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CLINICAL TRIAL AGREEMENT
Protocol # KHB-1802

This Clinical Trial Agreement (“Agreement”) is entered
and dated as of the date of last signature and effective as
of date of its publication in the Registry of Contracts
(“Effective Date”) among

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 (“CRO”)

and

Chengdu Kanghong Biotechnology Co., Ltd., with a
principal place of business at 108 Shuxi Road, Jinniu
District, Chengdu 610036, China (“Sponsor”)

and

Vseobecna fakultni nemocnice in Prague, with a place
of business at U Nemocnice 499/2, 128 08 Prague 2,
Czech Republic (“Institution”).

BACKGROUND RECITALS

By a separate agreement, Sponsor has engaged Syneos
Health, LLC, a contract research organization, with a
principal place of business in the United States at 1030
Sync Street, Morrisville, North Carolina 27560 USA,
including its affiliates and subsidiaries, and especially
Syneos Health UK Limited, acting as an independent
contractor, to provide certain services to Sponsor in
connection with the Trial, as defined below, including
entering into this Agreement on behalf and for the benefit
of Sponsor.

Sponsor is represented in the EU by Syneos Health
Netherlands B.V. pursuant to Directive 2001/20/EC and
Regulation (EU) 536/2014 of 16 April 2014 on clinical
trials on medicinal products for human use, and repealing
Directive 2001/20/EC, as soon as applicable (“CTR”).

Sponsor is the sponsor of a clinical trial for Conbercept
(the “Trial Drug”) to be conducted pursuant to a protocol
entitled “A Multicenter, Double-Masked,
Randomized, Dose-Ranging Trial to Evaluate the
Efficacy and Safety of Conbercept Intravitreal
Injection in Subjects with Neovascular Age-related
Macular Degeneration” KHB-1802, together with all

SMLOUVA O KLINICKEM HODNOCENI
Protokol ¢islo KHB-1802

Tato smlouva o klinickém hodnoceni (dale jen
»smlouva®) byla uzaviena a datovana dnem piipojeni
posledniho podpisu a s ucinnosti k datu uvetejnéni
v registru smluv (dale jen ,,datum ucinnosti‘) mezi

spole¢nosti SYNEOS HEALTH UK LIMITED, sc
sidlem ve Velké Britanii na adrese Farnborough Business

Park, 1 Pinehurst Road, Farnborough, Hampshire,
GU14 7BF, Spojené kralovstvi (dale jen ,,spolecnost
CRO%)

a

spole¢nosti Chengdu Kanghong Biotechnology Co.,
Ltd., se sidlem na avdrese 108 Shuxi Road, Jinniu District,
Chengdu 610036, Cina (dale jen ,,zadavatel*)

a

Vseobecna fakultni nemocnice v Praze, se sidlem na
adrese U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika (dale jen ,,zdravotnické zatizeni®).

VYCHODISKA

Zadavatel na zaklad¢ zvlastni smlouvy povéfil spolecnost
Syneos Health, LLC, smluvni vyzkumnou organizaci, se
sidlem ve Spojenych statech na adrese 1030 Sync Street,
Morrisville, North Carolina 27560, Spojené staty
americké, vCetné jejich pobocek a dcetinych spolecnosti,
a zejména Syneos Health UK Limited, aby jako nezavisly
smluvni dodavatel poskytovala zadavateli urcité sluzby
spojené s klinickym hodnocenim tak, jak jsou definovany
nize, v€etn¢ uzavieni této smlouvy jménem a ve prospéch
zadavatele.

Zadavatele zastupuje v EU spole¢nost Syneos Health
Netherlands B.V. v souladu se smérnici 2001/20/ES a
natizenim (EU) 536/2014 ze dne 16. dubna 2014 o
klinickych hodnocenich humannich 1éCivych piipravki a
o zruSeni smérnice 2001/20/ES hned, jak to bude
aplikovatelné (dale jen ,,pravni piedpisy o klinickém
hodnoceni®).

Zadavatel je zadavatelem klinického hodnoceni
conberceptu (dale jen ,,hodnoceny ptipravek™), které se
ma provadét podle protokolu s nazvem ,,Multicentrické,
dvojité zaslepené, randomizované, klinické hodnoceni
s ruznymi davkami k vyhodnoceni ucinnosti a
bezpecnosti intravitreilni injekce s conberceptem u
pacienti s neovaskularni, vékem podminénou
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present and future amendments thereto, approved as
provided herein (“Protocol”), to be conducted at
Institution (the “Trial”) involving patients duly recruited
for participation in the Trial (“Trial Subjects™).

Sponsor wishes to engage Institution, under the direction
of the Principal Investigator, to conduct the Trial, and
Institution wishes to accept such engagement, upon the
terms and conditions set forth in this Agreement.

NOW, THEREFORE, in consideration of the above
recitals, the mutual covenants and agreements set forth
herein and other good and valuable consideration, the
receipt and sufficiency of which the parties hereby
acknowledge, the parties agree as follows:

1. Principal Investigators and Institution Personnel.

1.1 Principal Investigator.

being an employee of the Institution, will be the
Principal Investigator. Principal Investigator shall be
responsible for the direction of the Trial in accordance
with this Agreement and in compliance with
Applicable Law (as defined in Section 2.1). Institution
hereby represents and warrants that Principal
Investigator is, and at all times during the term of this
Agreement and for the duration of the Trial shall be:
(1) in possession of all active professional licenses
required to conduct the Trial in compliance with
Applicable Law, (ii) duly qualified by documented
training to conduct the Trial and to serve as the
Principal Investigator under this Agreement, and (iii)
responsible for and capable to coordinate, delegate
and supervise all Institution Personnel (as defined
below).

By virtue of a separate agreement by and among
Sponsor, CRO and Institution, Institution has agreed
that CRO for and on behalf of Sponsor enters into an
Agreement with the Principal Investigator and Sub
Investigator in respect of the Trial, under which the
Principal Investigator and Sub Investigator commits
himself and his research staff to conduct the Trial
against fair compensation.

1.2 Institution Personnel. Institution will ensure that
all individuals who assist in the conduct of the Trial as
Principal Investigator, Sub-investigator or research
staff (“Institution Personnel”) are appropriately
trained, qualified, delegated and documented to
perform such duties. The Institution, through Principal

makularni degeneraci KHB-1802, spolu se v§emi jeho
souasnymi a budoucimi zménami a dodatky,
schvalenymi v tu poskytnutém znéni (dale jen
,protokol*), které ma provadét ve zdravotnickém zatizeni
(dale jen ,klinické hodnoceni®) se zapojenim subjekti
fadné zatazenych do studie (dale jen ,,subjekty klinického
hodnoceni®).

Zadavatel chce zapojit zdravotnické zafizeni, pod
vedenim hlavniho zkousSejiciho, do provadéni klinického
hodnoceni, a hlavni zkouSejici chce takové zapojeni
pfijmout, v souladu s podminkami uvedenymi v této
smlouve.

PROTO NYNI, s ohledem na vyse uvedené zakladni
informace, vzajemné zavazky a dohody uvedené v této
smlouve, a vyménou za uplatu, jejiz piijeti a dostatecnost
timto strany potvrzuji, se smluvni strany dohodly takto:

1. ZkouSejici a vyzkumny personal.

1.1 Hlavni zkouSejici.

zaméstnanec zdravotnického zafizeni, bude hlavnim
zkousejicim. Hlavni zkousSejici je zodpovédny za
fizeni klinického hodnoceni v souladu s touto
smlouvou a v souladu s platnymi pravnimi predpisy
(jak jsou definovany v bodu 2.1). Zdravotnické
zafizeni timto prohlasuje a zaruCuje, Ze hlavni
zkousejici ma a vzdy po dobu trvani této smlouvy a
béhem trvani klinického hodnoceni bude: (i) mit
aktivni v§echny profesni licence nezbytné k provedeni
klinického hodnoceni v souladu s platnymi pravnimi
pfedpisy, (ii) mit Tfadnou kvalifikaci formou
dolozeného vzdélani k provadéni klinického
hodnoceni a provadéni funkce hlavniho zkouSejiciho
podle této smlouvy a (iii) bude zodpovédny a schopny
koordinovat, delegovat a dohliZet na veskery personal
zdravotnického zafizeni (jak je definovan nize).

Zdravotnické zatizeni souhlasi, aby spole¢nost CRO
uzaviela s hlavnim zkou$ejicim a/nebo pfipadné s
dal$imi  vyzkumnymi pracovniky samostatnou
smlouvu o klinickém hodnoceni, na zakladé které se
hlavni zkousSejici zavaze, ze on i jeho vyzkumny
personal  provedou  klinické  hodnoceni za
spravedlivou odménu.

1.2 Personal zdravotnického zafizeni. Zdravotnické
zafizeni zajisti, Ze vSechny osoby, které se jako
spoluzkousejici a vyzkumni pracovnici podileji na
provadéni klinického hodnoceni (déle jen ,,personal
zdravotnického zarizeni®), jsou fadné vyskoleny, maji
potfebnou kvalifikaci a vykon takovych povinnosti
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Investigator may delegate duties and responsibilities
to Institution Personnel only to the extent permitted by
Applicable Law (hereinafter defined) and who meet
the requirements set forth in this Agreement.

1.3 Principal Investigator Substitution. If, for any
reason, Principal Investigator is unwilling or unable to
continue to serve as principal investigator for the
Trial, Institution shall provide prompt written notice
thereof to CRO. Institution shall consult with CRO
regarding the appointment of a replacement principal
investigator. Any replacement Principal Investigator
will be subject to CRO’s prior written approval and
he/she must agree in writing to be bound by the terms
of this Agreement. If Sponsor does not approve of the
proposed replacement, all further enrollment of
subjects at the Institution for this Trial will cease
immediately and, without limitation of any other
rights or remedies that CRO and Sponsor may have
hereunder or as a matter of law, CRO may elect to
immediately terminate this Agreement, upon written
notice to Institution on behalf of Sponsor. Institution
may not replace Principal Investigator or substantially
reduce his/her role in the Trial without CRO’s prior
written consent on behalf of Sponsor.

1.4 Institution Responsibility. Institution shall ensure
the due performance by Principal Investigator and all
other Institution Personnel regarding each of the
duties to be performed by them, as contemplated
hereunder.

2. Protocol/Conduct of the Trial.

2.1 Conduct of the Trial. Institution shall, and shall
cause Principal Investigator and all Institution
Personnel to, diligently perform the Trial in
accordance with (i) the Protocol, (ii) Applicable Law,
(ii1)) Sponsor’s or its designee’s written instructions
and (iv) Institution’s internal policies (which policies
Institution represents and warrants are not inconsistent
with any of the foregoing). For purposes of this
Agreement, “Applicable Law” shall mean all
applicable laws, rules, and regulations pertaining to
the activities contemplated herein, including without
limitation, Directive 2001/20/EC, as implemented in
the Czech Republic and as replaced by the CTR as
soon as applicable, and Regulation (EU) 2016/679 of

jim byl delegovan a zdokumentovan. Zdravotnické
zafizeni, prostfednictvim hlavniho zkousejiciho, muze
delegovat povinnosti a odpovédnost na personal
zdravotnického zatizeni pouze v rozsahu pfipustném
platnymi pravnimi ptedpisy (definovanymi nize), a
pouze pokud spliuje pozadavky uvedené v této
smlouve.

1.3 Nahrazeni hlavniho zkous$ejiciho. Pokud z
jakéhokoliv dtvodu neni hlavni zkouSejici ochoten
nebo schopen nadale slouzit jako hlavni zkousejici pro
toto klinické hodnoceni, zdravotnické zafizeni o tom
musi urychlené pisemné informovat spolecnost CRO.
Zdravotnické zafizeni musi jmenovani nahradniho
hlavniho zkousejiciho konzultovat se spole¢nosti
CRO. Kazdého nahradniho hlavniho zkousejiciho
musi pfedem pisemné schvalit spolecnost CRO a tento
musi pisemné souhlasit, ze bude vazan podminkami
této smlouvy. Pokud zadavatel neschvali navrhovanou
nahradu, zafazovani vSech dalSich subjektd ve
zdravotnickém zafizeni do tohoto Kklinického
hodnoceni bude ihned ukonéeno a, bez omezeni
jakychkoli jinych prav nebo napravnych opatieni,
ktera mohou spole¢nost CRO a zadavatel piijmout
podle této smlouvy nebo z pravniho hlediska,
spole¢nost CRO mitize rozhodnout okamzité ukoncit
tuto smlouvu na zakladé pisemného ozndmeni
zdravotnickému  zafizeni jménem  zadavatele.
Zdravotnické zafizeni nesmi nahradit hlavniho
zkousejicitho nebo podstatné snizit jeho roli v
klinickém hodnoceni bez piedchoziho pisemného
souhlasu spole¢nosti CRO jménem zadavatele.

1.4 Povinnosti zdravotnického zafizeni. Zdravotnické
zafizeni zajisti fadné plnéni ze strany hlavniho
zkousejictho a ostatniho personalu zdravotnického
zafizeni, ve vztahu ke kazdé jimi vykonavané
povinnosti, jak je uvedeno nize.

2. Protokol / Provadéni klinického hodnoceni.

2.1 Provadéni Kklinického hodnoceni. Zdravotnické
zafizeni musi, a zajisti, ze hlavni zkousejici a veskery
personal zdravotnického zafizeni bude provadét
klinické hodnoceni v souladu s (i) protokolem, (ii)
platnymi pravnimi piedpisy, (iii) pisemnymi pokyny
zadavatele nebo jeho zastupce a (iv) vnitinimi
zasadami zdravotnického zafizeni (o kterych
zdravotnické zatizeni prohlasuje a zarucuje, Ze nejsou
v rozporu s vyse uvedenym). Pro ucely této smlouvy
»platné predpisy* oznacuji vSechny platné zakony,
pravidla a predpisy tykajici se ¢innosti, o nichz se
hovoifi v tomto dokumentu, vcetné smérnice
2001/20/ES implementované v Ceské republice, ktera
se nahrazuje pravnimi predpisy o klinickém
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27 April 2016 on the protection of natural persons
with regard to the processing of personal data and on
the free movement of such data, and repealing
Directive 95/46/EC (“GDPR?”) as well as, to the extent
not incompatible with the foregoing, 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”.

2.2 Amendments. The Protocol may be modified only
in accordance with procedures outlined therein or
upon written notification from Sponsor to Principal
Investigator. If any proposed amendments to the
Protocol require approval by the competent
Independent Ethics Committee (“IEC”), or competent
regulatory authority (“Competent Authority””) CRO
shall seek, on behalf of the Sponsor, such approval in
the manner provided in Section 3.

2.3 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,
Institution through the Principal Investigator will
notify the Sponsor and CRO. CRO shall notify the
IEC and/or Competent Authority if required under
Applicable Law as soon as practicable but, in any
event, no later than five (5) business days after the
deviation is implemented or the shorter time that may
be dictated by Applicable Law.

2.4 Site Communication. The Institution agrees that it
through the Principal Investigator shall be the main
channel of communication with the Trial Subjects in
accordance to the terms of this Agreement. The
Institution agrees that in addition to the specific
obligations of communication and disclosure herein,
it through Principal Investigator will provide CRO
with timely information concerning the conduct of the
Trial, any deviations, obstacles, concerns, claims, or
other information so that CRO can provide the same
to the Sponsor. CRO agrees that it shall be the main
channel of communication between the Sponsor and
each of the Principal Investigator and Institution in
relation to the conduct of the Trial, any deviations,
obstacles, concerns, claims, or other information.

3. Competent Authority, Independent Ethics Committee.

hodnoceni a nafizenim (EU) ¢. 2016/679 ze dne 27.
dubna 2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich daji a o volném pohybu
téchto udaju, kterym se zruSuje smérnice 95/46/ES
(dale jen ,,GDPR®), jakoz i, v rozsahu, ktery neni
neslucitelny s vyse uvedenym, se vSemi piislusSnymi
pokyny a normami Mezinarodni konference o
harmonizaci spravné klinické praxe (,,JCH GCP*) a
Helsinskou deklaraci Svétové zdravotnické asociace
»Btické zasady lékatského vyzkumu zahrnujiciho
lidské subjekty.

2.2 Zmény a dodatky. Protokol 1ze zménit a doplnit
pouze v souladu s postupy uvedenymi v této smlouve
nebo na zaklad¢é pisemného oznameni od zadavatele
hlavnimu zkouSejicimu. Pokud navrhované zmény
protokolu vyzaduji souhlas pfislusné nezavislé etické
komise (dale jen ,NEK*) nebo pfislusného
regulacniho organu (dale jen ,pfisluSny organ®),
spole¢nost CRO bude, jménem zadavatele, zadat o
takovy souhlas zptisobem uvedenym v bodu 3.

2.3 Naléhavé odchylky / wurgentni bezpec¢nostni
opatieni. Pokud hlavni zkousejici usoudi, Ze je nutné
se od protokolu naléhavé odchylit kvili bezpecnosti
subjekti  hodnoceni, zdravotnické  zafizeni,
prostiednictvim  hlavniho  zkouSejictho = musi
informovat zadavatele a spole¢nost CRO, a spole¢nost
CRO musi informovat NEK a / nebo pfislusny organ,
pokud to pozaduji platné pravni predpisy, co nejdfive,
v kazdém piipadé¢ vSak nejpozdéji do péti (5)
pracovnich dnti od provedeni odchylky, ptipadné
drive, dle pozadavki platnych pravnich predpist.

2.4 Komunikace s pracovis$tém. Zdravotnické zatizeni
souhlasi, Ze bude hlavnim kanalem pro komunikaci se
subjekty klinického hodnoceni, jak to vyzaduji platné
pravni ptedpisy, a v souladu s podminkami této
smlouvy. Zdravotnické zafizeni souhlasi s tim, ze
kromé specifickych, zde wuvedenych povinnosti
tykajicich se komunikace a zvefejnéni, bude
spole¢nosti CRO vcas poskytovat informace tykajici
se provadéni hodnoceni, vSech odchylek, piekazek,
obav, narokii nebo jinych skuteCnosti, aby je
spoleénost CRO mohla poskytnout zadavateli.
Spole¢nost CRO souhlasi s tim, Ze bude hlavnim
komunika¢nim kanalem jak mezi zadavatelem a
hlavnim zkouSejicim tak mezi zadavatelem a
zdravotnickym zafizenim ve vztahu k provadéni
klinického hodnoceni, vS§em odchylkam, prekazkam,
obavam, naroklim, nebo jinym informacim.

3. Pfislusny  orgdn, Nezavisla  etickd  komise.

Institution will ensure that the Trial is initiated only after
the Trial has received a favorable opinion of the IEC.

Zdravotnické zafizeni zajisti, aby se klinické hodnoceni
zacCalo az poté, co klinické hodnoceni ziskalo souhlasné
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CRO shall submit on behalf of the Sponsor all of the
foregoing materials as previously approved in writing by
the Sponsor to the IEC and Competent Authority.
Sponsor and CRO are responsible for fulfilment of legal
obligations, including the information obligations in
relation to the State Institute for Drug Control and the
Ethics Comittees in relation to conduct of this Trial..
Institution will promptly forward to CRO any
correspondence to or from the IEC and Competent
Authority regarding the Trial within twenty-four (24)
hours of receipt thereof.

4, Trial Drug. CRO, on behalf of Sponsor, will provide
Institution with sufficient quantities of the Trial Drug to
conduct the Trial, at no cost to the Institution. If required
by the Protocol and unless otherwise agreed, CRO, on
behalf of Sponsor, will also provide Trial medication
supplies (“Trial Medication Supplies”) and comparator
drug (“Comparator Drug”) at no cost to the Institution.

CRO shall ensure distribution of Sponsor Drug and
Comparator Drug shipment to the Institution’s pharmacy
where the responsible pharmacist shall hand over and
check it (like other shipments —i.e. if it is undamaged, in
case of special requirements for transport, if these
requirements have been fulfilled, confirmation of the
takeover of shipment) and consequently Principal
Investigator shall collect Trial Drug using the request
form and being fully responsible for it at site. CRO is
obliged to announce within 3 business days prior to the
delivery when the shipment shall be handed over to
pharmacy, either via emai i
hone to responsible

CRO shall ensure on its expense that
unused drugs shall be destroyed. CRO shall ensure the
delivery to the address: Lekarna VFN - oddeleni HVLP,
Ke Karlovu 2, 128 08 Praha 2, Czech Republic.

CRO undertakes to ensure Trial Drug in a quantity and at
time intervals needed for the proper conduct of the Trial.

CRO represents that all conditions stipulated in relevant
legal regulations concerning the manufacture (import) of
the distributed Trial Drug and its distribution to the
Institution are met.

Sponsor, as a waste originator, undertakes to ensure on its
expense, both in the course of the Trial and after
completion of the Trial, that unusable and unused Trial

stanovisko NEK. Spole¢nost CRO piedlozi NEK a
piislusnému organu, jménem zadavatele, vSechny vyse
uvedené materialy jak byly zadavatelem pfedem pisemné
schvaleny. V souvislosti s provadénim klinického
hodnoceni jsou zadavatel a spolecnost CRO odpovédni
za plnéni veskerych zakonnych povinnosti, vcetné
povinnosti informacnich, ve vztahu ke Statnimu ustavu
pro kontrolu 1é¢iv (SUKL) a etickym komisim.
Zdravotnické zafizeni neprodlené pieposle spolecnosti
CRO veskerou korespondenci pfijatou nebo odeslanou
NEK a pfislusnému organu tykajici se klinického
hodnoceni a to do ¢tyfiadvaceti (24) hodin od pfijeti.

4. Hodnoceny ptipravek. Spole¢nost CRO, jménem
zadavatele, poskytne zdravotnickému zafizeni a / nebo
hlavnimu zkousejicimu bezplatn¢ dostate¢né mnozstvi
hodnoceného pfipravku na provadéni klinického
hodnoceni. Pokud to bude vyzadovat protokol, nebo
pokud se strany nedohodnou jinak, spole¢nost CRO,
jménem zadavatele, poskytne bezplatn¢ zdravotnickému
zatizeni zasoby 1€kt pro klinické hodnoceni (dale jen
,»zasoby 1ékid pro hodnoceni*) nebo srovnavaci piipravek
(dale jen ,,srovnavaci pfipravek®).

Spole¢nost CRO zajisti distribuci zasilky hodnoceného
ptipravku a srovnavaciho piipravku do 1ékérny
zdravotnického zafizeni, kde je odpoveédny farmaceut
pievezme a zkontroluje (jako jiné zasilky - tzn., neni-li
poskozena, v ptipadé zvlastnich pozadavkl na transport,
byly-li tyto pozadavky dodrzeny, ptijem zasilky potvrdi),
nasledné si na zadanku hlavni zkousSejici hodnoceny
pfipravek vyzvedne na centrum, kde je za né¢ plné
zodpovédny. Spole¢nost CRO je povinna oznamit do 3
pracovnich dnd pfed dodanim, kdy bude zasilka do
1ékarn redana budto emailem na

nebo telefonicky odpovédnym
farmaceutem

Likvidaci nevyuzitych 1éka si Spole¢nost CRO zajisti na
vlastni naklady. Spole¢nost CRO zajisti dodavku na
adresu: Lékarna VFN - oddéleni HVLP, Ke Karlovu 2,
128 08 Praha 2, Ceska republika

Spole¢nost CRO  se zavazuje zajistit hodnocené
piipravky v mnozstvi a ¢asovych intervalech potfebnych
pro fadné provedeni klinického hodnoceni.

Spole¢nost CRO prohlasuje, ze jsou splnény veskeré
podminky stanovené piislusSnymi pravnimi ptredpisy pro
vyrobu (dovoz) dodavanych hodbnocenych piipravkl a
jejich distribuci do zdravotnického zatizeni.

Zadavatel se jako ptivodce odpadu zavazuje, Ze zajisti na
vlastni naklady, jak v prabehu, tak i po skonceni
klinického hodnoceni, piedani nepouzitelného a
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Drug shall be handed over to the authorized person in
accordance with the provisions of the Act No. 185/2001
Coll., on the Waste, and its implementing regulations, as
amended.

4.1 Custody and Dispensing. Institution will adhere to
Applicable Law requiring careful custody and
dispensing of Trial Drug, Trial Medication Supplies
and Comparator Drug, as well as appropriate
documentation of all activities. Institution shall follow
all Sponsor instructions related to the receipt, storage,
monitoring, disposition, assignment, accountability,
dispensation, destruction and return of Trial Drug,
Trial Medication Supplies and Comparator Drug, as
set forth in this Section 4.

4.2 Control. Institution will maintain appropriate
control of supplies of Trial Drug, Trial Medication
Supplies, and Comparator Drug and will not
administer or dispense it to anyone who is not a duly
enrolled Trial Subject, or provide access to it to
anyone except Principal Investigator, or authorized
Institution Personnel for the Trial for such
administration or dispensing to duly enrolled Trial
Subjects in accordance with the Protocol. Any use of
Trial Drug, Trial Medication Supplies and/or
Comparator Drug that is inconsistent with the
Protocol constitutes a material breach of this
Agreement.

4.3 No Warranty. Institution acknowledges that the
Trial Drug is experimental in nature and that no
warranty, either express or implied, is made by
Sponsor regarding the Trial Drug.

4.4 Ownership of Trial Drug. Trial Drug is and
remains the property of Sponsor. Sponsor grants
Institution or their personnel no express or implied
intellectual property rights in the Trial Drug or in any
methods of making or using the Trial Drug.

4.5 Payment for Trial Drug or Comparator Drug.
Institution will not charge a Trial Subject or third-
party payer for Trial Drug, Trial Medication Supplies
and/or Comparator Drug or for any services
reimbursed by CRO on behalf of the Sponsor under
this Agreement.

nepouzitého hodnoceného ptipravku opravnéné osob¢ v
souladu s ustanovenimi zdkona ¢. 185/2001 Sb., o
odpadech a jeho provadécimi predpisy v platném znéni.

4.1 Uchovavani a vydavani [éku. Zdravotnické
zafizeni musi dodrzovat platné pravni piedpisy
vyzadujici  pe€livé  uchovavani a  vydavani
hodnoceného ptipravku, zasob 1ékii pro hodnoceni a
srovnavaciho ptipravku, véetné patiicné dokumentace
téchto Cinnosti. Zdravotnické zafizeni musi dodrzovat
vSechny pokyny zadavatele k prijeti, uchovavani,
monitorovani, manipulaci, ptfidélovani, evidovani,
vydavani, likvidaci a vraceni hodnoceného ptipravku,
zasob 1éki pro hodnoceni a srovnavaciho pfipravku,
jak je uvedeno v tomto bodu 4.

4.2 Kontrola. Zdravotnické zafizeni bude zajistovat
nalezitou kontrolu zasob hodnocené¢ho ptipravku,
zasob 1ékl pro hodnoceni a srovnavaciho ptipravku a
nebude je podavat nebo vydavat zadné osobé, ktera
neni fadné zafazenym subjektem hodnoceni, ani k nim
nebude umoziovat pfistup nikomu jinému kromé
hlavniho zkousejiciho nebo personalu zdravotnického
zafizeni, ktery je v tomto hodnoceni schvaleny na
takové podavani nebo vydavani fadné zarazenym
subjektim klinického hodnoceni, v souladu s
protokolem.  Jakékoliv  pouziti  hodnoceného
pfipravku, zasob 1ékii pro hodnoceni a / nebo
srovnavaciho piipravku, které je v rozporu s
protokolem, predstavuje zasadni poruseni této
smlouvy.

4.3 7Zadnd zaruka. Zdravotnické zafizeni bere na
védomi, ze hodnoceny piipravek ma experimentalni
charakter a Ze zadavatel neposkytuje Zadnou zaruku k
hodnocenému pfipravku, at’ uz vyslovnou nebo
piedpokladanou.

4.4 Vlastnictvi hodnoceného ptipravku. Hodnoceny
pfipravek je a zustava vlastnictvim zadavatele.
Zadavatel neud€luje zdravotnickému zafizeni a
hlavnimu zkousejicimu nebo jejich personalu zadna
vyslovna ani pfedpokladanad autorska prava na
hodnoceny pfipravek, ani na zadné metody vyroby
nebo pouziti hodnoceného piipravku.

4.5 Platba za hodnoceny ptipravek nebo srovnavaci
pripravek. Zdravotnické zafizeni nebude subjektu
hodnoceni ani platci tieti strany uctovat naklady na
hodnoceny pfipravek, zasoby 1ékti na hodnoceni a /
nebo srovnavaci pfipravek ani za zadné sluzby
refundované spolecnosti CRO jménem zadavatele
podle této smlouvy.
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5. Financial Arrangements. Compensation for services
provided under this Agreement will be made by way of
payments in accordance with Attachment A (Payment
Terms) and Attachment B (Financial Arrangements
Worksheet). All parties acknowledge that amounts set
forth in Attachment B (Financial Arrangements
Worksheet) represent fair market value of the services
provided by Institution for conducting the Trial to the best
of their knowledge, and has not been determined in any
manner that takes into account the volume or value of any
referrals or other business otherwise generated between
the parties for which payment may be made in whole or
in part under any healthcare program, and the payment
thereof has not been made in exchange for any explicit or
implicit agreement that Institution, Principal Investigator
or Institution Personnel purchase, prescribe, recommend,
provide a favorable formulary status for, or otherwise
arrange for the use of any Sponsor product.

All amounts are inclusive of all direct, indirect, overhead
and other costs, including laboratory and ancillary service
charges, and will remain firm for the duration of the Trial,
unless otherwise agreed in writing by the parties. The
Institution will not directly or indirectly seek or receive
compensation from Trial Subjects or third-party payers
for any material, treatment or service that is required by
the Protocol and provided or paid by CRO on behalf of
the Sponsor, including, but not limited to, Trial Drug,
Trial Medication Supplies, Comparator Drug, Trial
Subject screening, Trial related physician and nurse
services, protocol mandated diagnostic tests, and Trial
Drug and/or Comparator Drug administration.

Once the designated payees have been paid for the
performance of the Trial, neither CRO nor Sponsor shall
have any further obligation or liability whatsoever to pay
Institution or Institution Personnel.

6. Reporting Obligations. Institution acknowledge and
agree 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, in connection with such
Reporting Laws, Institution acknowledge and agree that

5. Finanéni podminky. Odména za sluzby poskytované
dle této smlouvy bude provedena formou plateb podle
ptilohy A (Platebni podminky) a piilohou B (Zaznam
finan¢nich ujednani). VSechny smluvni strany berou na
védomi, ze castky uvedené v priloze B (Zaznam
finan¢nich ujednani) predstavuji spravedlivou trzni
hodnotu za sluzby poskytované zdravotnickym zatfizenim
pii provadéni klinického hodnoceni podle nejlepSich
znalosti a nebyly stanovené zadnym zptisobem, ktery by
zohlednioval objem nebo hodnotu jakychkoliv
zprostifedkovani nebo jiné obchodni ¢innosti jinak
vygenerované mezi smluvnimi stranami, za které muize
byt platba provedena vcelku nebo cCastecné v ramci
jakéhokoli programu zdravotni péce a platba za né nebyla
provedena vymeénou za jakoukoliv vyslovnou ¢i
ptedpokladanou dohodu o tom, ze zdravotnické zafizeni,
hlavni zkousSejici nebo personal zdravotnického zatizeni
budou kupovat, ptredepisovat, doporucovat kterykoliv
ptipravek zadavatele, davat na takovy ptipravek ptiznivy
nazor nebo jinak zajist'ovat jeho pouZzivani.

Vsechny castky zahrnuji vSechny pfimé, nepiimé,
provozni a dalsi naklady, vcetné nakladt na laboratorni
vykony a pomocné sluzby, a béhem celého trvani studie
zistanou pevné, pokud se smluvni strany pisemné
nedohodnou jinak. Zdravotnické zatizeni nebude pfimo
ani nepfimo zadat nebo pfijimat kompenzaci od subjekti
klinického hodnoceni nebo od platct tfetich stran za
material, 1é¢bu nebo sluzby pozadované protokolem a
poskytnuté nebo hrazené spolecnosti CRO, jménem
zadavatele, véetné mimo jiné hodnoceného pripravku,
zasob 1éki pro hodnoceni, srovnavaciho pripravku,
sluzeb poskytovanych l¢kaii a sestrami v souvislosti s
klinickym hodnocenim, diagnostickych testl
stanovenych protokolem a podavani hodnoceného
ptipravku a / nebo srovnavaciho ptipravku.

Po vyplaceni stanovenych piijemct platby za provedeni
klinického hodnoceni nebude mit spole¢nost CRO ani
zadavatel zadné dalsi platebni povinnosti nebo zavazky
viéi zdravotnickému zafizeni nebo jeho personalu.

6. Oznamovaci povinnosti. Zdravotnické zatizeni bere na
védomi a souhlasi s tim, Ze rGzné zakony, predpisy,
nafizeni, smérnice a / nebo odvétvové pozadavky (spolu
»~predpisy o vykazovani“) vyzaduji, aby urcité
spolecnosti ve farmaceutickém primyslu / zdravotnictvi
zvefejnovali informace o platbach a dohodach
uzavienych se zdravotnickymi pracovniky nebo jinymi
fyzickymi a pravnickymi osobami vykonavajicimi
¢innosti v urcitych zemich. Proto v souvislosti s takovymi
piedpisy o vykazovani bere zdravotnické zafizeni na
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information, including but not limited to (as applicable),
(1) name, address, qualifications and medical specialties,
licensure information and number, (ii) information
regarding this Agreement, and (iii) information
concerning all payments, transfers of value, benefits (in
cash or in kind) made to Institution and any member of
Institution Personnel under this Agreement and other
required financial information may be disclosed by CRO
to Sponsor and/or to the relevant Competent Authorities,
including for publication in accordance with the relevant
Reporting Laws including without limitation, as
applicable under Act No. 235/2004 Coll.,, on Value
Added Tax, Act No. 378/2007 Coll., on Pharmaceuticals
and Act No. 586/1992 Coll., on Income Taxes.
Institution shall ensure that the Principal Investigator and
any subinvestigators complete and return to CRO and
Sponsor, in a timely manner, financial certification or
disclosure forms, including required updates, as required
for Sponsor to meet its reporting obligations under such
Reporting Laws. Execution of this Agreement serves as
Institution’s and Principal Investigator’s consent to the
data collection and data processing and disclosure of the
information set forth herein for the purposes stated
herein.

7. Trial Subject Enrollment. Institution has agreed to
enroll Trial Subjects in the Trial in accordance with the
Protocol and in accordance with IEC and Competent
Authority approvals. Sponsor may discontinue Trial
Subject enrollment if the total enrollment needed for a
multi-center Trial has been achieved, if applicable.

8. Informed Consent. Institution shall ensure that the
Informed Consent Form (“ICF”), which must comply
with Applicable Law, as approved by Sponsor, Sponsor’s
Designee (CRO), the IEC and, if required, the Competent
Authority, is properly executed by each Trial Subject
before (i) such Trial Subject is enrolled in the Trial; and
(i1) any personal data of such Trial Subject is processed.

9. Reporting Adverse Events and ICH GCP Breaches.

védomi a souhlasi s tim, Ze informace, véetné (ale nejen)
nasledujicich (pokud je to pouzitelné), (i) jména, adresy,
kvalifikace a Ilékatské specializace, cisla licenci a
informace o licencich, (ii) informace tykajici se této
smlouvy a (iii) informaci tykajicich se vSech plateb,
ptevodi  hodnoty, vyhod (hotovostnich  nebo
materiadlnich) poskytnutych zdravotnickému zatizeni a /
nebo hlavnimu zkouSejicimu a jakémukoliv ¢lenu
personalu zdravotnického zatizeni podle této smlouvy a
dalsi pozadované finan¢ni udaje, mtize spole¢nost CRO
poskytnout zadavateli a / nebo ptislusnému organu, i na
zvetejnéni v souladu s pfislusnymi piedpisy o vykazovani
véetng, ale bez omezeni, podle ustanoveni zakona ¢.
235/2004 Sb., o dani z pfidané hodnoty, zakona ¢.
378/2007 Sb., o 1é¢ivech a zakona ¢. 586/1992 Sb., o
danich z piijmt. Zdravotnické zatizeni zajisti, aby hlavni
zkousejici a vSichni spoluzkousejici v€as vyplnili a vratili
spole¢nosti CRO a zadavateli pozadované finanéni
potvrzeni nebo formulafe s finanénimi informacemi,
véetn¢ pozadovanych aktualizaci, aby zadavatel splnil
své oznamovaci povinnosti podle téchto piedpisii o
vykazovani. Podpis této Smlouvy slouzi jako souhlas
zdravotnického zafizeni a hlavniho zkousejiciho se
sbérem dat a zpracovanim a zvefejiiovanim informaci zde
uvedenych pro ucely uvedené v tomto dokumentu.

7. Zatazeni subjektt klinického hodnoceni. Jak
zdravotnické zafizeni, tak i hlavni zkouSejici se zavazali
zatadit subjekty klinického hodnoceni do klinického
hodnoceni v souladu s protokolem a schvalenimi NEK a
piislusného organu. Zadavatel mize zastavit zafazovani
subjektii do klinického hodnoceni, pokud se dosahne
celkovy pocet zatazenych subjektd potfebny pro
multicentrické klinické hodnoceni.

8. Informovany souhlas. Zdravotnické zafizeni zajisti,
aby formulat informovaného souhlasu (,,ICF*) — ktery
musi byt v souladu s platnymi pravnimi piedpisy a musi
byt schvalen zadavatelem, zastupcem zadavatele
(spole¢nosti CRO), NEK, a pokud je to nutné, ptislusnym
organem — byl fadné podepsany kazdym subjektem
klinického hodnoceni(i) pied zafazenim takového
subjektu do klinického hodnoceni; a (ii) pred
zpracovanim jakychkoli osobnich udaji takového
subjektu klinického hodnoceni.

9. HlaSeni nezadoucich piihod a poruseni ICH GCP.

Institution will report adverse events experienced by Trial
Subjects and ICH GCP breaches at any time in
accordance with instructions in the Protocol and
Applicable Law and with sufficient time to allow Sponsor
and/or Sponsor Designee (CRO) to meet its reporting
obligations under Applicable Law. Except as otherwise
required by Applicable Law, Sponsor and CRO shall be
responsible for making appropriate regulatory

Zdravotnické zafizeni a hlavni zkousSejici budou vzdy
hlasit nezadouci piihody, které nastanou u subjekti
hodnoceni, a poruseni smémic ICH GCP v souladu s
pokyny uvedenymi v protokolu a platnymi pravnimi
piedpisy a poskytnou dostateény Cas, aby zadavatel a /
nebo zastupce zadavatele (spolecnost CRO ) mohli splnit
své oznamovaci povinnosti podle platnych pravnich
piedpisti. Pokud to platné pravni piedpisy nevyzaduji

Pl:_| Institution: VSeobecna fakultni nemocnice v Praze | Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802

Doc Name: Czech Republic INST Bipartite CTA | Doc Final: 31Jul2019

EUI-1202182989v1

Page 8 of 35



TMIKULKA
Highlight


Confidential / Duvérné

notifications as required under Applicable Law as regards
such adverse events and ICH GCP breaches. Institution
through Principal Investigator shall cooperate with
Sponsor and CRO with regard to any such notifications
and any regulatory investigations or proceedings that may
result or be required with respect thereto.

10. Personal Data. The parties shall comply and will
ensure compliance by the individuals appointed by the
Institution for this Trial with Applicable Law, including
without limitation, the provisions of the GDPR as regards
the confidentiality, privacy and security of any personal
data that is processed in application of this Agreement.

10.1 Processing of Trial Subjects’ Personal Data.
Institution will comply with Applicable Law,
including without limitation, the provisions of the
GDPR, in relation to the processing of each Trial
Subject’s personal data which will enable Institution
to provide Sponsor, acting as data controller in this
respect, and other persons and entities designated by
Sponsor the collection, processing, use, disclosure,
storage and transfer of, completed case report forms
(“CRFs”), source documents and all other information
required by the Protocol. The information transmitted
by the Institution to the Sponsor shall not include the
identity of the patients included in the Trial, these
being only identified by codes which do not allow the
identification of the Trial Subjects.

11. Confidential Information. During the course of the
Trial, Institution 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 and CRO, or developed for
Sponsor and CRO, Inventions, 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 and CRO, commercialization and
Trial strategies, trade secrets and know-how disclosed
by Sponsor to Institution directly or indirectly,
whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

jinak, zadavatel a spole¢nost CRO jsou zodpovédni za
zasilani ptislusnych regula¢nich oznameni dle pozadavku
platnych pravnich predpist, tykajicich se takovych
nezadoucich udalosti a poruseni ICH GCP. Hlavni
zkouSejici musi spolupracovat se zadavatelem a
spolecnosti CRO v souvislosti se vSemi takovymi
sdélenimi a vSemi vySetfovanimi nebo fizenimi
regula¢nich organu, které mohou z nich vyplynout nebo
budou byt vyzadovany ve vztahu k nim.

10. Osobni tdaje. Smluvni strany budou jednat v souladu,
a zajisti, aby osoby jmenované zdravotnickym zafizenim
pro ucely tohoto klinického hodnoceni, dodrzovaly platné
pravni piedpisy, véetn€, bez omezeni, ustanoveni GDPR
tykajici se duvérnosti, ochrany osobnich udaji a
zabezpeceni vSech osobnich udajl, které se zpracovavaji
pfi provadéni této smlouvy.

10.1 Zpracovani osobnich udaju subjektd klinického
hodnoceni. Zdravotnické zafizeni bude postupovat v

souladu s platnymi pravnimi pifedpisy véetné, bez
omezeni, ustanoveni GDPR, ve vztahu ke zpracovani
osobnich udaji  kazdého subjektu klinického
hodnoceni, coz umozni zdravotnickému zatizeni, aby
poskytovalo zadavateli, ktery v tomto smyslu ptisobi
jako spravce udaji, a jinym osobam a pravnim
subjektim uréenym zadavatelem ke shromazd’ovani,
zpracovani, pouzivani, poskytovani, uchovavani a
ptenos vyplnénych formulaiti subjektt klinického
hodnoceni (dale jen ,,CRF*), zdrojovych dokumenti a
vSech ostatnich udaju vyzadovanych protokolem.
Udaje pfedavané zdravotnickym zafizenim zadavateli
nesm¢ji obsahovat totoznost pacientl zatazenych do
klinického hodnoceni, pficemz tito jsou identifikovani
kédy, které neumoznuji identifikaci  subjektt
klinického hodnoceni.

11. Dvérné informace V pribéhu klinického hodnoceni
muize zdravotnické zafizeni ziskavat nebo vytvaret
informace, které jsou divérmnymi informacemi zadavatele
nebo jeho ptidruzené strany.

11.1 Definice. S vyjimkou nize uvedenych omezeni
zahrnuji davémé informace vSechny informace
poskytnuté zadavatelem nebo spole¢nosti CRO nebo
vytvorené pro zadavatele nebo pro spole¢nost CRO,
vynalezy a vSechny udaje shromazdéné v pribéhu
klinického hodnoceni, zahrnujici zejména vysledky,
zpravy, technické a ekonomické informace, existenci
nebo podminky této smlouvy o klinickém hodnoceni
nebo jinych smluv uzavienych se zadavatelem a
spolecnosti CRO, komercializaci a  strategii
klinického hodnoceni, obchodni tajemstvi a know-
how zpfistupnéné zadavatelem zdravotnickému
zafizeni a / nebo hlavnimu zkouSejicimu piimo ¢i
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11.2 Exclusions. Confidential Information does not
include information that is in the public domain prior
to disclosure by Sponsor or CRO; becomes part of the
public domain during the term of this confidentiality
obligation by any means other than breach of this
Agreement by Institution; is already known to
Institution at the time of disclosure and is free of any
obligations of confidentiality; or is obtained by
Institution, 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 its prior written consent, Institution shall not
use Confidential Information for any purpose other
than that authorized in this Agreement, nor shall
Institution disclose Confidential Information to any
third party except as authorized in this Agreement or
as required by Applicable Law. Disclosure of
Confidential Information to the IEC or to the
Competent Authority/(ies) is specifically authorized
where required under Applicable Law.

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, and to the extent
permitted by Applicable Law, Institution notifies
Sponsor in writing as far as possible in advance of the
disclosure so as to allow Sponsor, also to the extent
permitted by Applicable Law, to take legal action to
protect its Confidential Information, discloses only
that Confidential Information required to comply with
the legal requirement, and continues to maintain the
confidentiality of this Confidential Information with
respect to all other third parties.

11.5 Survival of Obligations. For Confidential
Information, and without prejudice to the obligations
regarding personal data set out herein, 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 ten (10)
years after termination or the longer period as maybe
dictated by Applicable Law.

11.6 Return of Confidential Information. If requested
by Sponsor or CRO in writing, Institution will return
all Confidential Information, as well as all written
material which incorporates any Confidential

nepiimo, v pisemné, eclektronické, ustni nebo
obrazové formé, nebo vzniklé v ramci této smlouvy.

11.2 Vyjimky. Duvérné informace nezahrnuji
informace, které jiz byly vefejné ptistupné pred jejich
pfedanim zadavateli nebo spolec¢nosti CRO, staly se
vetejné pristupnymi v prubéhu trvani tohoto zavazku
davérnosti jinym zplsobem neZz porusenim této
smlouvy zdravotnickym zafizenim, jsou jiz znamy
zdravotnickému zatizeni v okamziku jejich pfedani a
nepodléhaji  zavazkim  ddvérnosti nebo je
zdravotnické zaftizeni ziska bez zavazki divérnosti od
tieti strany, kterda ma zdkonné pravo na jejich
zvetejnéni.

11.3 Zavazky zachovani divérnosti informaci. Bez
ptedchoziho pisemného schvaleni zadavatele nesmi
zdravotnické zafizeni pouZzivat diveérné informace k
jakymkoliv jinym uceliim, nez k jakym jej opraviiuje
tato smlouva, a nesmi je sd¢lovat tfetim stranam
kromé pripadd, ke kterym jej opraviiuje tato smlouva
nebo které jsou pozadovany platnymi pravnimi
predpisy. Poskytnuti diivérmych informaci NEK nebo
ptislusnému (pfislusnym) organu (organtim) vyslovné
povoluje tam, kde to platné pravni predpisy pozaduji.

11.4 Sdéleni divérnych informaci vyzadované ze
zakona. Jestlize je ze zakona vyzadovano sdéleni
davérnych informaci nad ramec toho, co je vyslovné
schvaleno v této smlouvé, takové sd¢leni
nepiedstavuje poruSeni smlouvy, pokud, v rozsahu
povoleném platnymi pravnimi predpisy, o ném
zdravotnické zafizeni pisemné informuje zadavatele v
co mozna nejvetsim predstihu, aby zadavatel, v
rozsahu povoleném platnymi pravnimi piedpisy, mohl
podniknout zakonné kroky k ochrané svych
davérnych informaci, sd€li pouze divérné informace
nutné ke splnéni zakonného pozadavku a zachova
davérnost téchto divérnych informaci ve vztahu ke
vSem ostatnim tfetim strandm.

11.5 Platnost zavazkti po ukonceni smlouvy. Tyto
zavazky nepouzivat a nezvefejnovat daveérné
informace, bez ohledu na zde uvedené zavazky
tykajici se osobnich udaji, jinych nez tudaju
klinického hodnoceni (definované nize), a tdaji z
analyz biologickych vzorkti (definovanych nize),
zustanou v platnosti deset (10) let po ukonceni této
smlouvy nebo déle, pokud tak pozaduji platné pravni

predpisy.

11.6 Vraceni duvérnych informaci. Pokud o to
zadavatel nebo spolecnost CRO pisemné pozadaji,
zdravotnické zafizeni vrati na naklady zadavatele
vSechny divérné informace a vSechny pisemné
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Information, at Sponsor’s expense, except that
required to be retained and archived at the Trial site
by Applicable Law. However, Institution may retain a
single archival copy of the Confidential Information
for the sole purpose of determining the scope of
obligations incurred under this Agreement, which
copy shall continue to be bound by this Section 11.

11.7 Processing of Personal Data by the Parties.

a. Both prior to and during the course of the Trial,
the  Principal  Investigator = and  other
employees/contractors, representatives and/or
agents of the Institution may be called upon to
provide personal data to CRO and/or Sponsor. For
the Principal Investigator, this personal data may
include names, contact information, work
experience and professional qualifications,
publications, resumes, educational background
and information relating to payments made
pursuant to this Agreement. For other
employees/contractors, representatives and/or
agents of the Institution, this data may include
names and contact information. Such data may be
processed and stored electronically by CRO and
Sponsor and/or transferred to third parties (situated
throughout the world) for the following purposes:

(1) the conduct of clinical trials;

(2) verification by government or regulatory
authorities, the Sponsor, CRO, and their agents
and affiliates;

(3) compliance with legal and regulatory
requirements;

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

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

(6) anti-corruption compliance.

Institution confirms that the Principal Investigator
and its employees consent to provide such personal
data to CRO and/or Sponsor to be electronically
stored by CRO and/or Sponsor for CRO and/or
Sponsor to transfer to the identified third parties as

materidly obsahujici divérné informace, s vyjimkou
informaci, které musi podle platnych pravnich
predpisii ztistat na pracovisti klinického hodnoceni.
Zdravotnické zafizeni si vS§ak mulZe ponechat jednu
archivni kopii didvérnych informaci vyhradné za
ucelem stanoveni rozsahu zavazkl vyplyvajicich z
této smlouvy, pfi¢emz na tuto kopii se bude nadale
vztahovat bod 11.

11.7 Zpracovani osobnich udaju stranami.

a. Hlavni zkousSejici a dal§i zaméstnanci/smluvni
partneti, predstavitelé a/nebo zastupci
zdravotnického zatizeni mohou byt pied i béhem
klinického hodnoceni vyzvani, aby spoleCnosti
CRO a/nebo zadavateli poskytli osobni udaje. Pro
hlavniho zkousejiciho tyto idaje mohou zahrnovat
jména, kontaktni informace, pracovni zkuSenosti a
profesni  kvalifikaci, publikace, Zivotopisy,
vzdélani a informace o platbach hrazenych dle této
smlouvy. Pro ostatni zaméstnance/smluvni
partnery,  piedstavitele a/nebo zastupce
zdravotnického zafizeni, tyto udaje mohou
zahrnovat jména a kontaktni informace. Takové
udaje mohou byt zpracovavany a uchovavany
spole¢nosti CRO nebo zadavatelem v elektronické
podobé, a / nebo mohou byt pievadény tretim
stranam (nachazejicim se kdekoliv na svété) k
nasledujicim uceliim:

(1) provadeéni klinickych hodnoceni,

(2) ovéfeni ze strany statnich nebo kontrolnich

organd, zadavatele, spolecnosti CRO a jejich

zastupcu a pridruzenych osob,

(3) dodrzovani
pozadavka,

zakonnych a regulatornich

(4) zvetejnéni v databazi
www.clinicaltrials.gov a dalSich internetovych
strankach a / nebo databazich, které slouzi
srovnatelném ucelu,

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

(6) dodrzovani protikorup¢nich predpist.

Zdravotnické  zafizeni potvrzuje, Ze jeho
zaméstnanci souhlasi s poskytnutim takovych
osobnich udaji spole¢nosti CRO, aby je mohla
uchovavat v elektronické podobé¢ a prevadét
identifikovanym tfetim stranam, jak je uvedeno
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outlined above.

b. Institution shall process personal data relating to
CRO’s and Sponsor’s employees only to the
extent, and in such a manner, as is necessary for
the purposes of this Agreement and shall not
process such personal data for any other purpose.
Institution shall not transfer personal data relating
to CRO’s or Sponsor’s employees to a third party
without the prior written consent of CRO or
Sponsor, as applicable.

c. Each party warrants that it will take appropriate
technical and organizational measures against the
unauthorized or unlawful processing of personal
data and against the accidental loss or destruction
of, or damage to, personal data.

12. Trial Data, Biological Samples, and Records.

12.1 Trial Data. During the course of the Trial,
Institution, Principal Investigator and Institution
Personnel will collect and submit certain data to
Sponsor or its agent, as specified in the Protocol. This
includes source documentation with the exception of
medical records (health records) as defined in Article
11.2, 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, FA, FP, SD-
OCT, Specular Microscopy, or other types of medical
images, ECG, EEG, or other types of tracings or
printouts, or data summaries (collectively, “Trial
Data”). Institution will ensure accurate and timely
collection, recording, and submission of Trial Data in
a format and method that is reasonably acceptable to
Sponsor and CRO.

In the sense of Art. 10.1. The data transmitted by
Institution to the Sponsor shall not identify the patients
included in the Trial, identifying by codes that do not
allow the identification of the subjects of the Trial. The
personal patient data or other information will be
available for Sponsor and other authorized persons
that would identify the patient only on the basis of the
prior written consent of the patient concerned and,
specified in this consent. Sponsor or CRO undertakes
to provide the Principal Investigator with a template of
Patient Informed Consent Form that meets all of the

vyse.

b. Zdravotnické zatizeni bude zpracovavat osobni
udaje o zaméstnancich spole¢nosti CRO pouze v
rozsahu a zpilisobem, které jsou nezbytné pro
naplnéni ucelu této smlouvy a nesmi takové osobni
udaje zpracovavat k zadnému jinému ucelu.
Zdravotnické zafizeni nepievede osobni udaje
zam&stnanct spolecnosti CRO nebo zadavatele
bez piedchoziho pisemného souhlasu spole¢nosti
CRO nebo zadavatele na zZadnou treti stranu.

c. Kazda smluvni strana zarucuje, Ze piijme
odpovidajici technicka a organiza¢ni opatieni proti
neopravnénému nebo nezakonnému zpracovani
osobnich tidaji a proti ndhodné ztrate, zniceni nebo
poskozeni osobnich udaju.

12. Udaje klinického hodnoceni, vzorky biologického
materialu a zdznamy.

12.1 Udaje _ klinického hodnoceni. V  priibéhu
klinického hodnoceni budou zdravotnické zatizeni a
hlavni zkousejici shromazd'ovat a piedkladat urcité
udaje zadavateli nebo jeho zastupci, jak je uvedeno v
protokolu. Patfi sem zdrojovda dokumentace
s vyjimkou zdravotnické dokumentace (zdravotni
zdaznamy), jak je definovano v ¢l. 11.2., formulaie
CRF (nebo jejich ekvivalent) nebo elektronické
zaznamy udaji a dale vSechny dalsi dokumenty a
materidly vytvotené pro klinické hodnoceni, které
musi byt pfedlozeny zadavateli nebo jeho zastupci,
napf. rentgenové snimky, MRI snimky, FA, FP, SD-
OCT, vysledky spekularni mikroskopie nebo jiné typy
snimk ziskanych pfi zobrazovacich postupech, EKG,
EEG nebo jiné typy zaznami nebo vytiskil vysetfeni
nebo souhrny udaji (spolecné jako ,,udaje klinického
hodnoceni®). Zdravotnické zafizeni zajisti pfesné a
vCasné shromazd’ovani, zaznamenani a predkladani
udaju klinického hodnoceni ve formatu a zptsobem
pifiméfené piijatelnym pro zadavatele a spole¢nost
CRO.

Ve smyslu ust. ¢l. 10.1 nesmé&ji udaje predavané
zdravotnickym zafizenim  zadavateli obsahovat
totoznost pacientl zatazenych do klinického
hodnoceni, pricemz tito jsou identifikovani kody,
které neumoznuji identifikaci subjektl klinického
hodnoceni. Zadavateli, a jinym poveéfenym osobam,
budou zpfistupnény osobni udaje tykajici se pacientd
nebo jiné informace, na zakladé kterych by bylo
mozné identifikovat pacienta, pouze na zakladé
predchoziho pisemného souhlasu ptislusného pacienta
(a nebude-li tento souhlas odvolan) a pouze v rozsahu
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above requirements. The content of such consent is the
sole responsibility of the Sponsor.

a. Ownership of Trial Data. Sponsor is the
exclusive owner of all Trial Data, without
prejudice to the personal data protection rules, and
shall have exclusive rights to utilize such Trial
Data as it deems fit, including in connection with
any regulatory submissions and applications,
publications and any commercialization efforts it
or its designees may undertake regarding the Trial
Drug or as a result of the Trial. Institution shall and
shall cause Institution Personnel to fully cooperate
with Sponsor, including executing any additional
documents as necessary in furtherance of
Sponsor’s rights hereunder. Institution shall take
reasonable and customary precautions, including
periodic backup of computer files, to prevent the
loss or alteration of any Trial Data.

b. Medical Records. Original 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. All information and data generated in
the performance of this Trial shall be owned by
Sponsor, other records are owned by the
Institution.

c. Processing and Transfer of Data Identifiers.
Each party represents and warrants that procedures
compatible with relevant data protection laws and
regulations, including the GDPR in the EEA, will
be employed so that processing and transfer of
such data identifiers will not be impeded to the
maximum extent permitted by Applicable Law.

12.2 Biological Samples. If so specified in the
Protocol, Institution may collect and provide to
Sponsor or its designee blood, fluid and/or tissue
samples collected from Trial Subjects (“Biological
Samples”). All Biological Samples shall be the sole
property of Sponsor.

stanoveném timto souhlasem. Zadavatel nebo
spoleénost CRO se =zavazuji predat hlavnimu
zkousejicimu pro ucely klinického hodnoceni vzorovy
informovany souhlas, ktery spliuje veskeré vyse
uvedené pozadavky. Obsah takového souhlasu je
vylu¢nou odpovédnosti zadavatele.
a. Vlastnictvi udaji  klinického hodnoceni.
Vyhradnim vlastnikem vSech udaji klinického
hodnoceni je zadavatel, bez ohledu na pravidla
ochrany osobnich udajii. Zadavatel ma vylu¢na
prava na vyuzivani téchto udaju klinického
hodnoceni podle vlastniho uvazeni, a to i v
souvislosti s jakymikoliv regulacnimi podénimi a
zadostmi, publikacemi a jakymkoli tsilim o
obchodni pouziti, které mohou on nebo jeho
zastupci vynalozit v souvislosti se hodnocenym
ptipravkem nebo jako vysledek klinického
hodnoceni. Zdravotnické zafizeni musi, a zajisti,
ze personal zdravotnického zafizeni bude plné
spolupracovat se zadavatelem vcetn¢ podpisu
jakychkoliv dodate¢nych dokumentti potfebnych
pro podporu prav zadavatele podle tohoto
dokumentu. Zdravotnické zafizeni pfijme vhodna
a obvykla bezpecnostni opatieni v¢etné pravidelné
zalohy pocitacovych souborti, aby se zabranilo
ztrat€ nebo zmeéne jakychkoliv dat klinického
hodnoceni.

b. Zdravotni zédznamy. Origindlni zdravotni
zaznamy subjektd klinického hodnoceni, které se
nepiedkladaji zadavateli, mohou obsahovat stejné
informace, jaké jsou obsazeny v tidajich klinického
hodnoceni. Zadavatel si vSak na tyto dokumenty
necini vlastnicky narok. VSechny informace a
udaje vytvorené pii provadéni tohoto klinického
hodnoceni budou vlastnictvim zadavatele, ostatni
zaznamy jsou vlastnictvim  zdravotnického
zafizeni.

c. Zpracovani a predavani datovych identifikatora.
Ob¢ smluvni strany prohlasuji a zarucuji, ze budou
pouzivat postupy, které jsou v souladu s pravnimi
predpisy na ochranu osobnich tdaji, véetné¢ GDPR
v EHP, aby nedoSlo k ohrozeni zpracovani a
pfedavani téchto datovych identifikatort, a to v
maximalnim rozsahu povoleném platnymi
pravnimi predpisy.

12.2 Vzorky biologického materialu. Pokud tak
stanovi protokol, zdravotnické zafizeni miize odebirat
a poskytovat zadavateli nebo jeho zastupci krevni
vzorky, vzorky tekutin a / nebo tkané od subjektt
klinického hodnoceni (dale jen ,,vzorky biologického
materialu®). VSechny vzorky biologického materialu
budou vyluénym vlastnictvim zadavatele.
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a. Use. Institution will not use Biological Samples
collected under the Protocol in any manner or for
any purpose other than that described in the
Protocol.

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

12.3 Records. Institution will retain all records and
documents pertaining to the Trial under storage
conditions conducive to their stability and protection,
for the longest of: (i) fifteen (15)years after
termination of the Trial in the Institution unless
Sponsor authorizes, in writing, earlier destruction; or
(ii) as otherwise required by Applicable Law. At the
end of the retention period, the records will be
destroyed in accordance with applicable legal
regulations unless Parties agree otherwise. Institution
further agrees to permit Sponsor to ensure that the
records are retained for a longer period if necessary, at
Sponsor’s expense, under an arrangement that
protects the confidentiality of the records (e.g., secure
off-site storage) to the maximum extent permitted
under Applicable Law. In case Sponsor is interested
in further archiving of documentation, it is obliged to
send a written request to Institution at least two
months before the expiration of agreed period of
archiving and Institution will ensure further archiving
on Sponsor’s expense, or Institution will hand the
documentation over to Sponsor.

13. Inspections and Audits.

13.1 Access. Upon reasonable request, Sponsor,
authorized representatives of Sponsor, and/or
authorized representatives of the European Medicines
Agency (“EMA”), IEC and Competent Authorities,
may, during and after the Trial, during regular
business hours perform inspections, monitoring
and/or audits to verify that the Trial is being conducted
in accordance with the Protocol and Applicable Law,
including without limitation to: (i) examine and copy

a. Pouziti. Zdravotnické zafizeni nepouzije vzorky
biologického materialu odebrané podle protokolu
zadnym jinym zptsobem nebo pro zZadny jiny tcel,
neZ jak je uvedeno v protokolu.

b. Udaje ze vzorki. Zadavatel nebo osoby jim
uréené provedou testy biologickych vzorki, jak je
uvedeno v protokolu. Pokud protokol neuvadi
jinak, zadavatel neposkytne vysledky téchto testi
(dale jen ,udaje ze vzorki®) zdravotnickému
zafizeni nebo subjektu klinického hodnoceni. S
udaji ze vzorkt bude nakladano stejné jako s udaji
klinického hodnoceni, a proto jestlize zadavatel
poskytne vysledky vzorkli  zdravotnickému
zafizeni, budou se na tyto udaje vztahovat
povolené zplsoby pouziti Udaji  klinického
hodnoceni (a osobnich udaji, pokud je to
aplikovatelné), jak jsou uvedeny v této smlouve.

12.3 Zaznamy. Zdravotnické zafizeni a hlavni
zkousejici uchovaji vSechny zaznamy a dokumenty
klinického hodnoceni za skladovacich podminek
podporujicich jejich stabilitu a ochranu po dobu: (i)
patnacti (15) let po ukonceni klinického hodnoceni ve
zdravotnickém zafizeni (pokud zadavatel pisemné
neschvali diivéj§i zniCeni) nebo (ii) po dobu
pozadovanou platnymi pravnimi ptedpisy, dle toho,
co je delsi. Po ukonceni doby archivace budou
zaznamy skartovany v souladu s piislusnymi pravnimi
piedpisy, pokud se smluvni strany nedohodnou jinak.
Zdravotnické zafizeni se dale zavazuje, ze zadavateli
na jeho naklady umozni zajistit v piipad¢ potieby
uschovu na del$i obdobi a smluvné sjednat ochranu
davérnosti zaznamid (napf. bezpeénym uloZenim
mimo mista provadéni hodnoceni) v maximalnim
rozsahu povoleném platnymi pravnimi pitedpisy.
V ptipadé, Ze ma zadavatel zdjem na dal$i archivaci
dokumentace, je povinen svij pozadavek uplatnit
pisemné u zdravotnického zafizeni nejméné dva
mésice pred uplynutim sjednané doby archivace a
zdravotnické zafizeni dal$i archivaci na naklady
zadavatele zajisti, popf. mu dokumentaci vyda.

13. Kontroly a audity.

13.1 Piistup. Na zakladé ptfimétené zadosti bude
zadavateli, opravnénym zastupcum zadavatele a/nebo
opravnénym zastupcim Evropské agentury pro 1é¢ivé
ptipravky (,EMA®), NEK a pfislusnych organt
béhem a po skonceni klinického hodnoceni béhem
standardni pracovni doby umoZnéno provadét
kontroly, monitorovani a / nebo audity s cilem ovéfit,
ze klinické hodnoceni se provadi v souladu s
protokolem a platnymi pravnimi pfedpisy, a bude jim
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all CRFs and other Trial records (including Trial
Subject records and medical charts, Trial Subject ICF
documents and Trial Drug and Comparator Drug
receipt and disposition logs) with exception of
copying source documentation. With regard to the
source documents, it’s allowed to review, inspect for
quality and completeness and comparison of source
documentation to the data entered in the data
collection tools to be transferred for analysis by
Sponsor, authorized representatives of Sponsor,
and/or authorized representatives of the European
Medicines Agency (“EMA”), IEC and Competent
Authorities (ii) examine and inspect the facilities and
other activities relating to the Trial; and (iii) observe
the conduct of the Trial.

13.2 Notice. Institution shall: (i) promptly inform
Sponsor and CRO, of any effort or request by the
Competent Authorities or other persons to inspect or
contact the Institution or Institution Personnel with
regard to the Trial; (ii) provide Sponsor and CRO,
with a copy of any communications sent by such
authorities and persons; and (iii) provide Sponsor and
CRO, the opportunity to participate in any proposed
or actual responses by Institution to such
communications and to make reasonable efforts to
ensure that Sponsor and/or CRO, may be present or
represented during any such visit.

13.3 Cooperation. To the maximum extent permitted
under Applicable Law, Institution will ensure the full
cooperation of the Institution Personnel, IEC and/or
Competent Authorities with any such inspection,
monitoring and audits and will ensure timely access to
applicable records and data. Institution will promptly
resolve any discrepancies that are identified between
the Trial Data and the Trial Subject’s medical records.

14. Inventions.

14.1 It is recognized and understood that the existing
inventions, technologies and intellectual property of
Institution, Sponsor or CRO are their separate
property, respectively, and are not affected by this
Agreement, and none of them shall have any claims to
or rights in such existing inventions, technology or
intellectual property of the others.

14.

umoznéno, krom¢ jiného: (i) nahlizet do vSech CRF a
dalSich zaznamt klinického hodnoceni (vCetné
zaznamu subjektt klinického hodnoceni a zdravotnich
zaznamu, formulafd informovaného  souhlasu
subjekti klinického hodnoceni, zdznaml pfijeti a
manipulace s hodnocenym pfipravkem a srovnavacim
ptipravkem) a pofizovat jejich kopie, s vyjimkou
kopirovani zdrojové dokumentace. Pokud jde o
zdrojové dokumenty, je dovoleno piezkoumavat,
kontrolovat kvalitu a tiplnost a porovnavat zdrojovou
dokumentaci s tdaji vlozenymi do nastroji pro
shromazd’ovani udaji, které budou predany k analyze
zadavateli, opravnénym zastupctiim zadavatele a/nebo
opravnénym zastupcim Evropské agentury pro 1é¢ivé
ptipravky (,,EMA®), NEK a prislusnych organt (ii)
prohlizet a kontrolovat zafizeni a dal$i Cinnosti
souvisejici s klinickym hodnocenim a (iii) sledovat
provadéni klinického hodnoceni.

13.2 Oznameni. Zdravotnické zafizeni je povinno: (i)
co nejdiive uvédomit zadavatele a spole¢nost CRO o
pokusu nebo zadosti piisluSnych organti nebo jinych
osob o kontrolu zdravotnického zafizeni nebo
personalu zdravotnického zafizeni ve véci klinického
hodnoceni; (ii) poskytnout zadavateli a spole¢nosti
CRO kopie veskerych sd€leni zaslanych témito
organy a osobami a (iii) poskytnout zadavateli nebo
spole¢nosti CRO pfilezitost podilet se na jakychkoliv
navrhovanych nebo uskute¢nénych odpovédich
podanych zdravotnickym zafizenim na takova sdéleni
a vynalozit pfimétené usili, aby mohl byt zadavatel
piitomen nebo zastoupen spole¢nosti CRO pti takové
navsteve.

13.3 Spoluprace. V maximalnim rozsahu povoleném
platnymi pravnimi pfedpisy, zdravotnické zafizeni
zajisti plnou spolupraci personalu zdravotnického
zatizeni, ¢lent NEK a/nebo pfislusného organu pii
takové kontrole, monitoringu a auditech a v¢asny
pfistup k pfislusnym zdznamim a 0dajum.
Zdravotnické zafizeni musi neprodlen¢ fesit jakékoliv
nesrovnalosti  shledané v  0dajich  klinického
hodnoceni a zdravotnich zaznamech subjektl
klinického hodnoceni.

Vynalezy.

14.1 Uznava se a rozumi se, zZe stavajici vynalezy,
technologie a duSevni vlastnictvi zdravotnického
zafizeni, zadavatele nebo spolecnosti CRO jsou jejich
samostatnym vlastnictvim a nejsou dotCeny touto
smlouvou a zadny z nich nesmi vznaset naroky ani si
uplatiiovat prava na takové stavajici vynalezy,
technologie nebo dusevni vlastnictvi ostatnich.
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14.2 As used in this Agreement, “Invention” means
any discovery, invention or technology, whether
patentable or not, that is conceived or is first reduced
to practice as a result of conducting the Trial, use of
the Trial Drug, or use of Confidential Information,
together with all intellectual property rights relating
thereto, whether registered or unregistered, existing
anywhere in the world. Institution agrees and
acknowledges that Sponsor shall own all right, title,
and interest in and to all Inventions.

14.3 Institution will promptly inform Sponsor of all
Inventions conceived or made, including those
conceived or made by Institution Personnel.
Institution will assign all interest in any such
Invention to Sponsor, free of any obligation or
consideration beyond that provided for in this
Agreement. Institution will provide reasonable
assistance to Sponsor in filing and prosecuting any
patent applications relating to Inventions, or taking
such other actions as Sponsor deems necessary for
Sponsor to obtain such ownership and to apply for,
secure, and maintain patent or other proprietary
protection of Inventions, at Sponsor’s expense.

14.4 Institution represents that each of the Institution
Personnel who are Institution employees or agents
performing any part of the Trial, including without
limitation,  Principal  Investigator and any
subinvestigators, have an obligation, contractual or
otherwise, to assign all inventions and intellectual
property rights therein created, discovered, or
generated by such individuals as a direct result of
performing the Trial during the term of this

Agreement to Institution, and Institution shall
promptly obtain such assignments.
15. Publication. Sponsor will be the primary

representative for clinical data publication. No data from
this Trial will be published or presented in public without
explicit and prior written approval from the Sponsor.

16. Publicity. No party will use the name of another party
or any of its employees for promotional or advertising
purposes without written permission of the other party.
However, Sponsor reserves the right to identify the
Institution 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

14.2 Pojem ,,vynalez“, tak, jak se pouziva v této
smlouveé, znamena jakykoliv objev, vynalez nebo
technologii, at’ uz patentovatelny nebo ne, ktery je
vytvoren nebo poprvé uveden do praxe jako vysledek
provadéni klinického hodnoceni, pouziti
hodnoceného piipravku nebo pouziti davérnych
informaci, spolu se vSemi souvisejicimi pravy
duSevniho vlastnictvi, at’ jiz registrovanymi nebo
neregistrovanymi, kdekoliv na svété. Zdravotnické
zafizeni souhlasi a uznava, ze zadavatel ma vSechna
prava, naroky a podily na vSech vynalezech.

14.3 Zdravotnické  zafizeni bude  zadavatele
neprodlené informovat o vSech vynalezech, které byly
vytvofeny nebo vyrobeny, vetné téch, které byly
vytvoreny nebo vyrobeny personalem zdravotnického
zafizeni. Zdravotnické zafizeni postoupi veskeré
naroky ke kazdému takovému vynalezu na zadavatele
bez jakychkoliv dalSich zavazkli nebo tthrad kromé
téch, které zaruCuje tato smlouva. Hlavni zkousSejici
poskytne zadavateli na naklady zadavatele
pfiméfenou pomoc pii podavani patentovych
pfihlasek ve vztahu k vynaleziim, nebo pfijme jina
opatieni, ktera zadavatel povazuje za nezbytna, aby
zadavatel mohl na vlastni naklady nabyt takové
vlastnictvi a pozadat o patent nebo jinou patentovou
ochranu vynalezii, a udrzet si je.

14.4 Zdravotnické zafizeni prohlasuje, Ze vSichni
¢lenové personalu zdravotnického zafizeni, ktefi jsou
zaméstnanci nebo zastupci zdravotnického zafizeni, a
kteti vykonavaji  jakoukoliv ¢ast klinického
hodnoceni, v€etné mimo jiné hlavniho zkousejiciho a
jakychkoliv spoluzkousejicich, maji smluvni nebo
jinou povinnost postoupit vSechna prava na vynalezy
a prava dusevniho vlastnictvi, vytvofené, objevené
nebo vygenerované témito osobami v piimém
dasledku provadéni hodnoceni béhem platnosti této
smlouvy, na zdravotnické zafizeni a zdravotnického
zatizeni neprodlen¢ zajisti takové postoupeni.

15. Publikovéani. Zadavatel bude primarnim zastupcem
pro publikovani klinickych udaji. Zadné tidaje z tohoto
klinického hodnoceni nebudou zvefejnény ani
prezentovany na vefejnosti bez vyslovného piedchoziho
pisemného souhlasu zadavatele.

16. Publikace. Zadna ze stran nepouzije jméno druhé
strany ani zadného z jejich zaméstnanci pro ucely
reklamy a propagace bez pisemného svoleni druhé strany.
Zadavatel si vSak vyhrazuje pravo uvést zdravotnické
zafizeni v souvislosti s uvedenim protokolu v databance
klinickych hodnoceni Narodnich ustavii zdravi (NIH),
jinych vefejné dostupnych seznamech klinickych
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clinical trials, or other patient recruitment services or
mechanisms.

17. Indemnification.

17.1 CRO Indemnification. CRO shall indemnify,
defend and hold harmless the Institution and its
officers, agents, and employees (collectively,
“Indemnified Parties”) against any claim filed by a
third party for damages, costs, liabilities, expenses,
including without limitation, reasonable attorney's
fees, (collectively, “Damages”) incurred by the
Indemnified Party as a result of (a) the negligence or
willful misconduct of CRO or its affiliates (b) any
breach of any Applicable Law by CRO, its affiliates
(c) any material breach of this Agreement by CRO.

17.2 Sponsor Indemnification. Sponsor agrees to
indemnify, defend and hold harmless the Indemnified
Parties against any claim filed by a third party for
Damages directly arising out of a Trial Subject injury.
Trial Subject injury means an injury caused by process
or procedure required by Protocol or directly caused
by the proper administration of the Trial Drug in the
manner required by the Protocol. Sponsor further
agrees to reimburse Institution for the actual cost of
diagnostic procedures and medical treatment
necessary to treat a Trial Subject injury. Institution
agrees to mitigate any Trial Subject injury and provide
or arrange for prompt diagnosis and medical treatment
of any medical injury experienced by a Trial Subject
as a result of the Trial Subject’s participation in the
Trial. Institution further agrees to promptly notify
Sponsor in writing of any such Trial Subject injury.

17.3 Exclusions. Notwithstanding the above, and to
the maximum extent permitted under Applicable Law,
Sponsor shall have no indemnification obligations to
the extent any Damages arise from: (a) failure by an
Indemnified Party to comply with the Protocol or
written instructions from Sponsor or CRO (including
but not limited to any failure to properly store or
handle the Trial Drug); (b) failure of an Indemnified
Party to comply with Applicable Law or this

Agreement; (c¢) negligence or willful misconduct by

hodnoceni nebo jinych sluzbach ¢i mechanismech naboru
pacientu.

17. Zbaveni odpovédnosti.

17.1 Zbaveni _ odpovédnosti  spolecnosti  CRO.
Spole¢nost CRO se zavazuje, Ze zbavi odpovédnosti,
obhaji a nebude pozadovat nahradu Skody od
zdravotnického zafizeni, jeho zastupcii a zaméestnancii
(souhrnn¢ ,strany zbavené odpoveédnosti) vuci
veSkerym narokiim vznesenym tfeti stranou ohledné
Skod, nakladd, odpovédnosti, vydaji, vcetné, bez
omezeni, piiméfenych poplatki pravnika, (dale
spole¢né jen ,,0d$kodnéni) vynaloZenych stranami
zbavenymi odpovédnosti, v disledku (a) nedbalosti
nebo umyslného pochybeni spole¢nosti CRO nebo
jejich pfidruzenych stran (b) jakéhokoliv poruseni
jakéhokoli platného pravniho ptredpisu ze strany
spole¢nosti CRO nebo jejich pridruzenych stran (c)
jakéhokoli zavazného poruseni této smlouvy ze strany
spole¢nosti CRO.

17.2 Zbaveni odpovédnosti zadavatelem. Zadavatel se
zavazuje, ze zbavi odpovédnosti, obhaji a nebude
pozadovat nahradu Skody od stran zbavenych
odpovédnosti  vii¢i narokim na  odSkodnéni
vznesenému tieti stranou a v ptfimém dasledku Gjmy
subjektu klinického hodnoceni. Ujma subjektu
klinického hodnoceni znamena télesnou Ujmu
zpusobenou postupem nebo procedurou
vyzadovanymi protokolem nebo fadnym podanim
hodnoceného pripravku zpusobem vyzadovanym
podle protokolu. Zadavatel se dale zavazuje, Ze uhradi
zdravotnickému  zafizeni  skute¢né  ndklady
diagnostickych postupll a 1ékarské péce nezbytné k
lécbé Ujmy subjektu  klinického  hodnoceni.
Zdravotnické zafizeni se zavazuje, Ze zmirni
jakoukoliv ujmu subjektu hodnoceni a neprodlen¢
poskytne nebo zajisti diagnézu a 1éCbu jakékoli
zdravotni Gjmy vzniklé subjektu  klinického
hodnoceni nasledkem jeho ucasti v klinickém
hodnoceni. Zdravotnické zatizeni se dale zavazuje, ze
o takové 1Ujme¢ subjektu klinického hodnoceni
neprodlené pisemné uvédomi zadavatele.

17.3 Vyjimky. Bez ohledu na vysSe uvedené, a v
maximalnim rozsahu povoleném platnymi pravnimi
piedpisy, zadavatel nebude mit Zadnou povinnost
zbaveni odpovédnosti do t¢ miry, do jaké narok na
odskodnéni vznikl z: (a) nedodrZeni protokolu nebo
pisemnych pokynti zadavatele nebo spolec¢nosti CRO
stranou zbavenou odpovédnosti (véetné, ale bez
omezeni, selhani pfi fadném uchovavani ¢i
manipulaci s hodnocenym pfipravkem), (b)
nedodrzeni platnych pravnich predpist nebo této
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an Indemnified Party; (d) the Trial Subject injury or
condition was caused by the Trial Subject’s
negligence or failure to follow the instructions of the
Principal Investigator; (¢) such Trial Subject’s injury
was due to normal or expected disease progression; or
(f) any claim to the extent CRO is required to
indemnify any Indemnified Party of such claim as set
forth in Section 17.1 above.

17.4 Limitation. Institution, Principal Investigator,
Sponsor, and CRO will not be liable to one another
due to the actions of third parties beyond their control.
Nor will Institution, Principal Investigator, Sponsor,
or CRO be responsible to each other for any indirect,
special, incidental or consequential damages in
connection with or related to this Agreement
(including loss of profits, use, data, or other economic
advantage), provided that this provision does not
apply to damages caused by a breach of Section 11
(Confidential Information) or Section 14 (Inventions).

17.5 Notice and Cooperation. Notwithstanding the
foregoing, Sponsor shall have no obligation under this
Section 17 unless Institution provides Sponsor and
CRO with prompt notice of, and full cooperation in
handling, any claim that is subject to indemnification.
If so requested by Sponsor, Institution agrees to
authorize Sponsor to carry out the management of
defense of an indemnified claim.

17.6 Settlement or Compromise. No settlement or
compromise of a claim subject to this indemnification
provision will be binding on Sponsor without
Sponsor’s prior written consent. Sponsor will not
unreasonably withhold such consent of a settlement or
compromise. No party will admit fault on behalf of the
other party without the written approval of that party.

18. Termination.

18.1 Termination  Conditions. This Agreement
terminates upon the earlier of any of the following
events, and CRO shall not terminate this Agreement
without Sponsor’s written approval:

smlouvy stranou zbavenou odpovédnosti; (c)
nedbalosti nebo imysIné nespravného jednani strany
zbavené odpovédnosti;(d) skuteCnosti, Ze Ujma
subjektu klinického hodnoceni nebo jeho zdravotni
problém byl zplisoben nedbalosti subjektu hodnoceni
nebo jeho nedodrzenim pokynit  hlavniho
zkousejiciho; (e) skuteCnosti, ze k jme subjektu
klinického hodnoceni doslo v disledku normalni nebo
ocekavané progrese nemoci; nebo (f) jakéhokoliv
naroku, pokud spole¢nost CRO ma povinnost zbavit
stranu odpovédnosti za takovy narok, jak je uvedeno
v bodu 17.1 vyse.

17.4 Omezeni.  Zdravotnické  zafizeni, hlavni
zkousejici, zadavatel a spole¢nost CRO nebudou nést
vici sob¢ navzajem odpovednost kvili konani tretich
stran, které nejsou pod jejich kontrolou. Zdravotnické
zafizeni, hlavni zkousSejici, zadavatel ani spole¢nost
CRO nebudou nést vici sobé navzajem odpoveédnost
ani za jakékoli nepfimé, mimotadné, ndhodné nebo
nasledné Skody souvisejici s touto smlouvou (véetné
ztraty zisku, moznosti pouziti, dat nebo jiné
ekonomické vyhody), za predpokladu, Ze toto
ustanoveni se nevztahuje na Skody zpilsobené
porusenim bodu 11 (Duvérné informace) nebo bodu
14 (Vynalezy).

17.5 Oznameni a spoluprace. Bez ohledu na vyse
uvedené, zadavatel nebude mit zddnou povinnost na
zakladé tohoto bodu 17., pokud zdravotnické zatizeni
nebude zadavatele a spoleCnost CRO neprodlené
informovat a neposkytne mu svou plnou soucinnost
pfi feseni jakéhokoliv naroku na odskodnéni. Pokud o
to zadavatel pozada, zdravotnické zafizeni se
zavazuje, ze zadavateli pfenechd vedeni obhajoby
naroku podléhajiciho zbaveni odpovédnosti.

17.6 Urovnani nebo kompromis. Urovnani nebo
kompromisni feSeni naroku podléhajiciho zbaveni
odpovédnosti nebude pro zadavatele zavazné bez jeho
pfedchoziho pisemného souhlasu. Tento souhlas s
urovnanim nebo kompromisnim feSenim nebude
zadavatel nepfiméfené odpirat. Zadna ze smluvnich
stran neuzna pochybeni jménem druhé strany bez
jejiho pisemného souhlasu.

18. Ukonceni platnosti smlouvy.

18.1 Podminky ukonéeni platnosti smlouvy. Platnost
této smlouvy skonci, jakmile nastane kteradkoliv z

nasledujicich udalosti a spolecnost CRO platnost této
smlouvy neukon¢i bez pisemného souhlasu
zadavatele:
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a. 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
Trial Data and other relevant Protocol-required
data, Trial documents and Biological Samples,
Trial Drug return, Trial Medication supplies
return, electronically signed CRFs for all Trial
Subjects, locked database, close-out and final
monitoring visit; and receipt of all payments due to
either party pursuant to the Agreement.

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

(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 Institution.

(2) Immediate Termination of Trial by
Sponsor. Sponsor further reserves the right to
terminate the Trial immediately upon written
notification to Institution 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; regulatory actions relating to the Trial
or the Trial Drug or Comparator Drug; or upon
the occurrence of an event qualifying as a
termination event under the Protocol.

(3) Immediate Termination of Trial by
Institution. Institution, reserves the right to

terminate the Trial immediately upon
notification to Sponsor and CRO if requested to

a. Dokonceni klinického hodnoceni. Pro ucely této
smlouvy je klinické hodnoceni povazovano za
dokon¢ené po dokoneni vSech Cinnosti
vyzadovanych protokolem pro vSechny zatazené
subjekty klinického hodnoceni a poté, co zadavatel
obdrzi vSechny udaje vyzadované protokolem,
dokumentaci klinického hodnoceni a vzorky
biologického materialu, po vraceni hodnoceného
ptipravku a zéasob 1ék pro klinické hodnoceni
zadavateli, a po elektronickém podpisu formulara
CRF pro vSechny subjekty hodnoceni, uzamcéeni
databaze a provedeni uzaviraci a z&vérecné
monitorovaci navstévy; a poté, co obé smluvni
strany vyrovnaji vzajemné platebni zavazky.

b. PfredCasné ukonceni klinického hodnoceni.
Jestlize dojde ve smyslu dale uvedeném k
pfedCasnému ukonceni klinického hodnoceni,
platnost této smlouvy skonci poté, co zadavatel
obdrzi vSechny udaje vyzadované protokolem,
dokumentaci klinického hodnoceni a vzorky
biologického materidlu a ob& smluvni strany
vyrovnaji vzajemné platebni zavazky.

(1) Ukonceni klinického hodnoceni vypovédi.
Zadavatel si vyhrazuje pravo klinické
hodnoceni z jakéhokoliv divodu ukoncit po
podani pisemné vypoveédi s vypovedni lhiitou v
délce tiiceti (30) dnl zaslané zdravotnickému
zafizeni.

(2) Okamzité ukonceni klinického hodnoceni
zadavatelem. Zadavatel si dale vyhrazuje pravo
ukoncit klinické hodnoceni okamzit¢ na
zakladé  pisemné  vypovédi  dorucené
zdravotnickému zatizeni z divodud, jako je
nezatazovani subjektll klinického hodnoceni
rychlosti dostatenou k dosazeni cild
klinického hodnoceni, vyznamné neschvalené
odchylky od protokolu nebo pozadavki
podavani zprav, okolnosti, které podle
zadavatelova nazoru predstavuji  riziko
ohrozeni zdravi nebo pohody subjektt
klinického hodnoceni, nebo krokii kontrolniho
organu ve vztahu ke klinickému hodnoceni
nebo hodnocenému piipravku ¢i srovnavacimu
ptipravku; nebo na zakladé vyskytu udalosti,
ktera podle protokolu splituje podminky pro
ukonceni klinického hodnoceni.

(3) Okamzité ukonceni klinického hodnoceni
zdravotnickym  zafizenim.  Zdravotnické
zafizeni si vyhrazuje pravo ukoncit klinické
hodnoceni s okamzitou platnosti na zakladé
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do so by the competent IEC or Competent
Authority or if such termination is required to
protect the safety of Trial Subject.

18.2 Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
CRO, upon Sponsor’s written approval, 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 CRO, and,
only to the extent such costs cannot reasonably be
mitigated. If the Trial was never initiated because of
disapproval by the IEC or Competent Authority, CRO
will reimburse Institution for IEC fees and for any
other expenses that were prospectively approved, in
writing, by CRO.

18.3 Procedures Upon Termination for Trial Subjects.
If the Trial is terminated early in accordance with this
Agreement, Institution shall immediately cease
enrolling Trial Subjects and shall cease conducting the
procedures set out in the Protocol to the extent that
doing so is medically permissible and appropriate for
the safety and well-being of the Trial Subjects. CRO
and Institution shall promptly establish a plan for, as
applicable, the orderly withdrawal of any Trial
Subjects who are still enrolled in the Trial as of the
effective date of termination and required exit
procedures/documentation/notifications.

18.4 Return of Materials. Unless CRO instructs
otherwise in writing, Institution will promptly return
all materials supplied by CRO or Sponsor, at
Sponsor’s expense, for Trial conduct, including CRFs.
Institution will return any unused Trial Drug and
Comparator Drug, at Sponsor’s expense.

19. Insurance.

19.1 Institution will secure and maintain in full force
and effect throughout the performance of the Trial
insurance coverage for liability according to the Sec.
45 para 2 letter n) of the Act No. 372/2011 Coll., on
Health Services, as amended, with limits in
accordance with Applicable Law and, to the extent not

19.

vypovédi zaslané zadavateli a / nebo
spole¢nosti CRO, pokud to pozaduje NEK,
nebo pokud je ukonceni nutné k ochrang zdravi
subjektu klinického hodnoceni.

18.2 Platba po ukonceni smlouvy. Jestlize dojde k
pfedcasnému ukonceni klinického hodnoceni v
souladu s touto smlouvou, zaplati spole¢nost CRO, na
zakladé pisemného schvaleni zadavatele, zavérecnou
platbu rovnajici se dluzné Céstce za jiz provedenou
praci az do dne G¢innosti ukon¢eni smlouvy v souladu
s prilohou A (Platebni podminky), a to po odeéteni jiz
vyplacenych ¢astek. Zavérecna platba bude zahrnovat
vSechny nezruSitelné vydaje fadné vynaloZené a
pfedem schvalené spole¢nosti CRO, s vyjimkou
budoucich osobnich nakladd, v rozsahu, v jakém nelze
tyto ndklady pfimefen¢ omezit. Jestlize klinické
hodnoceni nebylo viibec zahdjeno z divodu odepieni
souhlasu NEK nebo piislusného organu, spole¢nost
CRO proplati zdravotnickému zafizeni poplatky pro
NEK a vSechny dalsi vylohy, které spole¢nost CRO
pfedem pisemné schvalila.

18.3 Postupy pro subjekty klinického hodnoceni po
ukonceni smlouvy. Pokud bude klinické hodnoceni
ukonceno podle této smlouvy predcasné, zdravotnicke
zafizeni okamzité zastavi zafazovani subjektt
klinického hodnoceni a skonéi s provadénim postupt
stanovenych v protokolu, pokud je to lékarsky
ptipustné a vhodné pro bezpecnost a zdravi subjektl
klinického  hodnoceni.  Spole¢nost CRO a
zdravotnické zafizeni neprodlené vypracuji piipadny
plan pro tadné vytazeni vSech subjektt klinického
hodnoceni, ktefi jsou stale zatazeni do klinického
hodnoceni, a to ke dni G¢innosti ukonceni smlouvy, a
pro pozadované vystupni postupy / dokumentaci /
oznameni.

18.4 Vraceni materiald. Pokud spole¢nost CRO
neudéli jiné pisemné pokyny, zdravotnické zafizeni
neprodlené na naklady zadavatele vrati vSechny
materialy obdrzené od spole¢nosti CRO nebo
zadavatele pro provadéni klinického hodnoceni,
vcetné formulait CRF. Zdravotnické zafizeni vrati
veskery nepouzity hodnoceny piipravek a srovnavaci
piipravek.

Pojisténi.

19.1 Zdravotnické  zafizeni  uzavie  pojisténi
odpovédnosti ve smyslu ust. § 45 odst. 2 pism. n)
zékona ¢. 372/2011 Sb., o zdravotnich sluzbach, ve
znéni pozdé&jSich predpist, a po dobu provadéni
klinického hodnoceni bude udrZzovat jeho plnou
platnost a ucinnost s limity nastavenymi v souladu s
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incompatible with Applicable Law, standards for all
medical professionals.

19.2 Sponsor will secure and maintain in full force
and effect insurance coverage in accordance with Sec.
52 para 3 letter f) of the Act No. 378/2007 Coll., on
Pharmaceuticals to fulfill their indemnification
obligations expressed in this Agreement herein in
accordance with Applicable Law.

20. Debarment, Exclusion, Licensure and Response.
Institution represents that it nor any Institution Personnel
are debarred or restricted or prevented under Applicable
Law from taking part in clinical research activities.
Institution further represents and warrants that it will not
use in any capacity the services of any person debarred or
otherwise restricted under such Applicable Law with
respect to services to be performed under this Agreement.
During the term of this Agreement and for one (1) year
after its termination, Institution will notify CRO promptly
in writing if either of these certifications needs to be
amended in light of new information or if Institution
becomes aware of any material issues related to the
medical licensure of any associated Trial researchers
(including the Principal Investigator). Institution will
cooperate with CRO regarding any responsive action
necessary.

21. Assignment and Delegation. Institution hereby
acknowledges and consents that Sponsor may at any time
and upon written notice to Institution appoint a designee
to assume the obligations and rights of CRO or to have
this Agreement assigned to a Sponsor designee in its
entirety. None of the rights or obligations under this
Agreement will be assigned or subcontracted by
Institution to another party, and the Trial site location
shall not be relocated by Institution without the prior
written consent of CRO and Sponsor. This Agreement
will bind and inure to the benefit of the successors and
permitted assigns of the parties hereunder.

22. Anti-Bribery and Anti-Corruption Laws. Institution
acknowledges that Sponsor and CRO are bound by anti-
bribery and anti-corruption laws. As such, Sponsor and
CRO  employees, agents, contractors and/or
representatives are prohibited from making or offering
payment (or anything of value), directly or indirectly, to
employees or officials of any foreign government, public
international organization, political party, or candidates

platnymi pfisluSnymi ptedpisy a (pokud jsou limity
nekompatibilni s platnymi pravnimi piedpisy) se
standardy pro vSechny zdravotnické odborniky.

19.2 Zadavatel v souladu s platnymi pravnimi
predpisy uzavie pojisténi v souladu s ustanovenimi §
52 odst. 3, pism. f) zakona ¢. 378/2007 Sb., o 1é¢ivech
ke kryti zavazkt zbaveni odpovédnosti vyjadienych v
této smlouvé a bude jej udrzovat v plné platnosti.

20. Zakaz cCinnosti, vylouceni, Iékaiské osvédceni a
reakce. Zdravotnické zafizeni prohlasuje, Ze se na
zadného ¢lena personalu zdravotnického zafizeni podle
platnych pravnich ptedpisti nevztahuje zakaz ¢innosti ani
omezeni Ucastnit se klinickych hodnoceni. Zdravotnické
zatizeni dale prohlasuje a zarucuje, ze nebude ve vztahu
ke sluzbam, které maji byt provadény v ramci této
smlouvy, v zadném rozsahu vyuZzivat sluzeb osoby, ktera
ma takovy zadkaz cinnosti nebo jiné omezeni podle
platnych pravnich piedpisti. V prub€hu trvani platnosti
této smlouvy a jeden (1) rok po jejim vyprseni budou
zdravotnické zafizeni a hlavni zkousSejici neprodlené
pisemné informovat spolecnost CRO, pokud kterékoliv z
téchto povoleni bude nutné upravit ve svétle novych
informaci, nebo se zdravotnické =zafizeni dozvi o
podstatnych problémech spojenych s lékatskou licenci
kteréhokoliv z vyzkumniki klinického hodnoceni (vEetné
hlavniho zkouSejiciho). Zdravotnické zafizeni bude
spolupracovat se spolecnosti CRO ve véci jakéhokoli
pottebného navazujiciho opatieni.

21. Postoupeni a pieneseni pravomoci. Zdravotnické
zafizeni timto bere na védomi a souhlasi, ze zadavatel
muze kdykoliv po pisemném oznameni zdravotnickému
zafizeni jmenovat zastupce, ktery prevezme zdvazky a
prava spolecnosti CRO nebo tuto smlouvu vcelku
postoupit zastupci zadavatele. Zdravotnické zafizeni
nesmi bez predchoziho pisemného souhlasu spole¢nosti
CRO a zadavatele postoupit nebo smluvné pievést
jakakoliv prava nebo povinnosti vyplyvajici z této
smlouvy. Adresa pracovisté klinického hodnoceni nesmi
byt zdravotnickym zafizenim zménéna bez predchoziho
pisemného souhlasu spolecnosti CRO a zadavatele. Tato
smlouva je zavazna a je uzaviena ve prospéch naslednik
a schvalenych nabyvatell prav smluvnich stran.

22. Zakony proti uplatkatstvi a korupci. Zdravotnické
zafizeni bere na védomi, Ze zadavatel a spole¢nost CRO
jsou vazani zakony proti uplatkafstvi a korupci. V této
souvislosti je zakdzano, aby zaméstnanci, zastupci,
smluvni partnefi a/nebo piedstavitelé zadavatele a
spolecnosti CRO ucinili nebo nabidli platbu (nebo
cokoliv hodnotné), piimo ¢i nepfimo, zaméstnanciim
nebo Ufednikiim zahrani¢ni vlady, vefejné mezinarodni
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for political office in order to retain any business or
secure any improper advantage. Institution 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 CRO liable under the anti-
bribery and anti-corruption laws.

23. Survival of Obligations. Obligations relating to
Protocol/Conduct of Trial, Financial Arrangements,
Insurance, Sponsor as Party, Assignment and Delegation,
Survival of Obligations, Personal Data, Entire
Agreement, Conflict with Attachments, Relationship of
the Parties, Severability, Notices, Confidential
Information, Inventions, Records, Publication, Publicity,
Debarment, Exclusion, Licensure, and Response, and
Indemnification survive termination of this Agreement,
as do any other provision in this Agreement or its
Attachments that by its nature and intent remains valid
after the term of the Agreement.

24. 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 consent of all 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.

25. 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.

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

organizace, politické strany nebo kandidatim na
politickou funkci s cilem ziskat zakazku nebo si zajistit
nepatfinou vyhodu. Zdravotnické zafizeni zajisti, aby
jeho vedouci pracovnici, zaméstnanci, spolupracovnici,
feditelé, konzultanti, zmocnénci, predstavitelé nebo
subdodavatel¢ neucinili Ukon, kterym by vznikla
odpovédnost zadavatele nebo spolecnosti CRO dle
zakonu proti uplatkarstvi a korupci.

23. Platnost zavazk po ukonceni smlouvy. Zavazky
souvisejici s protokolem / provadénim klinického
hodnoceni, s finanénimi podminkami, pojisténim,
zadavatelem jako smluvni stranou, postoupenim a
pfenesenim pravomoci, platnosti zavazkt po ukonceni
smlouvy, osobnimi udaji, Gplnou smlouvou, rozpory s
prilohami, vztahem smluvnich stran, oddélitelnosti,
oznamenimi, davémymi informacemi, vynalezy,
zaznamy, publikacemi, zvetfejnénim, zakazem ¢innosti,
vyloucenim, licenci a reakci, jakoz i se zbavenim
odpoveédnosti ptetrvaji i po ukoncéeni této smlouvy, jakoz
i vSechny ostatni ustanoveni této smlouvy nebo jejich
ptiloh, které svou povahou a G¢elem zlstanou v platnosti
po ukonceni platnosti této smlouvy.

24. Uplna_smlouva. Tato smlouva obsahuje tplné
ujednani stran a k datu ucinnosti nahradi vSechny ostatni
smlouvy mezi smluvnimi stranami tykajici se daného
klinického hodnoceni. Tuto smlouvu lze prodlouzit,
obnovit nebo jinak upravit pouze pisemnou formou
vyjadfujici dohodu vSech smluvnich stran. Vzdani se
prava na dodrZeni jakékoli podminky nebo ustanoveni
této smlouvy, nebo jejich poruseni na zakladé jednani ¢i
jinak v jednom ¢i vice ptipadech, nebude povazovano ani
vykladano jako dalsi nebo pokracujici vzdani se prava na
dodrzeni takové podminky nebo ustanoveni, ani jeho
predchozi, soucasné nebo nasledné poruseni, nebo vzdani
se prava na dodrzeni jakékoli jiné podminky nebo
ustanoveni této smlouvy stejného nebo odlisného
charakteru.

25. Rozpor s ptilohami. Pokud jsou podminky a
ustanoveni této smlouvy v rozporu s podminkami a
ustanovenimi protokolu, podminky a ustanoveni této
smlouvy se uplatni v pravnich a obchodnich zalezitostech
a podminky a ustanoveni protokolu se uplatni na odborny
vyzkum a védecké otazky, pokud nebude pisemnou
formou mezi smluvnimi stranami vyslovné¢ dohodnuto
jinak.

26. Vztah mezi stranami. Vztah zdravotnického zafizeni
k zadavateli a spolecnosti CRO je vztahem nezévislého
dodavatele, nikoli vztahem partnerského podniku,
zmocnénce a zmocnitele, zaméstnance a zam¢&stnavatele,
spole¢ného podniku nebo jinym.
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The parties agree that this Agreement shall be published
in the public Register of Contracts in the extent as it is
required by relevant legal regulations, especially by the
Act No. 340/2015 Coll., on the Register of Contracts.
Institution shall publish the version of this Agreement
which will be prepared and provided in machine readable
format in electronic file by CRO on behalf of Sponsor for
this purpose on the date of signature of this Agreement at
the latest, by sending it to the email address_
The Agreement shall become valid on the date of last
signature and effective as of date of its publication in the

Registry of Contracts Notification of the Register of
Contracts” administrator about the publication of the

Aireement shall be sent to email address:

The
anticipated total

amount of remuneration for
provision of services for maximum number of patients
which complete all visits according to the Protocol, is
932,900.00 CZK.

27. Force Majeure. No party will be liable for delay in
performing or failure to perform obligations under this
Agreement if such delay or failure results from
circumstances outside its reasonable control (including,
without limitation, any act of God, governmental action,
accident, strike, terrorism, bioterrorism, lock-out or other
form of industrial action) promptly notified to the other
party (“Force Majeure”). Any incident of Force Majeure
will not constitute a breach of this Agreement and the
time for performance will be extended accordingly;
however, if it persists for more than thirty (30) calendar
days, then the parties may enter into discussions with a
view to alleviating its effects and, if possible, agreeing on
such alternative arrangements as may be reasonable in all
of the circumstances.

28. 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, provided that
the surviving portion materially comports with the
original intent of the parties.

29. Governing Law. Subject to the terms of the Trial
conduct as outlined above, this Agreement shall be
governed by and construed in accordance with the laws
of'the Czech Republic, without giving effect to its conflict
of law provisions. Any disputes arisen from or in
connection with this Agreement shall be resolved solely
by the competent courts of the Czech Republic. The local
jurisdiction of the court shall be determined by the seat of
the Institution.

30. Independent Legal Advice. Each party acknowledges
that it/he/she has had the opportunity to seek independent
legal advice with respect to this Agreement, and that

Smluvni strany se dohodly, Ze v rozsahu, v jakém je to
pozadovano prisluSnymi pravnimi predpisy, zejména
zakonem Ceské republiky & 340/2015 Sb., bude tato
smlouva uvefejnéna ve vefejném registru smluv.
Zdravotnické zafizeni uvefejni verzi této smlouvy, kterou
mu za timto ucelem pfipravi a poskytne CRO jménem
zadavatele nejpozdéji v den podpisu této smlouvy, a to
v strojové Citelném formatu v _elektronické podobé
zaslanim na emailovou adresu Smlouva
nabyva platnosti dnem podpisu smluvnimi stranami a
ucinnosti dnem uvefejnéni v registru smluv. Notifikace
spravce registru smluv o uvefejnéni smlouvy bude
zaslana na e-mailovou adresu:

Predpokladana celkova  vySe odmény za
provedeni sluZeb za maximalni pocet pacienti, ktefi
absolvuji vSechny navs§tévy dle protokolu ¢&ini
932.900,- K¢.

27. Vy&§i moc. Zadna 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
pfimétenou kontrolu (kromé jiného véetné vyssi moci,
zasaht vlady, nehod, stavek, terorizmu, bioterorizmu,
vyluky nebo jinych forem protestnich akci zaméstnancti)
a neprodlené o ném uvédomi druhou stranu (,,vyssi
moc®). Zasah vy$§i moci nepiedstavuje poruseni této
smlouvy a termin plnéni bude priméiené odlozen. Jestlize
vsak trva vice nez tficet kalendainich (30) dni, strany
mohou zah4jit diskusi ve snaze zmirnit dopady jejiho
pusobeni a pokud je to mozné, dohodnout se na
alternativnich ujednanich, kterd mohou byt za danych
okolnosti pfiméfena.

28. Oddélitelnost. Pokud se zjisti, ze n¢které ustanoveni
této smlouvy je nezdkonné nebo nevynutitelné, toto
ustanoveni se odd¢li od smlouvy a zbytek zlstane platny,
pravomocny a vynutitelny za predpokladu, ze zbyvajici
¢ast zasadné odpovida puvodnimu zaméru smluvnich
stran.

29. Rozhodné pravo. S vyhradou vySe uvedenych
podminek provadéni klinického hodnoceni se tato
smlouva fidi a je vykladdna podle zakont Ceské
republiky bez moznosti uplatnéni koliznich norem.
Jakékoli spory vyplyvajici nebo souvisejici s touto
smlouvou budou rozhodovany vyhradné piislusnymi
soudy Ceské republiky. Mistni piislusnost soudu bude
dana sidlem zdravotnického zatizeni.

30. Nezavislé pravni poradenstvi. Kazda strana uznava,
ze méla moznost vyuzit nezavislé pravni poradenstvi k
této smlouve a ze se nespoléhala na druhou stranu ve véci
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it/he/she has not relied on another party to this Agreement
for any advice, legal or otherwise, with respect to this
Agreement.

31. Notices. All notices required under this Agreement
will be in writing and be deemed to have been given to
the relevant parties 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:

Chengdu Kanghong Biotechnolo
Attention:
Address: 100 Enterprise Drive, Suite 301,
Rockaway, NJ 07866 USA
Telephone:
Email:

Co., Ltd.

With a copy to:

Chengdu Kanghong Biotechnology Co., Ltd.
atention (D

Address: 36 Shuxi Road, Jinniu District, Chengdu,
China
Post Code: 610036

Telephone

Email

With a copy to:

Syneos Health, LLC

1030 Sync Street, Morrisville

North Carolina 27560 USA
Re:

Attention:

Institution:

Vseobecna fakultni nemocnice v Praze

U Nemocnice 499/2, 128 08 Prague 2, Czech
Republic

-Attention:—

Telephone:
Email:

32. Equipment: CRO, upon Sponsor’s written
approval, may provide, or arrange for a vendor to
provide, certain equipment for use by Institution and
Principal Investigator during the conduct of the Trial
(“Equipment”).  Institution, Principal Investigator
and other Institution Personnel shall comply with the
terms set as below:

poradenstvi, pravniho ¢i jiného, tykajiciho se této
smlouvy.

31. Ozndmeni. VSechna oznameni pozadovana touto
smlouvou musi byt uc¢inéna v pisemné form¢ a budou
povazovana za dorucena pfisluSnym strandm pii osobnim
doruceni, pfi zaslani kuryrem s doruc¢enim do druhého
dne nebo doporucenym dopisem na nize uvedené adresy
s tim, Ze vSechny urgentni zaleZitosti, jako napf. zpravy o
bezpecnosti, budou okamzit¢ nahlaSeny po telefonu a
potvrzeny pisemng.

Zadavatel:

Chengdu Kanghong Biotechnology Co., Ltd.
e )

Adresa: 100 Enterprise Drive, Suite 301, Rockaway,
NJ 07866 USA

Tel.:
E-mail:

Kopie pro:

Chengdu Kanghong Biotechnology Co., Ltd.
K rukirn (D

@dresa: 36 Shuxi Road, Jinniu District, Chengdu,
Cina
PSC 610036

Tel.:
E-mail:

Kopie pro:

Syneos Health, LLC

1030 Sync Street, Morrisville
North Carolina 27560 USA

Re:
K rukam:

Zdravotnické zafizeni:

V3seobecna fakultni nemocnice v Praze

U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika

K rukam:
Tel.:
Email:

Na

zaklade
zadavatele mize spoleénost CRO poskytnout urcité
zafizeni nebo zajisti, ze dodavatel poskytne toto zafizeni,
které bude pouzivano zdravotnickym zafizenim a

32. Vybaveni: pisemného  souhlasu

hlavnim zkouSejicim béhem provadéni klinického
hodnoceni (dale jen "zafizeni"). Zdravotnické zafizeni,
hlavni zkouSejici a dalS§i pracovnici zdravotnického
zafizeni musi dodrzovat nasledujici podminky:
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(i) the Equipment shall be used solely and
exclusively for the Trial;

(ii)) the Equipment shall be returned
by Institution upon the earlier of the termination of
the Trial or at such earlier time as may be requested by
CRO (at Sponsor’s direction) in writing;

(iii) the Equipment shall not be modified or
altered in any way and shall be returned in the condition
originally provided to the Institution, reasonable wear and
tear only excepted;

(iv) the Institution shall immediately notify CRO

in the event of any malfunction or other defect in the
Equipment and CRO shall take appropriate steps,
working with Institution to resolve such issue and
providing written notice and status reports to Sponsor in
connection therewith, and;
(v) that Institution shall be financially responsible to
cover any loss or destruction to Equipment while in its or
the Principal Investigator’s possession, care or control
(other than attributable to ordinary wear and tear).

Specifically, the provided equipment is the thermometer
ELPRO Libero Tel-N in value 414.72 USD. When
handing over the equipment, the party fills out the "List
of Provided Medical Equipment"; the template thereof is
attached to this Agreement as its Attachement C. The
parties undertake to conclude a loan agreement in case of
loan other equipment, which shall have the particulars
pursuant to Section 2193 et seq. of Act No. 89/2012 Coll.,
the Civil Code and in the case of a medical device it will
also comply with the conditions of Act No. 268/2014
Coll.

[SIGNATURE PAGE FOLLOWS]

1) zafizeni sa pouzije vyluéné¢ a vyhradné pro
klinické hodnoceni;

(il) zdravotnické zafizeni vrati zafizeni po
ukonéeni klinického hodnoceni nebo dfive, na zakladé
pisemné Zadosti spole¢nosti CRO (na pokyn zadavatele);

(iii) zafizeni nesmi byt zaddnym zplsobem
upraveno ani pozméneno a musi byt vraceno v ptivodnim
stavu, ve kterém bylo poskytnuto zdravotnickému
zafizeni, kromé pfiméteného opotiebeni;

(iv) zdravotnické zafizeni bude okamzité
informovat spole¢nost CRO v ptipadé jakékoliv poruchy
nebo poskozeni zafizeni a spole¢nost CRO podnikne
ptislusné kroky ve spolupraci se zdravotnickym
zafizenim na feSeni takového problému a poskytne
zadavateli pisemné oznameni a souvisejici zpravy o
stavu, a;

(v) zdravotnické zatizeni bude nést financni
odpovédnost za kryti jakékoli ztraty nebo zniCeni
zatizeni, které bude v drzeni, pé¢i nebo pod kontrolou
zdravotnického zafizeni nebo hlavniho zkousejiciho
(které piekroci jeho bézné opotiebeni).

Konkrétné se jedna o vybaveni, teplomér ELPRO Libero
Tel-N v hodnoté¢ 414,72 USD. Pii predani vybaveni
strany vyplni formulat ,,Seznam dodané zdravotnické
techniky®, jehoz vzor tvori pfilohu C této smlouvy. O ev.
zapujceni dal§iho vybaveni se smluvni strany zavazuji
uzaviit smlouvu o vypujcce, ktera bude mit nalezitosti dle
ustanoveni § 2193 a nasl. zdkona ¢. 89/2012 Sb.,
obcansky zakonik a v ptfipadé zdravotnického prostiedku
bude spliiovat i podminky zakona ¢. 268/2014 Sb.

[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.

Agreed to and accepted:

V pfipadé, 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 G¢inna a zavazna,
a ze faxové kopie a/nebo elektronické podpisy
predstavuji dikaz zavazného ujednéni s ocekavanim, ze
origindly dokumentli budou v dobré vife vyménény
pozdéji.

Souhlasim a pfijimam:

CRO/CRO

Signature / Podpis

Printed Name / Jméno (hilkovym pismem)

Title / Pozice

Date / Datum

SPONSOR / ZADAVATEL
(Signed by CRO for and on behalf of Sponsor) /
Podepsano spole¢nosti CRO za zadavatele)

Signature / Podpis

Printed Name / Jméno (hilkovym pismem)

Title / Pozice

Date / Datum

INSTITUTION / ZDRAVOTNICKE
ZARIZENI

Signature / Podpis

Printed Name / Jméno (hiilkovym pismem)

REPRESENTATIVE ACTING UNDER A POWER OF
ATTORNEY / ZASTUPCE NA ZAKLADE PLNE MOCI
Title / Pozice

Date / Datum
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Declaration of Principal Investigator: / ProhlaSeni hlavniho zkouSejiciho:

_ Principal Investigator of this Trial, hereby confirms that he became acquainted with the Protocol

and all documents handed over by Sponsor for conduct of the Trial. He has been acquainted with the Agreement executed
between Sponsor, CRO and Institution and he will observe obligations stated therein for Principal Investigator or
obligations defined for Principal Investigator from the Good Clinical Practice guidelines. In addition Institution shall be
liable for the performance of the Principal Investigator

Ja, _ hlavni zkousSejici tohoto klinického hodnoceni, timto potvrzuji, Ze jsem se seznamil
s protokolem a vSemi dokumenty piedanymi zadavatelem k provedeni klinického hodnoceni. Byl jsem seznamen se

smlouvou uzavienou mezi zadavatelem, spole¢nosti CRO a zdravotnickym zafizenim a budu dodrZovat povinnosti v ni
stanovené Ci vyplyvajici ze spravné klinické praxe hlavnimu zkousejicimu. Zdravotnické zafizeni je navic zodpovédné
za vykon hlavniho zkousejiciho.
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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
Institution, including all work and care specified in the
Protocol for the Trial, along with all overhead and
administrative services. No compensation will be
available (a) for Trial Subjects enrolled in the Trial in
violation of the Protocol; (b) for any service, visit or test
not performed for any reason (including withdrawal of a
Trial Subject from the Trial), or (c) if there is otherwise a
breach by Institution hereunder which remains uncured
thirty (30) days after receipt of written notice of such
breach. The Institution will invoice on basis of
calculation made by the CRO and approved by the
Principal Investigator. Eventual failure to deliver the
completed visit calculation does not relieve the right to
issue relevant invoice in accordance to payment terms of
this Agreement. Invoicing will take place as necessary,
but no later than 30 November of the current year.
Supporting documentation for invoicing including the
calculation of performed visits shall be sent to Oddeleni
klinickeho hodnoceni a vyzkumu, U Nemocnice 499/2
128 08 Prague 2, Czech Republic, attention:

nvoices are due within thirty (30) days of invoice
issue date by Institution. All incoming payments must be
uniquely identified by the invoice number or specific
symbol as mentioned in section A-9 below.

A-2. Payment Terms. Payments for each Trial Subject
will be made semi-annually and based on CRF data
entered by Institution supporting enrolled Trial Subject
visits. 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. 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

PRILOHA A
PLATEBNi PODMINKY

A-1. VSeobecné podminky. Za fadné zatazené subjekty
klinického hodnoceni bude pfijemci plateb (definovan
nize) vyplacena odména v souladu s ptilohou B (Zaznam
finan¢nich ujednani). Tato castka predstavuje plnou
uhradu za praci, kterou zdravotnické zatizeni odvede,
vcetné veskerych praci a péce uvedenych v protokolu
klinického hodnoceni, spole¢né se vSemi reZijnimi a
administrativnimi  sluzbami. Zadna odména nebude
poskytnuta (a) za subjekty zafazené do klinického
hodnoceni v rozporu s protokolem; (b) za jakoukoliv
sluzbu, navstévu nebo test neprovedeny z jakéhokoli
divodu (vCetné¢ odstoupeni / vylouCeni subjektu z
klinického hodnoceni), nebo (c) pokud dojde k poruseni
této smlouvy zdravotnickym zafizenim, které zlstane
nevytesené tricet (30) dnt od pfijeti oznameni o tomto
poruseni. Fakturu vystavi zdravotnické zafizeni na
zakladé kalkulace uskuteénénych navstév vytvorené
spolecnosti  CRO a odsouhlasenych zkousejicim.
Ptipadné nedodani kalkulace uskutecnénych navstév
nezbavuje zdravotnické zafizeni prava vystavit
prislusnou fakturu dle platebnich podminek dohodnutych
ve smlouveé. Fakturace bude probihat dle potieby
nejpozdéji vSak vzdy k 30.11. bézného roku. Podklady
pro fakturaci vcéetné kalkulace uskutecnénych
navstév  budou =zaslana do Oddéleni klinického
hodnoceni a vyzkumu, U Nemocnice 499/2, 128 00 Praha
2, Ceska republika - kontaktni osoba

Doba splatnosti faktury je 30 dnii ode dne vystaveni
zdravotnickym  zafizenim. V pfipad¢ nedodrzeni
splatnosti faktury je zdravotnické zafizeni opravnéno
uctovat urok v zakonné vysi. Veskeré pfichozi platby
musi byt jednoznacné identifikovany ¢islem faktury nebo
specifickym symbolem jak je uvedeno v ¢asti A-9 nize.

A-2. Platebni podminky. Platby za kazdy subjekt
klinického hodnoceni budou hrazeny pololetné na
zaklad¢ udaji z CRF zadanych zdravotnickym zafizenim
a hlavnim zkouSejicim ziskanych pii navstévach
zatazenych subjekta klinického hodnoceni. Platby budou
provedeny za naklady na dokonéené navstévy a 1écbu v
souladu s pfilohou B (Zaznam finan¢niho ujednani),
nestanovi-li smlouva odlisné. Pfi kazdé platbé vcetné
neuspésnych screeningli (definovanych nize), ktera se
stane splatnou v souladu s podminkami této smlouvy,
bude prijemci plateb vyplacena celkova zaslouzena
castka minus 10% vyhrazenych na zévérecnou platbu
(definovanou niZe). Monitorovani se bude provadét podle
zafazovani subjektll na pracovisti a vyplhovani udaja.
Ptijemce plateb je povinen pfedlozit zavérecné faktury ve
Thaté triceti (30) kalendainich dnti po navstéve k uzavieni
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dispute any payment discrepancies or missing payments.

A-3. Pass-through payments from Sponsor. Payments
due under this Agreement are pass-through payments
from Sponsor that will be sent after such payments are
received by CRO from Sponsor. CRO makes reasonable
efforts to obtain the necessary funds from the Sponsor on
time and shall have no liability for any failure to make
payments if required funding is not provided to CRO in
advance by Sponsor .

A-4. Non-Procedural Costs. Payee will be paid for
additional non-procedural costs that are pre-approved by
Sponsor, as set forth in Attachment B (Financial
Arrangements Worksheet). To request payment for such
costs, Payee will remit an itemized invoice to Sponsor or
its designee with documentation and receipts
substantiating agreed-upon pass-through expenses. Any
non-procedural pass-through expenses will be invoiced
only in the amount actually incurred with no mark-up, up
to the maximum amounts shown in Attachment B
(Financial Arrangements Worksheet).

A-5. Final Payment. At the conclusion of the Trial, all
CRFs and Trial-related documents will be promptly made
available for Sponsor review. The Final Payment will be
paid once: all CRFs have been completed and received;
data queries have been satisfied; all Trial 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 Institution 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 promptly reimburse Sponsor any
unearned or overpaid amounts previously paid to Payee
within thirty (30) calendar days of notification by
Sponsor or designee.

A-6. Taxes.

(1) Payments shown in Attachment B (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

pracovisté. Jakékoliv faktury piijaté pozdéji nemusi byt
proplaceny. Ptijemce plateb mize ve lhiité Sedesati (60)
kalendarnich dnti po datu navstévy k uzavteni pracovisté
rozporovat neshody v platbach nebo chybéjici platby.

A-3. Platby ptefakturované na zadavatele. Platby splatné
dle této smlouvy jsou platby prefakturované od
zadavatele a budou zaslany az poté, co spole¢nost CRO
tyto platby obdrzi od zadavatele. Spole¢nost CRO
vynalozi pfimétené usili, aby potfebné finance od
zadavatele obdrZela vCas a nenese Zadnou odpovédnost
za neuhrazeni platby v pfipadé, Ze potfebné finance
zadavatel v¢as spole¢nosti CRO neposkytl.

A-4. Néaklady nesouvisejici s postupy. Pfijemci plateb
budou uhrazeny dodatecné naklady nesouvisejici s
postupy, které byly pfedem schvaleny zadavatelem, jak je
uvedeno v pfiloze B (Zaznam finan¢niho ujednani).
Zadost o thradu takovych nakladt piijemce plateb poda
zadavateli nebo osob¢ jim opravnéné formou faktury s
uvedenim jednotlivych polozZek a podlozené dokumentaci
a doklady dokladajici dohodnuté vydaje prefakturované
na zadavatele. VSechny prefakturované vydaje
nesouvisejici s postupy budou fakturovany pouze ve
skute¢né vynaloZenych ¢astkach bez navyseni, az do vyse
maximalnich ¢astek uvedenych v pfiloze B (Zaznam
finan¢niho ujednani).

A-5. Zavérecna platba. Pfi  ukonceni klinického
hodnoceni budou zadavateli neprodlen¢ ptredlozeny ke
kontrole vSechny formulafe CRF a dokumenty
souvisejici s klinickym hodnocenim. Zavére¢na platba
bude uhrazena, jakmile: budou vyplnény a ptfedany
vSechny formulafe CRF, budou uspokojivé zodpovézeny
dotazy tykajici se udaju, bude vracen vSechen hodnoceny
pripravek, budou vyfeSeny vsSechny problémy s
ukoncenim klinického hodnoceni a dokonceny vsechny
postupy, vcetné zavéreéného oznameni NEK. VSechny
dotazy musi byt kdykoliv béhem klinického hodnoceni
vyfeSeny ve lhuté péti (5) pracovnich dnt po jejich
obdrZeni zdravotnickym zatfizenim. Zadavatel nebo jim
uréena osoba provedou kone¢nou bilanci vSech plateb
vyplacenych k dne$nimu dni s celkovou dluznou ¢éstkou
a neprodlen¢ zaplati zdravotnickému zafizeni ptipadné
neuhrazené ¢astky. Piijemce plateb bez odkladu ve lhité
tficeti (30) kalendafnich dnti po oznameni zadavatele
nebo osoby jim povétené vyplati zadavateli preplatky.

A-6. Dané

(1) Platby uvedené v priloze B (Zaznam financnich
ujednani) jsou uvedeny bez dané z ptidané hodnoty
(dale jen ,,DPH®). Je-li ptijemce plateb platcem DPH
a pokud platné pravni predpisy ukladaji povinnost
platit DPH, musi pfijemce plateb DPH pficist a
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Payee at the applicable VAT rate, along with Payee’s
VAT registration number. If VAT reverse charge
mechanism applies under Applicable Law, Payee will
not add VAT to the invoice, and the appropriate
wording should be displayed on the invoice in
accordance with Applicable Law.

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

A-7. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial.
Screen Failures will be reimbursed, as outlined in
Attachment B (Financial Arrangements Worksheet).

A-8. 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
the 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 Institution
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-9. Payee. The payments will be made to the following
Payee and address:

republika

Payee Bank Account Detai
Bank Name / Nazev banky:

vykazat na faktufe v platné sazbé s uvedenim DIC
piijemce plateb. V pfipadg, ze se dle platnych zakont
uplatiiuje prenesena daniova povinnost, piijemce
plateb DPH na faktufe nepficte, pficemz v souladu s
platnymi zakony je na faktuie tieba uvést pozadovany
text.

(2) Prijemce plateb potvrzuje a zavazuje se, ze ponese
vyhradni odpovédnost za pfipadné platby vSech
ptispévki a dani uvalenych piislusnym organem na
odmény vyplacené piijemci plateb dle této smlouvy.
Spole¢nost CRO nebo zadavatel neponesou
odpovédnost za provadeéni srazek nebo placeni
takovych pozadovanych pfispévkli nebo dani.
Piijemce platby piebirda plnou odpovédnost za
vykazovani vSech pfijatych plateb dle této smlouvy
pfislusnym finan¢nim ufadG v souladu s platnymi
pravnimi predpisy.

A-7. Neuspésné screeningy. Za nelispéSny screening se
povazuje kazdy subjekt klinického hodnoceni, ktery
nesplni kritéria screeningové navstévy, a tudiz neni
zpusobily k zatazeni do klinického hodnoceni. Ptipady
neuspésného screeningu budou uhrazeny, v souladu s
piilohou B (Zaznam finan¢nich ujednani).

A-8. Nutné postupy. Pfijemci plateb bude poskytnuta
uhrada za platné nutné navstévy a postupy, které nejsou
zahrnuty v pfiloze B (Zaznam finan¢nich ujednani).
Uhrada za postup nutny z hlediska bezpeénosti pacienta
bude provedena v jednotkové cené¢ odsouhlasené v
piiloze B (Zaznam finan¢nich ujednani), je-li uvedena,
nebo neuvadi-li ptiloha B (Zdznam finan¢nich ujednéni)
jednotkovou cenu, pak budou pfijemci plateb uhrazeny
skute¢né naklady, které vznikly zdravotnickému zatizeni,
pficemz bude nutné vystavit samostatnou fakturu
podlozenou dokumentaci dokladajici nutnost provést
1ékatsky ukon. V piipadech, kdy to bude mozné, je tieba
ziskat ptedchozi pisemny souhlas zadavatele, pokud tim
nebude naruSena integrita klinického hodnoceni nebo
dotéena bezpecnost subjektu klinického hodnoceni,
pfi¢emz v takovém ptipadé bude zadavatel informovan,
jakmile to bude nasledné mozné.

A-9. Pfijemce  plateb. Platby budou uhrazeny
nasledujicimu pfijemci a na nize uvedenou adresu:

Payee Name / Jméno piijemce plateb: VSeobecna fakultni nemocnice v Praze
Payee Address / Adresa prijemce plateb: U Nemocnice 499/2, 128 00 Praha 2, Czech Republic / Ceska

Payee Tax or other Identification Number/ Danové identifikacni ¢islo ptijemce plateb: CZ00064165

Is / Bankovni spojeni pfijemce plateb:

Bank Address / Adresa barﬂ“_
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IBAN Number / Cislo IBAN:
SWIFT Code / Kéd SWIFT:
Bank Account Number / Cislo G&tu:
Specific symbol / Specificky symbol:

In case of changes to the Payee’s bank account details,
Payee shall inform CRO in writing.

The Payee’s tax identification number or similar
verification approved by CRO is required before any
payments can be made under this Agreement. Updates to
Payee address and banking information can be submitted
in writing to CRO but no amendment to this Agreement
shall be required.

A-10. Invoices and Payment Related Queries. All
invoices must be issued and forwarded to the following
as instructed:

Attn. Investigator Payment Department
Syneos Health UK Limited

Farnborough Business Park

1 Pinehurst Road, Farnborough, Hampshire

GU14 7BF, UK

VAT No.: GB806650142
Re:

E-mail:

All payment related queries may be directed to:

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

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

All incoming payments must be uniquely identified by invoice number or by specific nurnber_/
Veskeré iﬁchozi platby musi byt jednoznacné identifikovany cislem faktury nebo specifickym symbolem

Email address for remittance information / E-mailova adresa pro oznameni piijeti: _

V pripad¢ zmén v bankovnim spojeni piijemce plateb je
ptijemce plateb povinen pisemné¢ informovat spole¢nost
CRO.

Pted uhrazenim plateb podle této smlouvy se vyzaduje
danové identifikacni ¢islo ptijemce plateb nebo podobné
oveieni schvalené spole¢nosti CRO. Aktualizace adresy
a bankovnich udaju pfijemce plateb je mozné piedlozit
pisemné spolecnosti CRO, ale dodatek k této smlouve
neni zapotiebi.

A-10. Faktury a otazky souvisejici s platbami. VSechny
faktury musi byt vystaveny a zaslany podle pokynt na
nize uvedenou adresu:

| Vsechny dotazy k platbam zasilejte na adresu:

Kazda faktura musi uvadét: (1) nazev zadavatele, (2)
¢islo protokolu, (3) kod projektu, (4) jméno hlavniho
zkousejiciho, (5) shrnuti plateb pozadovanych v souladu
s prilohou B (Zaznam finan¢niho ujednani) a, (6) pokud
je ptijemce platby plaitcem DPH, pak daiové
identifikacéni ¢islo, nebo uplatiiuje-li se pienesena danova
povinnost, pak poznamku ,,uplatnéni pfenesené danové
povinnosti®.

Ptijemce plateb neobdrzi zadné platby za piefakturované
vydaje, jestlize ptijemce plateb neptedlozil kopie faktur
nebo jiné dokumentace jasn¢ dokladajici, ze tyto vydaje
byly skutecné, piiméfené a ovéfitelné v Castce
predkladané k tihrade.
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Confidential / Duvérné

ATTACHMENT B/ PRILOHA B

FINANCIAL ARRANGEMENTS WORKSHEET / ZAZNAM FINANCNIHO UJEDNANI

FINANCE SUMMARY BOX SHRNUTI FINANCNICH ZAVAZKU
Invoice Currency / Ména faktury: CZK / K¢
Payment Base / Zaklad platby: Visit Based / Dle navs§tévy
Syneos Health Contracting Entity / Smluvni subjekt Syneos Syneos Health UK Limited
Health:
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ATTACHMENT C / PRILOHA C

TEMPLATE OF THE LIST OF PROVIDED MEDICAL EQUIPMENT /
VZOR SEZNAMU DODANE ZDRAVOTNICKE TECHNIKY

Vieobecna fakultni nemocnice v Praze
U Nemocnice 4992 Prague 2, 128 08 / U Nemocmce 499/2_ Praha 2, 128 08

F—-VFN
Page 1 of 1
Strana 1 ze 1

List of Provided Medical Equipment / Version No.- 2
Seznam dodané zdravoinické techniky Verze cislo: 2
The supplier fills out the information and the recipient corfirms it during handover af the equipment. After handover, the form is sent to the
n'xedfcai’ eguipment services departmernt. /
Udaje vyplni dodavarel, pFi pFedani pFistraje potvrdi pFejimatel. Po pFevzeri je formulaF postoupen odboru servisu ZT.
Delivered under the Clinical Trial Agreement, Protocol # KHB-15802_ dated ...........
Doddhinoe na rziakladé Smlouvy o klinickém hodnoceni, protokol €islo KHB-1802, ze dne _....._....
Eguipment Name / Tvpe / Serial Number / UNDINS GMNDMN PTI Class
Niazev pristroje Tvp Vvrobni ¢isloe Code /f Kod Code f Kod |Period / |/
UMDNS GMDIN! Perioda | Trida®
PBTEK?

Thermometer / Teplomér

ELPRO Libero Tel-IN

For the supplier (date. name. signature. stamp): /
Za dodavatele (datum_ jmeéno, podpis, razitko):

1 Voluntary information / Nepovinné pole.
2 Periodical Technical Inspection, according to the manufacturer’s instructions and requirement of the Sec. 65 of the Act No. 268/2014 Coll., as amended. If it is not required,

please state this information. / Periodicka bezpetnostné technicka kontrola, dle pfedpisu vyrobece a pozadavko §65 zak. 268/2014 Sb. v platném znéni. Neni-li pfedepsana,

proszime tuto skuteénost nwvést.

? According to the Sec. 7 of the Decree No. 54/2015 Coll. / Dle §7 nafizeni viady & 54/2013 Sb.
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For the recipient (cost centre, name, signature, workplace stamp): /
Za piejimatele (nakl. sti | yjméno, podpis, razitko pracovisté):
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