat osobni udaje o
zaméstnancich/smluvnich partnerech spolecnosti
Syneos Health pouze v rozsahu a zplisobem, které
jsou nezbytné pro naplnéni ucelu této smlouvy.
Poskytovatel zdravotnich sluZebtyto osobni tidaje
zaméstnanct/smluvnich ~ partnert  spole¢nosti
Syneos Health bez ptredchoziho pisemného
souhlasu spolecnosti Syneos Health nepfevede na
Zadnou tfet stranu.

11.7.3 Kazdd smluvni strana zaruCuje, Ze pfijme
technicki a  organizaéni  opatieni  proti
neopravnénému nebo nezdkonnému zpracovdndi,
nahodné ztraté, zniceni a/nebo poskozeni osobnich
udaja.

12. Udaje Klinického Hodnoceni, Biologické Vzorky a

Zéznamy.
12.1. Udaje _ Klinického Hodnoceni. V pribéhu
klinického hodnocenf mohou Poskytovatel

zdravotnich sluzeba hlavni zkouSejici shromaZzd'ovat a
preddvat urcitd data zadavateli nebo jeho zastupci, jak
je uvedeno v protokolu. Patii sem formulate CRF
(nebo jejich ekvivalent) nebo elektronické zaznamy
Udaji a dale vSechny dalsi dokumenty a materidly
vytvoifené pro klinické hodnoceni, které musi byt
predlozeny zadavateli nebo jeho =zastupci, napf.
rentgenové snimky, snimky MR nebo jiné typy
zdravotnich snimkd, EKG, EEG nebo jiné typy
zdznamu nebo vytiskd vySetfeni nebo souhrny tdaji
(spole¢né¢ jako “Udaje Klinického Hodnoceni™).
Poskytovatel zdravotnich sluZzeba hlavni zkouSejici
zajisti ptesné a v€asné shromazd’ovani, zaznamenani a
predkladani tidaja klinického hodnocen.

12.1.1 Vlastnictvi Udaji Klinického Hodnocen.
S vyhradou prdva Poskytovatele zdravotnich
sluZzeb a/nebo hlavniho zkousSejicitho na publikaci
udajt klinického hodnoceni a nevyhradni licenci,
kterd povoluje nékterd pouziti, je vyhradnim
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Principal Investigator hereby assign and agree to
assign to Sponsor all right, title and all interest in
and to the Trial Data, free of any obligation or
consideration beyond that provided for in this
Agreement. Without limiting the scope of the
preceding sentence, and irrespective of whether or
not any formal assignment to Sponsor has
occurred, Sponsor shall at all times be entitled to
use, deal in, disclose, and publish as it sees fit any
Trial Data without restriction or further obligation
to Provider, Principal Investigator or any other
party engaged in the Trial. To avoid any doubt, the
Contract Parties confirm that the medical
documentation is the sole property of Provider.

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

12.1.3 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. Provider shall own all
right, title and interest in and to a subject’s primary
medical records kept by Provider (“Medical
Records™). Subject to Applicable Law, Sponsor
shall have the right to access the Medical Records
during the term of this Agreement and thereafter.
Provider shall maintain complete and current
Medical Records for each Trial subject

12.1.4 Personal Information Protection. To the
extent that the Provider (including through the
Principal Investigator, Trial Team or any other
personnel of the Provider, or any sub-investigator
or other sub-contractor acting on behalf of the
Provider) processes any personal data (as defined
in Regulation of the European Parliament and to
the Council No. 679/2016 (GDPR)) relating to
European Union (“EU”) residents, or collected for
purposes of this Clinical Trial, in the course of the
Trial, it shall only do so in its capacity as a

vlastnikem vSech udaji klinického hodnoceni
zadavatel. Poskytovatel zdravotnich sluzeba hlavni
zkousSejici timto postupuji a souhlasi s postoupenim
vSech prav, ndroki a podilti na tdajich klinického
hodnoceni  zadavateli, bez zavazkli nebo
protiplnéni  presahujici ujedndni podle této
smlouvy. Bez omezeni rozsahu ptfedchozi véty a
bez ohledu na to, zda mu byla formalné postoupena
prdva nebo ne, ndlezi zadavateli po celou dobu
priva na pouZivani, obchodovédni, sdileni a
publikovani ddaji klinického hodnocent, tak jak to
zadavatel uzna za vhodné, bez omezeni nebo
dalsich zavazkti vici Poskytovateli zdravotnich
sluzeb, hlavnimu zkousejicimu nebo piipadné dalsi
strané zapojené do klinického hodnoceni. Pro
vylouceni jakychkoliv pochybnosti smluvni strany
uvadi, Ze =zdravotnickd dokumentace je ve
vyluéném vlastnictvi Poskytovatele zdravotnich
sluzeb.

12.1.2 Nevyhradni Licence. Zadavatel udéluje
zdravotnickému zafizeni a hlavnimu zkouSejicimu
nevyhradni bezplatnou licenci bez prdva na
udélovani dil¢ich licenci na pouZivani udaji
klinického hodnoceni pro interni akademické
vyzkumné nebo vzdéldvaci icely.

12.1.3 Zdravotni Zidznamy. Zdravotni zaznamy
subjekti  klinického  hodnoceni, které se
nepiedklddaji zadavateli, mohou obsahovat stejné
informace, jaké jsou obsaZeny v tdajich klinického
hodnoceni. Zadavatel si na tyto dokumenty ani
informace, které obsahuji, ne¢ini vlastnicky néarok.
Poskytovatel zdravotnich sluzeb vlastni vSechna
prava, naroky a podily na primarnich zdravotnich
zédznamech subjektu, které uchovava Poskytovatel
zdravotnich sluZeb (,,Zdravotni Zaznamy”). Podle
platnych zakonti ma zadavatel pravo na pfistup ke
zdravotnim zdznamim v pribéhu trvani platnosti
této smlouvy a poté. Poskytovatel zdravotnich
sluZzeb ma povinnost uchovavat zdravotni zdznamy
kazdého subjektu klinického hodnoceni uplné a
aktudlni v souladu s platnou legislativou.

12.1.4 Ochrana Osobnich Udajt. V rozsahu, ve
kterém Poskytovatel zdravotnich sluzeb(vcetné
hlavniho zkousejiciho, tymu klinického hodnoceni
nebo jakéhokoliv jiného pracovnika Poskytovatele
zdravotnich sluZzeb nebo spoluzkousSejiciho nebo
smluvniho spolupracovnika plisobictho jménem
Poskytovatele zdravotnich sluzeb) zpracovava
vSechny osobnfi udaje (jak je definovano v Naitizeni
Evropského parlamentu a Rady (EU) €. 2016/679
(GDPR)) ve vztahu k obCanim Evropské unie
(,EU”) nebo shromédzdéné v pro ucely klinického
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processor (as defined in GDPR).

Each party represents and warrants that procedures
compatible with relevant personal information and
data protection laws and regulations will be
employed so that processing and transfer of such
information and data identifiers will not be
impeded. The Provider shall implement
appropriate technical and organizational measures
to protect personal data against accidental or
unlawful destruction or accidental loss, alteration,
unauthorized disclosure or access, and against all
other unlawful uses of those data.

12.2. Biological Samples. If so specified in the
Protocol, Provider and Principal Investigator may
collect and provide to Sponsor or its designee
biological samples (e.g., stool samples, blood, urine,
tissue, saliva, etc.) obtained from Trial Subjects for
testing that is not directly related to Trial Subject care
or safety monitoring, including pharmacokinetic,
pharmacogenomic, or biomarker testing (‘“Biological
Samples™).

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

12.2.2 Sample Data. Sponsor or its designees will
test Biological Samples as described in the
Protocol. Unless otherwise specified in the
Protocol, Sponsor will not provide the results of
such tests (“Sample Data”) to the Provider or
Principal Investigator or Trial Subject. Sample
Data will be treated as Trial Data; therefore, if
Sponsor provides Sample Data to the Provider or
Principal Investigator, that data will be subject to
the permitted use of Trial Data as outlined in this
Agreement.

12.3. Records. Provider and Principal Investigator will
retain all records and documents pertaining to the
Trial under storage conditions in the manner
conducive to their stability and protection for a
duration required by the Protocol and Applicable Law

hodnoceni v pribéhu klinického hodnoceni, bude
tak konat jenom jako zpracovatel (jak je
definovano v GDPR).

Ob¢ strany prohlasuji a zarucuji, Ze budou pouzivat
postupy, které jsou v souladu s piislusSnymi zdkony
a predpisy na ochranu osobnich informaci a udaju,
aby nedo$lo k ohrozeni zpracovani a preddvani
téchto informaci a identifikacnich tddaja.
Poskytovatel zdravotnich sluZebzavede piislu$né
technické a organizacni opatfeni, kterd zajisti
ochranu osobnich uddaji pfed ndhodnym nebo
nezdkonnym zni¢enim nebo ndhodnou ztratou,
zménou, neopravnénym sdilenim nebo pfistupem,
a proti v§em nezdkonnym zptisobim pouziti téchto
udaji.

12.2. Biologické Vzorky. Poskytovatel zdravotnich
sluzeba hlavni zkouSejici mohou shromazd’ovat a
poskytovat zadavateli nebo osobé jim urcené
biologické vzorky (napt. vzorky stolice, krve, moci,
tkani, slin atd.) ziskané od subjektt klinického
hodnoceni pro testovani, které piimo nesouvisi s péci
o subjekt klinického hodnoceni nebo monitorovanim
bezpecnosti, véetné testovani  pro ucely
famakokinetiky, farmakogenomiky nebo testovani
biomarkert (,,Biologické Vzorky”), pokud tak stanovi
protokol.

12.2.1 PouZiti. Poskytovatel zdravotnich sluZeba
hlavni zkouSejici nepouziji biologické vzorky
odebrané podle protokolu Zadnym jinym zpisobem
nebo pro Z4dny jiny ucel, nez jak je uvedeno
v protokolu.

12.2.2 Vysledky Vzorkil. Zadavatel nebo osoba jim
uréena provede testy biologickych vzorku, jak je
uvedeno v protokolu. Pokud protokol neuvadi
jinak, zadavatel neposkytne vysledky téchto testli
(ddle jen “Vysledky Vzorkl”) zdravotnickému
zatizeni nebo hlavnimu zkouSejicimu nebo
subjektu klinického hodnoceni. S vysledky vzork
bude nakldddno stejn¢ jako s uddaji klinického
hodnoceni, a proto jestliZe zadavatel poskytne
vysledky vzorkili zdravotnickému zafizeni nebo
hlavnimu zkousSejicimu, budou se na tyto udaje
vztahovat povolené zpusoby pouziti udaji
klinického hodnoceni, jak jsou uvedeny v této
smlouvé.

12.3. Zaznamy. Poskytovatel zdravotnich sluZeba
hlavni zkousejici uchovaji vSechny zdznamy a
dokumenty klinického hodnoceni za skladovacich
podminek zplisobem, ktery podporuje jejich stabilitu a
ochranu po dobu vyZadovanou protokolem nebo
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and, Provider shall provide the cost-free archiving for
the duration of five (5) years in compliance with Act.
No. 378/2007 Coll., and for an additional twenty (20)
years. Provider shall provide additional archiving for a
fee of | GG 1his additional archiving
fee will be payable upon Agreement signature based
on an invoice.

12.4. Sponsor will notify Provider six (6) months in
advance before the end of the retention period that an
additional archiving period is required in accordance
with Section 12.3 above and Applicable Law. Provider
will issue an invoice in accordance to the request of an
additional archiving period and Sponsor will pay the
appropriate fee based on this invoice. Should Sponsor
fail to notify Provider about an additional archiving or
does not pay for it, it is considered that Provider is
authorized to destroy all archived Study records if
Sponsor does not pick up these records.

13. Inspections and Audits.

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

13.2. Notice. Provider and/or Principal Investigator
will make every effort to: (i) inform Sponsor and
Syneos Health within twenty-four (24) hours of any
effort or request by the Czech Republic competent
authority, applicable regulatory authority, BARDA or
other persons to inspect or contact the Provider,
Principal Investigator or research staff with regard to
the Trial if possible from a time point of view;
(i) provide Sponsor and Syneos Health with a copy of
any communications sent by the Czech Republic
competent authority, BARDA, or such persons; and
(iii) provide Sponsor the opportunity to participate in
any proposed or actual responses by Principal
Investigator or Provider to such communications and
to make reasonable efforts to ensure that Sponsor may
be present or represented during any such visit.

platnymi zdkony. Poskytovatel provede bezplatnou
archivaci po dobu péti (5) let v souladu se zdkonem ¢.
378/2007 Sb. a na dalSich dvacet (20) let provede
zpoplatnénou archivaci — . Na tuto
zpoplatnénou archivaci bude vystavena faktura po
podpisu smlouvy.

12.4. Zadavatel v ptedstihu 6 meésici od konce
poZadované archivace ozndmi poskytovateli, Ze trva
na dal8i archivaci vsouladu s¢l. 12.3 a platnymi
zdkony, na zdkladé tohoto pozadavku poskytovatel
zdravotnich sluzeb vystavi fakturu a zadavatel na
zédklad¢é této faktury uhradi ndklady spojené s dalsi
pozadovanou archivaci.  V pfipadé, Ze ve shora
uvedené lhuté zadavatel nesdéli pozadavek na dalsi
archivaci ¢i neuhradi poplatek na dalsi archivaci, mé
se za to, Ze je Poskytovatel opravnén veskeré zdznamy
zlikvidovat, pokud si je zadavatel nevyzvedne.

13. Kontroly a Audity.

13.1. Piistup. Na =zdklad¢ pifimefené Zadosti bude
zadavateli, opravnénym zastupciim zadavatele, uradu
BARDA, piislugnému zdravotnickému tdiadu Ceské
republiky a/nebo opravnénym zastupcum piislusného
kontrolniho dfadu béhem a po skonceni klinického
hodnoceni béhem standardni pracovni doby
umoznéno: (i) nahlizet do vSech CRF a dalSich
zaznamu klinického hodnoceni (véetné zaznami
subjekti  klinického hodnoceni a zdravotnich
zdznamd, formuléit informovaného souhlasu subjekti
klinického hodnoceni, zdznamu pfijeti a manipulace s
hodnocenym 1éCivym pifipravkem 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 hodnocent.

13.2. Ozndmeni. Poskytovatel zdravotnich
sluZzeba/nebo hlavni zkousejici vyvinou veskeré usili k
tomu, aby: (i) do 24 hodin uvédomili zadavatele a
spolecnost Syneos Health o pokusu nebo Zadosti
piislusného ufadu Ceské republiky, piislusného
kontrolniho ufadu, dfadu BARDA nebo jinych osob o
inspekci nebo kontaktovani zdravotnického zafizeni,
hlavniho zkousejictho nebo vyzkumného persondlu ve
véci klinického hodnoceni, za ptedpokladu, bude-li to
z ¢asového hlediska mozné; (ii) poskytnout zadavateli
a spoleCnosti Syneos Health kopie veSkerych sdéleni
zaslanych piislusnym dfadem Ceské republiky,
ufadem BARDA nebo témito osobami a (iii)
poskytnout zadavateli pfilezitost podilet se na
jakychkoliv  navrhovanych nebo uskutecnénych
odpovédich podanych hlavnim zkousSejicim nebo
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13.3. Cooperation. Provider and Principal Investigator
will ensure the full cooperation of the research staff
and IEC members with any such inspection and will
ensure timely access to applicable records and data.
Provider and/or Principal Investigator will promptly
resolve any discrepancies that are identified between
the Trial Data and the Trial Subject’s medical records.
Provider will also provide Sponsor with a draft of
Provider’s responses to regulatory agency inspections
in regard to the Trial.

14. Intellectual Property.

14.1 Retained Rights. Each Party (and Sponsor with
respect to Sponsor’s intellectual property) shall retain all
right, title and interest (collectively, ‘“Rights”) in any
patent, patent application, trade secret, know-how and
other intellectual property that was owned by such party
prior to the date of this Agreement and no license grant or
assignment, express or implied, by estoppels or
otherwise, with regard thereto is intended by, or shall be
inferred from, this Agreement.

14.2 Inventions. If the conduct of the Trial results in any
invention or discovery whether patentable or not
(“Invention”), Provider hereby assigns and agrees to
assign to Sponsor all right, title and interest in and to any
such Invention, free of any obligation or consideration
beyond that provided for in this Agreement. Without
limiting the scope of the preceding sentence, and
irrespective of whether or not any formal assignment to
Sponsor has occurred, Sponsor shall at all times be
entitled to use, deal in, disclose, and publish as it sees fit
any Invention without restriction or further obligation to
Provider, Principal Investigator or any other party
engaged by Provider in the Trial. Provider will provide
reasonable assistance to Sponsor in filing and prosecuting
any patent applications relating to Invention, at Sponsor’s
expense. Provider shall promptly notify Sponsor in
writing of any Inventions and cause each Inventor
promptly to take any actions necessary to assign and
transfer all of its, his or her Rights in each Invention to
Sponsor, including disclosing to Sponsor in writing the
conception, reduction to practice or making of such
Invention, and, without additional consideration,
assigning and transferring to Sponsor all Rights to
patents, patent applications and rights to file for patent
protection for such Invention throughout the world.

Poskytovatelem zdravotnich sluZzeb na takova sdéleni
a vynalozit pfimefené usili, aby mohl byt zadavatel
pfitomen nebo zastoupen pfi takové navsteve.

13.3. Spolupréice. Poskytovatel zdravotnich sluZeba
hlavni zkouSejici zajisti plnou spoluprici vyzkumného
persondlu a ¢lentt NEK pii takové kontrole a véasny

piistup k pfisluSnym zdznamim a ddajam.
Poskytovatel  zdravotnich  sluZeba/nebo  hlavni
zkouSejici musi bez odkladu feSit jakékoliv

nesrovnalosti shledané v ddajich klinického hodnoceni
a zdravotnich zdznamech subjekt klinického
hodnoceni. Poskytovatel zdravotnich sluzebposkytne
zadavateli navrh odpovédi Poskytovatele zdravotnich
sluzeb na inspekci kontrolnim ufadem tykajici se
klinického hodnoceni.

14. DuSevni Vlastnictvi.

14.1. Zachovani prav. Kazda strana (a zadavatel s
ohledem na duSevni vlastnictvi zadavatele) zachova
vSechna prava, naroky a podily (dohromady ,,Prava”)
na kazdém patentu, patentové Zddosti, obchodnim
tajemstvi, know-how a jiném duSevnim vlastnictvi,
které vlastnila tato strana pied datem této smlouvy a
na zéklad¢ této smlouvy neni zamyS$leno ani se nesmi
pfedpokladat Zddné udéleni nebo postoupeni licence,
vyslovné nebo predpoklddané, zasadou estoppel nebo
jinak, ve vztahu k nim.

14.2. Vyndlezy. Jestlize vysledkem provadéni
klinického hodnoceni bude vynilez nebo objev,
patentovatelny ¢i nikoli (ddle jen ,,Vyndlez”),
Poskytovatel zdravotnich sluZebtimto postupuje a
souhlasi s postoupenim zadavateli v§ech prav, narokt
a podild ve vSech takovych vyndlezech, bez
jakychkoliv dalSich zdvazkd nebo thrad kromé téch,
které poskytuje tato smlouva. Bez omezeni rozsahu
predchozi véty a bez ohledu na to, zda byl nebo nebyl
takovy vyndlez fomdlné postoupen zadavateli, bude
mit zadavatel vzdy ndrok pouZivat, obchodovat,
zvefejniovat a publikovat podle svého rozhodnuti s
jakymkoliv vyndlezem bez omezeni nebo dalSich
narokti zdravotnického zafizeni, hlavniho zkousejiciho
kterékoliv dalsi strany zapojené Poskytovatelem
zdravotnich  sluzeb do klinického hodnoceni.
Poskytovatel zdravotnich sluZeba hlavni zkouSejici
poskytnou zadavateli na ndklady zadavatele
pfiméfenou pomoc pii podavani patentovych ptihlasek
ve vztahu kvyndlezu a jejich uplatiiovani.
Poskytovatel ~zdravotnich sluzebrychle pisemné
informuje zadavatele o jakémkoliv vyndlezu a zajisti,
aby kazdy vyndlezce rychle podnikl kroky nezbytné k
tomu, aby postoupil a prevedl svoje prdva na
zadavatele, vcetné pisemného sdéleni koncepce,
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Sponsor grants Provider a royalty free non-exclusive
license, with no right to sublicense, to use Inventions for
academic internal research or educational purposes.

15. Publications. Sponsor does not object to publication
by Provider or Principal Investigator of the results of the
Trial based on information collected or generated by
Provider and Principal Investigator, whether or not the
results are favorable to the Sponsor Drug. However, to
ensure against inadvertent disclosure of Confidential
Information or unprotected Inventions, Provider and
Principal Investigator will provide Sponsor an
opportunity to review any proposed publication or other
type of disclosure at least forty five (45) days before the
date the proposed publication is submitted or otherwise
disclosed. Sponsor may, by giving written notice to
Provider, (a) require Provider to delay the proposed
publication for a maximum of six (6) months after receipt
of the notice from Sponsor if, in Sponsor’s reasonable
opinion, that delay is necessary in order to seek protection
for any Inventions disclosed in the proposed publication,
or (b) prevent the publication of any of Sponsor’s
Confidential Information. Sponsor must give the notice to
Provider within twenty (20) days of receiving the
proposed publication. If Provider or Principal Investigator
do not receive any notice from Sponsor within thirty (30)
days, the proposed publication may proceed, except in
relation to Sponsor’s Confidential Information, which
may not be published without Sponsor’s prior written
agreement. If part of a multi-center trial, Provider and
Principal Investigator agree that the first publication is to
be a joint publication involving all Trial sites. Principal
Investigator is free to decline to participate or be listed as
an author in the joint publication. If a joint manuscript
has not been submitted for publication within twelve (12)
months of completion or termination of the Trial at all
participating Trial sites, Provider and/or Principal
Investigator are free to publish separately, subject to the
other requirements of this Agreement. Any publication
relating the Trial must contain the following mandatory
acknowledgement: "This project has been funded in
whole or in part with Federal funds from the Department
of Health and Human Services, Office of the Assistant
Secretary for Preparedness and Response, Biomedical
Advanced Research and Development Authority, under
Contract No. HHS0O100201700014C.”

omezeni pouzivani nebo provadéni takového vyndlezu
a bez dal$iho zvazovani postoupil nebo ptevedl na
zadavatele vSechna prdva nebo patenty, patentové
Zadosti a prava na Zadost o patentovou ochranu u
takového vyndlezu po celém svété. Zadavatel udé€luje
Poskytovateli  zdravotnich  sluzeb a hlavnimu
zkousSejicimu nevyhradni bezplatnou licenci bez prava
na udélovani dil¢ich licenci na pouZivani vyndlezl pro
akademické interni vyzkumné nebo vzdéldvaci ucely.

15. Publikace. Zadavatel nema namitky proti publikaci
vysledkit  klinického  hodnoceni  Poskytovatelem
zdravotnich sluZeb nebo hlavnim zkouS$ejicim na zdklad¢
informaci shroméazdénych nebo vytvofenych
Poskytovatelem zdravotnich sluZeb nebo hlavnim
zkouSejicim bez ohledu na to, zda jsou vysledky ptiznivé
pro hodnoceny lé€ivy piipravek nebo ne. Na ochranu
proti neimyslnému zvefejnéni divérnych informaci nebo
nechranénych  vyndlezi  poskytnou  Poskytovatel
zdravotnich  sluZzeba hlavni zkouSejici zadavateli
ptilezitost zkontrolovat vSechny navrhované publikace
nebo jiné typy zverejnéni Ctyticet pét (45) dni pted jejich
odeslanim nebo jinym zvefejnénim. Zadavatel muzZe
pisemnym informovdnim Poskytovatele zdravotnich
sluzeb (a) poZadovat po Poskytovateli zdravotnich sluzeb,
aby pozdrZel navrhovanou publikaci o maximdln¢ Sest (6)
mesicl po prijeti informace od zadavatele, jestlize podle
podloZzeného nazoru zadavatele je takové pozdrZeni nutné
na zajisténi ochrany vynélezli zvéfejnénych v navrhované
publikaci nebo (b) zabranit publikovani daveérnych udaji
zadavatele. O prijeti navrhované publikace musi
zadavatel informovat Poskytovatele zdravotnich sluzebdo
dvaceti (20) dni. Jestlize do tficeti (30) dnd neni

Poskytovateli  zdravotnich sluzeb nebo hlavnimu
zkousejicimu doruceno oznameni od zadavatele,
navrhovand publikace mlze byt vydana, kromée

divérnych ddaji zadavatele, které nesméji byt zvefejnény
bez predchoziho pisemného souhlasu zadavatele. JestliZze
se jednd o soucast multicentrické studie, Poskytovatel
zdravotnich sluZeba hlavni zkouSejici se zavazuji, Ze
prvni publikace bude spole¢nou publikaci vSech
pracovist’ klinického hodnoceni. Hlavni zkouSejici miZe
odmitnout tc¢ast ve spole¢né publikaci nebo jeho uvedeni
jako autora. Jestlize do dvanacti (12) mésicti od skonéeni
nebo pred¢asného ukonceni klinického hodnoceni na
vSech zidcastnénych pracovistich klinického hodnoceni
nebude predlozen spole¢ny rukopis pro publikaci, mohou
Poskytovatel zdravotnich sluzeba/nebo hlavni zkousSejici
pfi dodrZeni dalSich poZadavkil této smlouvy publikovat
samostatné. Kazd4 publikace souvisejici s klinickym
hodnocenim musi obsahovat ndsledujici povinné
prohlaseni: ,,Tento projekt je financovan cely nebo
¢aste¢né z federdlnich zdroji Ministerstva zdravotnictvi a
socidlnich sluzeb (Department of Health and Human
Services); ufadem asistenta sekretafe pro pfipravenost a
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Provider and Principal Investigator shall assure that all
authors of abstracts, posters or other publications relating
to the Trial shall acknowledge the assistance and funding
provided by Sponsor in support of the author’s activities
and shall disclose any potential conflict of interest,
including any financial or personal relationship that could
be perceived to bias the author’s work, as required by
scientific congresses or for the purpose of meeting the
requirements of a journal associated with the publication
of the manuscript.

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

17. Indemnification. Indemnification will be covered by
separate Indemnity letter.

17.1. Limit of Liability of Syneos Health. Syneos
Health 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 Syneos Health’s negligence, omission or
willful misconduct.

17.2.
18. Termination.
18.1. Termination  Conditions. This  Agreement

terminates upon the earlier of any of the following
events:

18.1.1

odpovéd’ (angl. Office of the Assistant Secretary for
Preparedness and Response); Utad pro pokrogily
biomedicinsky vyzkum a vyvoj (angl. Biomedical
Advanced Research and Development Authority), na
zaklad€ smlouvy ¢. HHSO100201700014C.”

Poskytovatel zdravotnich sluzeba hlavni zkouSejici mus{
zajistit, aby vSichni autofi abstrakti, posteri nebo jinych
publikaci souvisejicich s klinickym hodnocenim vzali na
védomi pomoc a financovani poskytnuté zadavatelem na
podporu cCinnosti autora a musi zvefejnit piipadny
konflikt zajmt, vcetné¢ jakéhokoliv finan¢niho nebo
osobntho vztahu, ktery by mohl byt vnimédn jako
ovliviljici autorovu préci, tak, jak je to vyzadovano na
védeckych kongresech nebo za icelem splnéni pozadavku
odbornych ¢asopisi pii publikaci rukopisu.

16. Publicita. Z4ddni ze stran nepouZije jméno druhé
strany ani zadavatele ani zddného z jejich zaméstnanct
pro tucely reklamy a propagace bez pisemného svoleni
druhé strany nebo piipadn¢ zadavatele. Zadavatel si vSak
rezervuje pravo uvést hlavntho zkouSejictho a
Poskytovatel zdravotnich sluZebv souvislosti s uvedenim
protokolu v databance klinickych hodnoceni Narodnich
institutl  zdravi (NIH), jinych vefejné dostupnych
seznamech klinickych hodnoceni nebo jinych sluzbach ¢i
mechanismech naboru pacientd.

17. Zbaveni Odpovédnosti. Zbaveni odpovédnosti bude
feSeno samostatnym odskodnovacim dopisem.

17.1. Omezeni Odpovédnosti  Spolenosti  Syneos
Health. Spolec¢nost Syneos Health vyslovné odmita
jakoukoli odpovédnost v souvislosti s hodnocenym
léCivym piipravkem nebo protokolem s vyjimkou
ptipadd, kdy odpovédnost vznikne na zdakladé
nedbalého jedndni, opomenuti nebo Umyslného
protipravniho jednani spole€nosti Syneos Health.

18. Ukonceni Platnosti Smlouvy.

18.1. Podminky Ukon¢eni Platnosti Smlouvy. Platnost
této smlouvy skonc¢i, jakmile nastane kterdkoliv z
ndsledujicich udalosti:

18.1.1
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18.1.2 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 of all
relevant Protocol-required data, Trial documents,
Trial Data and Biological Samples; and receipt of
all payments due to either party.

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

18.1.3.1 Termination of Trial Upon Notice.
Sponsor reserves the right to terminate the Trial
for any reason upon thirty (30) calendar days
written notice to Provider and Principal
Investigator.

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

18.1.3.3 Immediate Suspension of Trial by
Provider and/or Principal Investigator. Provider
and/or Principal Investigator reserve the right to
suspend the Trial immediately upon notification
to Sponsor and/or Syneos Health if requested to
do so by the responsible IEC or if such
suspension of the Trial is required to protect the
health of Trial Subjects. Sponsor and Syneos
Health will cooperate with Provider and

18.1.2 Ukonceni Klinického Hodnoceni. Pro tucely
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
obdrzi vSechny udaje vyZadované protokolem,
dokumentaci  klinického  hodnoceni, tdaje
klinického hodnoceni a biologické vzorky a obé
smluvni strany vyrovnaji vzdjemné platebni
zdvazky.

18.1.3 Pied¢asné Ukonceni Klinického Hodnoceni.
Jestlize dojde ve smyslu dile uvedeném
k pred¢asnému ukonceni klinického hodnoceni,
platnost této smlouvy skonéi poté, co zadavatel
obdrzi vSechny udaje vyZadované protokolem,
dokumentaci  klinického  hodnoceni, tdaje
klinického hodnoceni a biologické vzorky a ob¢
smluvni strany vyrovnaji vzijemné platebni
zavazky.

18.1.3.1 Ukonceni  Klinického  Hodnoceni
Vypovédi. Zadavatel si vyhrazuje pravo
klinické hodnoceni 7z jakéhokoliv ~dvodu
ukon¢it po podini pisemné vypovédi s
vypovédni lhitou v délce tficeti (30) dni
zaslané zdravotnickému zafizeni a hlavnimu
zkousejicimu.

18.1.3.2 Okamzité Ukonceni Klinického
Hodnoceni Zadavatelem. Zadavatel si vyhrazuje
pravo pisemnou vypovédi  Poskytovateli
zdravotnich sluzeb a hlavnimu zkouSejicimu
klinické hodnoceni okamzité ukoncit z davodua,
jako jsou nedostatecn¢ rychlé zarazovani
subjektti klinického hodnoceni k naplnéni cild
klinického hodnoceni, podstatné neschvilené
odchylky od protokolu nebo pozadavkii na
vykazovéni, okolnosti, které podle nazoru
zadavatele predstavuji nebezpeci pro zdravi
nebo pohodu subjektti klinického hodnoceni
nebo opatfeni kontrolniho dfadu ve vztahu ke
klinickému hodnoceni, hodnocenému 1éCivému
piipravku nebo srovndvaciho léku.

18.1.3.3 Okamzité Zastaveni Klinického
Hodnoceni Poskytovatelem zdravotnich sluzeb
a/nebo Hlavnim ZkouSejicim. Poskytovatel
zdravotnich sluzeba/nebo hlavni zkouSejici si
vyhrazuji pravo pisemnou vypovédi zadavateli
a/nebo spolecnosti Syneos Health zastavit
klinické hodnoceni s okamZitou platnosti,
pokud to poZaduje NEK nebo pokud je
zastaveni nutné k ochrané zdravi subjektl
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Principal Investigator to resolve any issues
identified by the responsible IEC, Provider
and/or Principal Investigator, having regard to
the health and welfare of Trial Subjects.

18.2. Payment upon Termination. If the Trial is
suspended or terminated early in accordance with this
Agreement, Syneos Health 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
(Payment Terms), 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,
Sponsor will reimburse Provider for IEC fees and for
any other expenses that were prospectively approved,
in writing, by Sponsor.

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

19. Insurance.

19.1. Provider and Principal Investigator will secure
and maintain in full force and effect throughout the
performance of the Trial (and following termination of
the Trial to cover any claims arising from the Trial)
insurance coverage for medical professional liability
with limits in accordance with Applicable Law for all
medical professionals conducting the Trial. To avoid
any doubt, the Contract Parties aknowledge that the
Provider’s Insurance is not Insurance for Clinical Trial
and did not cover any damages coused by or in
connection with the Clinical Trial.

19.2. Sponsor represents and confirms that, for the
term of this Agreement, Sponsor entered into an

klinického  hodnoceni. ~ Zadavate] = nebo
spole¢nost Syneos Health bude spolupracovat
se Poskytovatelem zdravotnich sluzeb nebo
hlavnim zkouSejicim pifi feSeni piipadnych
problémti  zjisténych  odpovédnou  NEK,
Poskytovatelem zdravotnich sluZzeb a/nebo
hlavnim zkouSejicim, s ohledem na zdravi a
dobré podminky subjektii klinického hodnoceni.

18.2. Platba pfi Ukonceni. Jestlize dojde k zastaveni
nebo pred¢asnému ukonceni klinického hodnoceni
v souladu s touto smlouvou, zaplati spolecnost Syneos
Health posledni platbu rovnajici se dluzné Castce za jiz
provedenou prici aZz do dne ucinnosti ukonceni
smlouvy v souladu s pfilohou A (Platebni Podminky),
a to po odecteni jiZz vyplacenych ¢4stek. Platba pii
ukonceni bude zahrnovat vSechny nezruSitelné vydaje
fadné vynaloZzené a pfedem schvilené zadavatelem, s
vyjimkou budoucich osobnich nakladd, v rozsahu, v
jakém nelze tyto ndklady pfiméfené omezit. Jestlize
klinické hodnoceni nebylo zahdjeno z divodu
odepteni  souhlasu NEK, zadavatel proplati
Poskytovateli zdravotnich sluZeb poplatky pro NEK a
vSechny dal$i vylohy, které =zadavatel pisemné
schvalil.

18.3. Vraceni Materidli. Pokud spole¢nost Syneos
Health neudé€li jiné pisemné pokyny, Poskytovatel
zdravotnich sluZzeba hlavni zkouSejici okamZit€¢ na
ndklady zadavatele vrati vSechny materidly obdrZené
od zadavatele pro provddéni klinického hodnoceni,
véetn¢ formulaitt CRF a veSkerého vybaveni
poskytnutého  zadavatelem  (definované  niZe).
Poskytovatel zdravotnich sluzebna ndklady zadavatele
vrati a/nebo zni¢i veskery hodnoceny 1éCivy ptipravek
nebo piipadné srovnavaci 1ék.

19. Pojisténi.

19.1. Poskytovatel ~ zdravotnich  sluzeba  hlavni
zkousejici uzaviou pojisténi profesni odpovédnosti pro
vSechny zdravotnické odborniky provadéjici klinické
hodnoceni a po dobu provadéni klinického hodnoceni
(a po ukonceni studie na kryti v§ech néarokd vzniklych
v souvislosti s klinickym hodnocenim) budou
udrZovat jeho plnou platnost a udcinnost s limity
nastavenymi v souladu s platnymi zdkony. K
vylou€eni jakychkoli pochybnosti berou smluvni
strany na veédomi, Ze pojiSténi Poskytovatele
zdravotnich sluzeb neni pojiSténim klinického
hodnoceni a nekryje jakékoli Skody vzniklé v
souvislosti s nim.

19.2. Zadavatel prohlasuje a potvrzuje, Ze v souladu s
ust. § 52 odst. 3, pism. f) zdkona ¢. 378/2007 Sb., o
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insurance contract in compliance with § 52/3f of Act.
No0.378/2007 Coll on pharmaceuticals, as amended.

20. Debarment, Exclusion, Licensure and Response.
Provider represents that to the best of its knowledge that
neither it nor any Trial research staff, including the
Principal Investigator and subinvestigators, 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 Investigators, subinvestigators or
any of the Collaborators. Provider’s represents that it
and, to the best of its knowledge, the Principal
Investigator are not the subject of any past or pending
governmental or regulatory investigation, inquiry,
warning or enforcement action, including a government-
mandated corporate integrity agreement and has not
violated any applicable anti-kickback or false claims laws
or regulations related to its conduct of research that has
not been disclosed to the Sponsor. Provider and/or
Principal Investigator will promptly notify Sponsor in
writing 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 Trial was conducted.

21. Assignment and Delegation. Sponsor may at any time
and upon written notice to Provider and Principal
Investigator assume the obligations and rights of Syneos
Health or substitute Syneos Health with another
independent contractor. None of the rights or obligations
under this Agreement of Provider or Principal
Investigator will be assigned or subcontracted by
Provider or Principal Investigator to another without the
prior written consent of Sponsor, and the express
agreement of Provider, Principal Investigator, Syneos
Health, and the requisite new assignee or subcontractor.
This Agreement will bind and inure to the benefit of the
successors and permitted assigns of the Sponsor. The
Contract Parties shall inform to each other about every
delegation or substitution.

1é¢ivech, v platném znéni, uzavtel pojistnou smlouvu
na pojisténi klinického hodnoceni.

20. Zékaz Cinnosti, Vylougeni, Lékaiské Osvéddeni A
Reakce. Poskytovatel zdravotnich sluzebdle svého
nejlep§tho védomi prohlaSuje, Ze ani zdravotnickému
zafizeni ani vyzkumnému persondlu  klinického
hodnoceni, veéetné hlavniho zkousejicitho a
spoluzkousejicich, nebyla dle Zadnych zdkonu

vvvvv

nebo zakdzdna tcast v klinickém vyzkumu a Ze
Poskytovatel zdravotnich sluzebvédomé nevyuZije sluzby
Zadné osoby, které byly dle téchto zakonu tyto ¢innosti
omezeny nebo zakdzany, pokud jde o sluzby poskytované
dle této smlouvy. V prabéhu trvani platnosti této smlouvy
a jeden (1) rok poté Poskytovatel zdravotnich sluzeba
hlavni zkouSejici bez odkladu informuji zadavatele,
pokud se dozvi o jakémkoliv takovém omezeni nebo
zdkazu  vztahujicimi se na hlavni  zkouSejici,
spoluzkousejici nebo spolupracujici osoby klinického
hodnoceni. Poskytovatel zdravotnich sluZebprohlasuje, ze
samotné zafizeni a dle nejlepSiho védomi ani hlavni
zkousSejici nebyli a nejsou subjektem Zadného vySetrovani
ze strany statnich nebo kontrolnich ufadl, zadného tikonu
vySetfovani, varovidni nebo vymahani, vCetné stitem
nafizené dohody o firemn{ integrité, a Ze neporusili Zidné
platné zdkony nebo pifedpisy upravujici tdplatky nebo
neopravnéné ndroky v souvislosti s provadénim
vyzkumu, o c¢emZz by zadavatel nebyl informovan.
Poskytovatel zdravotnich sluZeba/nebo hlavni zkouSejici
bez odkladu pisemné informuje zadavatele, pokud se
dozvi o jakémkoliv takovém opatieni souvisejicim s
dodrzovanim etickych, védeckych nebo kontrolnich
standardi provadéni vyzkumu tehdy, pokud se tato
opatieni vztahuji na uddlosti nebo Cinnosti, které nastaly
pfed nebo v pribéhu obdobi provadéni klinického
hodnoceni.

21. Postoupeni a Delegovani. Zadavatel mtze kdykoliv
po pisemném ozndmeni zdravotnickému zafizeni a
hlavnimu zkouSejicimu prevzit zdvazky a prava
spole¢nosti Syneos Health nebo nahradit spolecnost
Syneos Health jinym nezdvislym dodavatelem.
Poskytovatel zdravotnich sluZebnebo hlavni zkouSejici
nesmi bez pfedchoziho pisemného souhlasu zadavatele a
vyslovné dohody mezi zdravotnickym zafizenim, hlavnim
zkouSejicim, spoleCnosti Syneos Health a pfisluSnym
novym postupnikem nebo subdodavatelem postoupit
nebo smluvné ptevést jakakoliv prdva nebo povinnosti
Poskytovatele zdravotnich sluzeb nebo hlavniho
zkousejicitho vyplyvajici z této smlouvy. Tato smlouva je
zdvaznd a je uzaviena ve prospéch ndsledniki a
schvdlenych nabyvatell prav zadavatele. O veSkerém
postoupeni se musi smluvni strany informovat.
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22. Equipment. Sponsor may provide, or arrange for a
vendor to provide, certain equipment for use by Provider
and Principal Investigator during the conduct of the Trial
(“Equipment”).  Equipment wuse, ownership and
disposition terms are further outlined in a separate Loan
Agreement.

23. Anti-Bribery and Anti-Corruption Laws. Provider and
Principal Investigator acknowledge that Sponsor and
Syneos Health are bound by anti-bribery and anti-
corruption laws. As such, Sponsor and Syneos Health
employees, agents, contractors and/or representatives are
prohibited from making or offering payment (or anything
of value), directly or indirectly, to employees or officials
of any foreign government, public international
organization, political party, or candidates for political
office in order to retain any business or secure any
improper advantage. Provider and Principal Investigator
shall ensure that neither they nor any of their officers,
employees, collaborators, directors, consultants, agents,
representatives or sub-contractors take any action which
could render Sponsor or Syneos Health liable under the
anti-bribery and anti-corruption laws.

Provider represents and warrants that in carrying out its
responsibilities under this Agreement, Provider agrees to
comply and shall cause Principal Investigator and all
other individuals involved in the Trial to comply with all
applicable anti-bribery laws of the Czech Republic, as
revised, which generally prohibits the offer, promise,
payment or giving of anything of value either directly or
indirectly to any government official for the purpose of
obtaining or retaining business or any improper
advantage. The Investigator and the Provider
acknowledge that INC RESEARCH and SPONSOR, and
their respective affiliates need to adhere to all applicable
anti-bribery anti-corruption laws, regulations and rules.
Among other things, the giving of any promises, making
any payments or offering unfair advantages to officials of
foreign governments in order to obtain or retain a
business benefit is prohibited. Consequently, the
employees, agents, consultants or other representatives of
any party to this Agreement shall not engage or be
permitted to engage, whether directly or indirectly, in any
activity that is prohibited including bribery, kickbacks,
payoffs or other corrupt business practices.

24. Sponsor as Third Party Beneficiary. The parties to
this Agreement recognize and agree that Sponsor takes
the benefit of this Agreement as a third party beneficiary
and agree that Sponsor may enforce such rights either

22. Zatizeni. Zadavatel poskytne, nebo =zajisti, Ze
dodavatel poskytne, wurCité zafizeni k uzivani
Poskytovateli ~ zdravotnich  sluzeb a  hlavnimu

zkousejicimu béhem provadeéni klinického hodnoceni
(dale jen “Zafizeni”). Podminky pouZivani, vlastnictvi a
nakldddni se zafizenim jsou podrobngji uvedeny Vv
samostatné smlouve o vypujcce

23. Zékony Proti Uplatkdistvi a Korupci. Poskytovatel
zdravotnich sluZeba hlavni zkouSejici berou na védomi,
Ze jsou zadavatel a spolecnost Syneos Health vazani
zdkony proti dplatkafstvi a korupci. V této souvislosti je
zakdzano, aby zaméstnanci, zdstupci, smluvni partnefi
a/nebo zastupci zadavatele a spolecnosti Syneos Health
ucinili nebo nabidli platbu (nebo cokoliv hodnotného),

pfimo ¢i nepfimo, zaméstnancim nebo ufednikiim
zahraniéni vlady, vefejné mezindrodni organizace,

politické strany nebo kandidatim na politickou funkci s
cilem ziskat zakdzku nebo si zajistit nepatiicnou vyhodu.

Poskytovatel zdravotnich sluZeba hlavni zkouSejici
zajisti, aby sami nebo jejich vedouci pracovnici,
zameéstnanci, spolupracovnici, feditelé, konzultanti,

zmocnénci, zastupci nebo subdodavatelé, neucinili tdkon,
kterym by vznikla odpovédnost zadavatele nebo
spole¢nosti Syneos Health dle zdkont proti dplatkatstvi a
korupci.

Poskytovatel zdravotnich sluzebprohlaSuje a zarucuje, Ze
pfi plnéni svych povinnosti podle této smlouvy,
Poskytovatel zdravotnich sluZebsouhlasi s dodrZovanim a
zajisti, Ze hlavni zkousSejici a vSechny ostatni osoby
zapojené do klinického hodnoceni budou dodrZovat
viechny platné protikorupéni zikony Ceské republiky,
ktery celkové zakazuje nabidku, slib, vypldceni nebo
poskytnuti ¢ehokoli cenného piimo nebo nepiimo
jakémukoli vlddnimu tfednikovi za dcelem ziskani nebo
udrZzeni podnikdni nebo jakéhokoli nendleZitého
zvyhodnéni. Hlavni zkousejici a Poskytovatel zdravotnich
sluZzeb berou na védomi, Ze Syneos Health a zadavatel a
jejich pfislusné pfidruzené subjekty musi dodrZovat
vSechny platné protikorupcni a protitiplatkaiské zakony,
nafizeni a pravidla. Mimo jiné je zakdzano davat jakékoli
piisliby, provadét platby nebo nabizet nespravedlivé
vyhody dfednikiim zahrani¢nich vlad za ucelem ziskani
nebo zachovani obchodniho prospéchu. Zaméstnanci,
zastupci, konzultanti nebo jini zastupci kterékoli strany
této smlouvy se proto nebudou zavazovat ani nesméji
zapojit, at’ uz pitimo nebo nepiimo, do jakékoli zakdzané
¢innosti, véetn¢ uplatkafstvi, provizi, vyplat nebo jinych
zkorumpovanych obchodnich praktik.

24. Zadavatel Jako ObmySlend Tteti Strana. Strany této
smlouvy berou na védomi a souhlasi, Ze zadavateli z této
smlouvy ndleZi prospéch jako obmySlené tieti strané¢, a
souhlasi, aby zadavatel tato prdva vymdhal pifimo sdm
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directly itself or indirectly through Syneos Health.

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

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

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

28. Relationship of the Parties. The relationship of
Provider and Principal Investigator to Sponsor is one of
independent contractor and not one of partnership, agent
and principal, employee and employer, joint venture, or
otherwise. Sponsor agrees that no separate agreement
with the Principal Investigator or other Collaborators will
be entered into for the conduct of this Study.

29. Force Majeure. Neither party will be liable for delay
in performing or failure to perform obligations under this
Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, governmental action,
accident, strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the other
party (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the
time for performance will be extended accordingly;

nebo nepiimo prostifednictvim spolecnosti Syneos Health.

25. Platnost Zavazki po Ukonéeni Smlouvy. Povinnosti
tykajici se finan¢nich ujednédni, davérnych informaci,
vynalezil, zdznam, publikaci, publicity, zdkazu Cinnosti,
vylouceni, lékaiskych osvédCeni a reakci a zbaveni
odpovédnosti zistavaji v platnosti i po ukoncéeni této
smlouvy, stejné jako dalsi ustanoveni této smlouvy nebo
jejich ptiloh, které diky svému charakteru a zdméru po
ukonceni smlouvy zlstavaji nadale v platnosti.

26. Uplnd Smlouva. Tato smlouva obsahuje tplné
ujednani stran a k datu ucinnosti nahradi vSechny ostatn{
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu lze prodlouZit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadiujici vzdjemnou dohodu smluvnich stran. Vzdéani
se prava na dodrZeni jakékoli podminky nebo ustanoveni
této smlouvy, nebo jejich poruSeni na zaklad€ jednani ¢i
jinak v jednom ¢i vice pfipadech, nebude povazovédno ani
vykladéano jako dalsi nebo pokracujici vzdani se prava na
dodrzeni takové podminky nebo ustanoveni, ani jeho
predchozi, souc¢asné nebo ndsledné poruseni, nebo vzdani
se prdva na dodrZeni jakékoli jiné podminky nebo

ustanoveni této smlouvy stejného nebo odliSného
charakteru.
27. Rozpor s Piilohami. Pokud jsou podminky a

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

28.Vztah Mezi Stranami. Vztah  Poskytovatele
zdravotnich sluZeb a hlavniho zkousSejiciho k zadavateli je
vztahem nezavislého dodavatele, nikoli vztahem
partnerského podniku, zmocnénce a zmocnitele,
zaméstnance a zameéstnavatele, spolecného podniku a
podobné. Zadavatel se zavazuje, Ze na tuto studii
neuzavie s hlavnim zkouSejicim ani jinou spolupracujici
osobou Zadnou dalsi smlouvu.

P

29. Vy&§i Moc. Zadni ze smluvnich stran neponese
odpovédnost za opozdéné plnéni nebo neplnéni
povinnosti vyplyvajicich z této smlouvy, jestlize takové
zpozdéni ¢i neplnéni je disledkem okolnosti mimo jeji
pfiméfenou kontrolu (kromé jiného vcetné vyssi moci,
zasahl vlady, nehody, stavky, terorizmu, bioterorizmu,
vyluky nebo jiné formy protestnich akci zaméstnanct) a
okamZité¢ o ném uvédomi druhou stranu (“Vyss§i Moc”).
Z4sah vyssi moci nepfedstavuje poruseni této smlouvy a
termin plnéni bude pfimétené odloZen. Jestlize vSak trva
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however, if it persists for more than thirty (30) calendar
days, then the parties may enter into discussions with a
view to alleviating its effects and, if possible, agreeing on
such alternative arrangements as may be reasonable in all
of the circumstances.

30. Governing Law. Subject to the terms of the Trial
conduct as outlined above, this Agreement shall be
governed by and construed in accordance with the laws
ofthe Czech Republic, without giving effect to conflict of
law provisions. The Parties acknowledge and agree, that
any disputes not resolved amicably, will be settled and
decided by appropriate courts in Czech Republic. In the
case of discrepancy between English and Czech version
of the Agreement, Czech version prevails.

31. Severability. If any provision of this Agreement is
determined to be illegal or unenforceable, that provision
will be severed from the Agreement and the remainder
will remain valid, legal, and enforceable.

32. Language. Provider and Principal Investigator
acknowledge that this Agreement be drawn up in English
and Czech language. In the case of discrepancy between
English and Czech version of the Agreement, Czech
version prevails.

33. Notices. All notices required under this Agreement
will be in writing and in English and will 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:

Sponsor / Zadavatel:
Summit (Oxford) Limited
136A Eastern Avenue, Milton Park, Abingdon
Oxfordshire, United Kingdom, OX14 4SB
Attention: Finance Director
Telephone / Telefon: +44(0)1235 443 939
Email: finance @summitplc.com

With a copy to / Kopie pro:
Syneos Health, LLC

vice neZ tficet (30) dni, strany mohou zahdjit diskusi ve
snaze zmirnit dopady jejtho plisobeni a pokud je to
moZzné, dohodnout se na alternativnich ujednénich, kterd
mohou byt za danych okolnosti pfimétena.

30. Rozhodné Prdvo. S vyhradou vySe wuvedenych
podminek provadéni klinického hodnoceni se tato
smlouva idi a je vykladdna podle zdkoni Ceské
republiky bez moZnosti uplatnéni koliznich norem.
Smluvni strany berou na védomi a souhlasi, Ze projednani
a rozhodovani piipadnych sport, které nebudou vyfeseny
smirem, bude feSeno s pomoci piislusnych soudt Ceské
republiky.

31. Oddélitelnost. Pokud bude nékteré ustanoveni této
smlouvy povazovano za protipravni nebo nevymahatelné,
bude toto ustanoveni oddéleno od smlouvy a zbytek
zustane platny, legdlni a vymahatelny.

32. Jazyk. Poskytovatel zdravotnich sluZeba hlavni
zkouSejici berou na védomi, Ze tato smlouva b\la
vypracovdna v anglickém a cCeském jazyce. V piipadé
rozporu mezi anglickou a ¢eskou verzi této smlouvy ma
pfednost a je rozhodujici verze eska.

33. Ozndmeni. VSechna ozndmeni poZadovand touto
smlouvou musi byt uinéna v pisemné formé¢ a v
anglictiné a budou povazovana za dorucend pri osobnim
doruceni, ptfi zasldni kuryrem s doruc¢enim do druhého
dne nebo doporuc¢enym dopisem na niZe uvedené adresy
s tim, Ze vSechny urgentni zéleZitosti, jako napf. zpravy o
bezpecnosti, budou okamZit¢ nahldSeny po telefonu a
potvrzeny pisemng:

1030 Sync Street, Morrisville, North Carolina 27560 USA

Re / Véc: Project Code / Kéd projektu: 1009191
Attention: Site Contracts Department

Provider / Poskytovatel zdravotnich sluzeb:
Fakultni nemocnice Hradec Kralové
Legal Department
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Sokolskd 581
500 05 Hradec Krédlové — Novy Hradec Kralové

Principal Investigator / Hlavni zkouSejici:

Fakultni nemocnice Hradec Kralové
Sokolska 581
500 05 Hradec Krédlové — Novy Hradec Kralové

28. Other provisions The Parties agree that Provider will
publish this Agreement in the Agreement Registry. The
Parties further agree that the Sponsor’s trade secrets will
be removed from the Agreement before the publication
and Agreement attachments will be published only to the
necessary extent required by the Act No. 340/2015 Coll.
Sponsor has the right to remove from the Agreement
information which it considers to be a trade secret and
Sponsor will provide to the Provider the final version of
the Agreement in a machine readable format signature
with marked wording which Sponsor deems as its trade
secret. This version will be provided before the
Agreement signature.

The Parties acknowledge that the initiation visit and the
shipment of Study Drug cannot be made before the final
document is published in Agreement registry.

All data transfer will be done in accordance to Regulation
of the European Parliament and to the Council No.
679/2016 (GDPR) and Act No. 110/2019 Coll. Personal
Data Processing Act, respectively.

Estimated study duration ||| |Gz

Estimated maximal value of this contract 252.563,84
CZK

[SIGNATURE PAGE FOLLOWS]

31. Ostatni ujednani Smluvni strany se dohodly, Ze
tato smlouva bude uvefejnéna v registru smluv a
uvefejnéni smlouvy provede poskytovatel. Smluvni

strany se dohodly, Ze obchodn{ tajemstvi zadavatele, bude
pfed zaddnim smlouvy do registru smluv odstranéno a
ptilohy smluv budou v registru smluv uvefejiioviny
pouze v nezbytném rozsahu v souladu s ustanovenimi
zdkona ¢. 340/2015 Sb. Zadavatel ma pravo odstranit ze
smlouvy informace, které jsou povazoviny za obchodni
tajemstvi a pfed podpisem smlouvy zadavatel zasle
Poskytovateli findlni verzi smlouvy ve strojové Citelném
formdtu s podbarvenym textem smlouvy, které povaZzuje
zadavatel za obchodni tajemstvi.

« v e v

ndvstévé a doddvce hodnoceného 1é¢ivého piipravku do
okamziku uvefejnéni konec¢ného dokumentu v registru
smluv.

Veskery prevod dat bude v souladu s Nafizenim
Evropského parlamentu a Rady (EU) ¢ 2016/679
(GDPR) a v souladu se zdkonem ¢. 110/2019 Sb., v tomto
potadi.

Piedpokladand doba trvani smlouvy || GG

Predpokladand maximdlni hodnota plnéni 252.563,84 K¢

[NASLEDUJE STRANA S PODPISY]
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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 all parties, this Agreement will become effective and
binding and that facsimile copies and/or electronic
signatures will constitute evidence of a binding
Agreement with the expectation that original documents
may later be exchanged in good faith.

V piipadé, 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¢innd a zdvazna,
a Ze faxové kopie a/nebo elektronické podpisy piedstavuji
dikaz zdvazného ujedndni s oCekdvanim, Ze origindly
dokumentti budou v dobré vite vymeénény pozdéji.

Agreed to and accepted:

Souhlasim a pFijimam:

SYNEOS HEALTH

Signature / Podpis

Printed Name / Jméno (hilkovym pismem)

Director, Clinical Operations
Title / Pozice

12.2.2020
Date / Datum

PROVIDER / POSKYTOVATEL
ZDRAVOTNICH SLUZEB
Signature / Podpis

prof. MUDr. Vladimir Palicka, CSc., dr.h.c.

Printed Name / Jméno (htilkovym pismem)

Director/feditel

Title / Pozice

11. 3.2020

Date / Datum

PRINCIPAL INVESTIGATOR / HLAVNI
ZKOUSEJICI

Signature / Podpis

Printed Name / Jméno (htilkovym pismem)

Title / Pozice

12. 3. 2020

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 (Financial
Arrangements Worksheet) for Trial Subjects properly
enrolled in the Trial. This amount constitutes the full
compensation for the work to be completed by the
Provider and Principal Investigator, including all work
and care specified in the Protocol for the Trial, along with
all  overhead and administrative services. No
compensation will be available for Trial Subjects enrolled
in the Trial in violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Subject
will be made quarterly and based on CRF data entered by
Provider and Principal Investigator supporting enrolled
Trial Subject visitation. Payments will be made for
completed visits and treatment related costs in accordance
with Attachment B (Financial Arrangements Worksheet),
unless otherwise noted in the Agreement. For each
payment, including any Screen Failures (as defined
below) that may be payable under the terms of this
Agreement, Payee will be paid the total amount earned,
less 10%, for the Final Payment (hereinafter defined).
Monitoring will occur based on site enrollment and
completion of data entry. Invoices will be paid by Syneos
Health on behalf of the Sponsor within 45 days of invoice
issue date. Payee must submit any final invoices within
thirty (30) calendar days after the site close-out visit. Any
invoices received thereafter may not be paid. Payee will
have sixty (60) calendar days after the date of the site
close-out visit to dispute any payment discrepancies or
missing payments. Payee who is not legally able to issue
invoices will be paid based on a signed bank account data
log or other documentation approved by Syneos Health.

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 Syneos Health from Sponsor. Syneos Health shall
have no liability for any failure to make payments if
required funding is not provided to Syneos Health 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 (Financial

PRILOHA A
PLATEBNI PODMINKY

A-1. VSeobecné Podminky. Za t4dné zatazené subjekty
klinického hodnoceni bude pfiijemci plateb (definovin
nize) vyplacena odména v souladu s ptilohou B (Zaznam
Finan¢nich Ujednédni). Tato ¢4stka pfedstavuje plnou
uhradu za préci, kterou Poskytovatel zdravotnich sluZeba
hlavni zkousejici odvedou, véetné veSkerych praci a péce
uvedenych v protokolu klinického hodnoceni, spole¢né se
vemi reZijnimi a administrativnimi  sluZbami. Za
subjekty klinického hodnoceni zatazené do klinického
hodnoceni v rozporu s protokolem nebude vyplacena
74dna odména.

A-2. Platebni Podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny Cctvrtletné na
zdkladé 1udaji z CRF zadanych Poskytovatelem
zdravotnich sluzeb a hlavnim zkousSejicim ziskanych pfi
navstévach zarazenych subjektt klinického hodnoceni.
Platby budou provedeny za ndklady na dokonéené
ndvstévy a 1écbu v souladu s piilohou B (zdznam
finan¢niho ujedndn{), nestanovi-li smlouva odliSné. Pfi
kazdé platb¢ véetn¢ neuspéSnych  screeningil
(definovanych niZe), kterd se stane v souladu s
podminkami této smlouvy splatnou, bude piijemci plateb
vyplacena celkovd vydé€land c¢astka minus 10 %
vyhrazenych na zévérecnou platbu (definovanou niZe).
Bude proveden monitoring porovndvajici zafazovani na
pracovisti a vyplinovani ddaji. Faktury budou proplaceny
Syneos Health v zastoupeni zadavatele do 45 dni od data
vystaveni faktury. Pfijemce plateb je povinen ptedloZit
zavérecné faktury ve lhute tficeti (30) kalendafnich dnt
po navstéve k uzavieni pracovisté. Faktury pfijaté pozdéji
nebudou proplaceny. Piijemce plateb mize ve Ihuté
Sedesati (60) kalendainich dni po datu navstévy k
uzavieni pracovisté rozporovat neshody v platbiach nebo
chybgjici platby. Uhrady pifjemci plateb, ktery dle zdkona
nemuze vystavovat faktury, budou provedeny na zakladé
podepsanych zdznamii bankovnich udaji nebo jiné
dokumentace schvalené spolecnosti Syneos Health.

A-3. Platby ptefakturované na Zadavatele. Platby splatné
dle této smlouvy jsou platby piefakturované na zadavatele
a budou zaslany aZ poté, co spole¢nost Syneos Health
tyto platby obdrzi od zadavatele. Spolenost Syneos
Health nenese Zddnou odpovédnost za neuhrazeni platby
v piipadé, Ze potfebné finance zadavatel v€as spole€nosti
Syneos Health neposkytl.

A-4. Naklady Nesouvisejici s Postupy. Pfijemci plateb
budou uhrazeny dodatecné ndklady nesouvisejici s
postupy, které byly pfedem schvaleny zadavatelem, jak je
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Arrangements Worksheet). To request payment for such
costs, Payee will remit an itemized invoice to Sponsor
through Syneos Health 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
(Financial Arrangements Worksheet).

A-5. Pharmacy payments. Provider will invoice the
Pharmacy payments separately based on the invoice
proposal in accordance to this payment terms.

A-6. Final Payment. Final Payment. At the conclusion of
all Protocol-required activities for all enrolled Trial
Subjects at the Provider; all Protocol-required data, Trial-
related documents, Trial Data and Biological Samples
will be promptly made available for Sponsor review. The
Final Payment will be paid once: all CRFs and other
Protocol-required data, Trial related documents, Trial
Data and Biological Samples 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 notification.
All queries must be resolved within five (5) business days
of receipt by Provider any time during the Trial. 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 reimburse Sponsor any unearned or overpaid
amounts previously paid to Payee within thirty (30)
calendar days of notification by Sponsor or designee.

A-7. Taxes.

(1) Payments shown in Attachment B (Financial
Arrangements Worksheet) 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

uvedeno v piiloze B (Zaznam Finan¢niho Ujedndani).
Zéadost o thradu takovych nakladd pifjemce plateb poda
zadavateli prostfednictvim spolecnosti Syneos Health
formou faktury s uvedenim jednotlivych poloZek a
podloZzené dokumentaci a doklady doklddajici dohodnuté
vydaje ptefakturované na zadavatele. Ptefakturované
vydaje nesouvisejici s postupy budou fakturovany pouze
ve skute¢né vynalozenych castkach bez navyseni, az do
vySe maximalnich ¢astek uvedenych v piiloze B (Zaznam
Finanéniho Ujednéni).

A-5. Platby pro lékdrnu. Poskytovatel bude fakturovat
platby za sluzby lékarny zvlast na zdkladé piedpisu
faktury v souladu s platebnimi podminkami smlouvy.

A-6. Zavéreénd Platba. Pfi ukonceni vSech <¢innosti
vyZadovanych protokolem pro vSechny zatazené subjekty
v Poskytovatele zdravotnich sluzeb budou zadavateli
okamzit¢ pfedloZzeny ke kontrole vSechny udaje
vyZadované protokolem, dokumenty sovisejici s
klinickym hodnocenim, tddaje klinického hodnoceni a
biologické vzorky. Zavérecnd platba bude uhrazena
jakmile: byly vyplnény a pfeddny vSechny CRF a dalsi
protokolem vyZadované udaje, s protokolem souvisejici
dokumenty, tdaje klinického hodnoceni a biologické
vzorky, po zodpovézeni dotazii k uidajim, byly vraceny
vSechny hodnocené 1é¢ivé piipravky a vyfeSeny vSechny
problémy s ukoncenim klinického hodnoceni a byly
dokonceny postupy, vetné zavérecného ozndmeni NEK.
Vsechny dotazy musi byt kdykoliv béhem klinického
hodnoceni vyieSeny ve lhuté péti (5) pracovnich dnil po
jejich obdrzeni zdravotnickym zatizenim. Zadavatel nebo
jim ur€end osoba provedou konecné odsouhlaseni vSech
dosud vyplacenych plateb s celkovou dluznou castkou a
bez odkladu zaplati pifjemci plateb piipadné neuhrazené
Castky. Prfjemce plateb bez odkladu ve lhuté ticeti (30)
kalendatrnich dnti po ozndmeni zadavatele nebo osoby jim
povétené vyplati zadavateli preplatky.

A-7. Dané.

(1) Platby uvedené v pfiloze B (Zadznam Financnich
Ujedndni) jsou uvedeny bez dané z ptidané hodnoty
(dale jen “DPH”). Je-li piijemce plateb platcem DPH a
pokud platné zakony ukladaji povinnost platit DPH,
musi pifjemce plateb DPH pficist a vyk4zat na faktute
v platné sazb& s uvedenim DIC pifjemce plateb. V
ptipad¢, Ze se dle platnych zdkonii uplatiiuje pfenesena
danova povinnost, pfijemce plateb DPH na faktufe
nepficte, pti¢emZ v souladu s platnymi zdkony je na
faktufe tieba uvést poZadovany text.

(2) Prijemce plateb potvrzuje a zavazuje se, Ze ponese
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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. Syneos Health 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-8. 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 Failures will be reimbursed, if at all, as outlined in
Attachment B (Financial Arrangements Worksheet).

A-9. Necessary Procedures. Payee will be reimbursed for
valid necessary visits and procedures not covered under
Attachment B (Financial Arrangements Worksheet).
Payment for any necessary procedure due to patient
safety will be reimbursed at the agreed upon unit cost in
Attachment B (Financial Arrangements Worksheet), if
available, or if there is no such unit cost in Attachment B
(Financial Arrangements Worksheet), Payee will be
compensated based on actual costs incurred by Provider
and Principal Investigator, and will require a separate
invoice with documentation for the medical necessity of
the procedure. Where practicable, Sponsor’s prior written
consent will be obtained, unless it will compromise the
integrity of the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as soon as practicable
after the fact.

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

vyhradni odpovédnost za piipadné platby vSech
pfispévklt a dani uvalenych pfisluSnym vladnim
organem na odmény vypldcené pifjemci plateb dle této
smlouvy. Spolecnost Syneos Health nebo zadavatel
neponesou odpovédnost za provadéni srdzek nebo
placeni takovych poZadovanych piispévkd nebo dani.
Pfijemce platby piebird plnou odpovédnost za
vykazovéani vSech pfijatych plateb dle této smlouvy
ptislusnym financnim ufadim v souladu s platnymi
zékony.

A-8. Netspé&Sny  Screening.  Pfipad  netdspéSného
screeningu se vztahuje na subjekt klinického hodnocent,
ktery nesplni kritéria screeningové ndvstévy, a tudiz neni
zpisobily k zatazeni do klinického hodnoceni. Piipady
neuspésného screeningu budou uhrazeny, pokud vibec, v
souladu s piilohou B (Zdznam Finan¢nich Ujednéni).

A-9. Nutné Postupy. Pifjemci plateb bude poskytnuta
thrada za platné nutné nivstévy a postupy, které nejsou
zahrnuty v pfiloze B (Zdznam Finan¢nich Ujednani).
Uhrada za postup nutny z hlediska bezpe¢nosti pacienta
bude provedena v jednotkové cené odsouhlasené v ptiloze
B (Zaznam Finan¢nich Ujednéni), je-li uvedena, nebo
neuvadi-li pifloha B (Zaznam Finanénich Ujednéni)
jednotkovou cenu, pak budou pfijemci plateb uhrazeny
skute¢né naklady, které vznikly zdravotnickému zafizeni
a hlavnimu zkousejicimu, pficemZz bude nutné vystavit
samostatnou  smlouvu  podloZenou  dokumentaci
dokladajici nutnost provést lékaisky tkon. V piipadech,
kdy to bude mozné, je tieba ziskat ptfedchozi pisemny
souhlas zadavatele nebo spolecCnosti Syneos Health,
pokud tim nebude naruSena integrita klinického
hodnoceni nebo dotéena bezpecnost subjektu klinického
hodnoceni, pficemZz v takovém piipadé¢ bude zadavatel
informovan, jakmile to bude nisledné¢ mozné.

A-10. Prijemce  Plateb. Platby budou uhrazeny
nasledujicimu piijemci a na nize uvedenou adresu:

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

Republic/Cesk4 republika

s wr

Payee Tax Identification / Dailové identifikacni ¢islo prijemce plateb: CZ00179906

Payee Bank Account Details / Bankovni spojeni pfijemce plateb:

Bank Name / Ndzev banky: Ceskd narodni banka

Bank Address / Adresa banky: Na piikopé¢ 28, 115 03 Praha 1

Bank Account / Cislo G&tu: 24639511/0710

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

SWIFT Code / K6d SWIFT: CNBACZPP

Payment reference/Variabilni symbol: invoice number/Cislo faktury

Email address for remittance information / E-mailov4 adresa pro oznamen piijeti: ||| GccNGGE
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In case of changes in the Payee’s bank account details,
Payee is obliged to inform Syneos Health in writing, but
no amendment to this Agreement shall be required.

A-11. Invoices. All invoices must be issued and

forwarded to the following as instructed:

Attn. Investigator Payment Department
Syneos Health UK Limited

Farnborough Business Park,

1 Pinehurst Road,

Farnborough, Hampshire,

GU14 7BF,

United Kingdom

VAT: GB806650142

Re: Project Code / Kéd projektu 1009191

V piipad€¢ zmén v bankovnim spojeni piijemce plateb je
piijemce plateb povinen pisemné informovat spolecnost
Syneos Health; dodatek k této smlouvé se vsSak
nevyzaduje.

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

E-mail: SM_InvestigatorPayments @ INCResearch.com

All payment related queries may be directed to:

| Vechny dotazy k platbam zasilejte na adresu:

SM _InvestigatorPayments @ INCResearch.com

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) project code, (4) Principal
Investigator’s name, (5) Provider ’s name, (6) a summary
of the reimbursement to be made in compliance with the
Attachment B (Financial Arrangements Worksheet), and
(7) 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 where 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.

Kazda faktura musi uvadét: (1) nazev zadavatele, (2) Cislo
protokolu, (3)kéd projektu, (4)jméno hlavniho
zkous$ejictho, (5) nédzev zdravotnického zafizeni, (6)
shrnuti plateb poZadovanych v souladu s piilohou B
(zdznam finan¢niho ujedndni) a, (7) pokud je piijemce
platby platcem DPH, pak dafniové identifikacni ¢islo, nebo
uplatiiuje-li se pfenesend daniovd povinnost, pak
poznamku “uplatnéni pfenesené dafiové povinnosti”.
Piijemce plateb neobdrzi zadné platby za prefakturované
vydaje, jestlize pifjemce plateb neptedlozil kopie faktur
nebo jiné dokumentace jasn¢ dokladajici, Ze tyto vydaje
byly skutecné, pifiméfené a ovéfitelné v Céstce
piedkladané k thradé.
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ATTACHMENT B
FINANCIAL ARRANGEMENTS WORKSHEET
FINANCE SUMMARY BOX

Invoice Currency / Ména Faktury: CZK

Payment Base / Zéaklad Platby:

Effective Date / Datum Uginnosti:

Contracting Entity / Smluvni Subjekt:

PRILOHA B
ZAZNAM FINANCNIHO UJEDNANI
SHRNUTI FINANCNICH ZAVAZKU

CZE

Visit Based / dle navstévy

Date of the publishing of the contract in Agreement
Registry / datum uvefejnéni smlouvy v registru smluv

Syneos Health UK Limited / spolecnost Syneos Health
UK, Limited
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