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CLINICAL TRIAL AGREEMENT

ZMLUVA O KLINICKOM SKUSANI

Protocol # KHB-1802

Protokol ¢. KHB-1802

This Clinical Trial Agreement (“Agreement”) is made out
pursuant to the in § 269. 2 of Law no. 513/1991 Coll.
Commercial Code, as amended (the "Commercial Code"),
to the § 29 to § 44 of Act no. 362/2011 Coll. on
medicines and medical devices (the "Medicines Act") and
the relevant provisions of the Act no. 576/2004 Coll.
(the™ Healthcare Act")among

Tato zmluva o klinickom skaSani (,,zmluva®) je
uzatvorena v sulade s § 269 ods. 2 zdkona ¢. 513/1991
Zb. Obchodného zakonnika v zneni neskorsich predpisov
(dalej len ,,Obchodny zakonnik"), s § 29 az § 44 zakona
¢. 362/2011 Z. z. o liekoch a zdravotnickych pomdckach
ao doplneni niektorych zékonov v zneni neskorSich
predpisov (dalej len ,,zakon o liekoch") a prislusnych
ustanoveni zdkona ¢. 576/2004 Z. z. (d’alej len ,,zakon o
zdravotnej starostlivosti') medzi

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

spolo¢nost’ou Syneos Health UK Limited s hlavnym
sidlom vo Velkej Britanii na adrese Farnborough
Business Park, 1 Pinehurst Road, Farnborough,
Hampshire, GU14 7BF, Velkd Britnia, vratane jej
pobociek, dcérskych spolocnosti a hlavne jej materskej
spolo¢nosti Syneos Health, LLC (,,Syneos Health®)

and

a

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

spolo¢nostou Chengdu Kanghong Biotechnology Co.,
Ltd. s hlavnym sidlom podnikania na adrese 108 Shuxi
Road, Jinniu Dis, Chengdu 610036, Cina (,,zadavatel*),

and a

University hospital Trencin Fakultna nemocnica Trenéin
Legionarska 28 Legionarska 28

911 71 Trencin, Slovak Republic 911 71 Trencin, Slovenska republika
ID: 00610470 ICO: 00610470

VAT: 2021254631

EU VAT: SK 2021254631

Represeted by the board of directors:
Ing.Marian Jurus, Director General

JUDr. Marek Sedik, Chief Financial Officer

DIC: 2021254631

ICDPH: SK 2021254631

Zastradou riaditelov: Ing. Marian Jurus, generalny
riaditel

JUDr. Marek Sedik, ekonomicky riaditel

MUDr. Stanislav Pastva, Chief Medical Officer MUDr.  Stanislav ~ Pastva, medicinsky riaditel
(“Institution”) (,,zdravotnicke zariadenie®)
and a

MUDr. Marek Kacerik, PhD., with a place of dwelling
(“Principal Investigator”).

MUDr. Marek Kacerik, PhD., s miestom bydliska na
adrese (,,hlavny skasajuci®).

BACKGROUND RECITALS

PODKLADOVE INFORMACIE

By a separate agreement, Sponsor has engaged Syneos
Health,a contract research organization, 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.

Zadavatel’ najal na samostatni dohodu spolo¢nost’ Syneos
Health, zmluvni vyskumnt organizaciu, konajicu ako
nezévisly dodavatel, na poskytovanie urcitych sluzieb
zadavatel'ovi v stuvislosti so skuSanim, ako je definované
nizie, vratane uzavretia tejto zmluvy v mene zadavatela
a pre jeho prospech.

Sponsor is represented in the EU by Syneos Health UK
Limited 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”).

Zadavatel' je zastupovany v EU spoloénostou Syneos
Health UK Limited v sulade so smernicou 2001/20/ES a
nariadenim (EU) 536/2014 zo dna 16. aprila 2014 o
klinickych skt$aniach lieckov na humanne pouzitie, a
ktorym sa zrusuje nariadenie 2001/20/ES, hned’ ako to
bude uplatnitel'né (,,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,

Zadavatel' je zadavatelom klinického skuSania pre liek
konbercept (,,skisany liek*), ktoré sa ma konat v stilade s
protokolom s nazvom: ,Multicentrické, dvojito
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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 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”).

zaslepené, randomizované skuSanie s roéznymi
davkami na vyhodnotenie Wucinnosti a bezpecnosti
intravitrealnej injekcie konberceptu u ucastnikov
s neovaskuliarnou vekom podmienenou degeneraciou
makuly* KHB-1802, spolo¢ne so vSetkymi stiasnymi a
budicimi dodatkami, schvalenymi ako je tu uvedené
(,,protokol®), ktoré sa ma konat v zdravotnickom
zariadeni (,,skuSanie), so zapojenim pacientov riadne
ziskanych na i¢ast’ v sktiSani (,,ucastnici skliSania®).

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.

Zadavatel' chce najat’ zdravotnicke zariadenie pod
vedenim hlavného skuSajiceho na vykonavanie sktSania,
a zdravotnicke zariadenie chce prijat’ toto zapojenie podl'a
zmluvnych podmienok stanovenych v tejto zmluve.

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:

PRETO TERAZ vzhl'adom na vySSie uvedené
informdcie, tu uvedené vzdjomné dohody a dohovory a
d’alsie dobré a hodnotné ohlady, ktorych prijem a
dostato¢nost’ strany tymto potvrdzuju, strany sa dohodli
takto:

1. Principal Investigators and Institution Personnel.

1. Hlavny zdravotnickeho

zariadenia.

skaSajici  a  personal

1.1 Principal Investigator. MUDr. Marek Kacderik,
PhD., 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:
(i) 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). The Trial will be conducted under the
supervision of the Principal Investigator at Fakultna
nemocnica Tren¢in.

1.1 Hlavny skasajuci. MUDr. Marek Kaéerik, PhD.,
zamestnanec  zdravotnickeho  zariadenia, bude
hlavahym  skasajucim. Hlavny skuSajuci  bude
zodpovedny za riadenie skuSania v stulade s touto
zmluvou a v sulade s prislusnym zakonom (ako je
definované v Casti 2.1). Zdravotnicke zariadenie tymto
vyhlasuje a zarucuje, ze hlavny skisajlci je, a po cely
Cas pocCas trvania tejto zmluvy a pocas trvania
skasania bude: (i) vlastnit vSetky aktivne
profesionalne licencie vyzadované pre vykon skiiSania
v stlade s prislusnym zakonom, (ii) riadne
kvalifikovany zdokumentovanym Skolenim na vykon
skasania a opravneny sluzit ako hlavny skusSajuci
podla tejto zmluvy, a (iii) zodpovedny a schopny
koordinovat, delegovat a dohliadat na personal
zdravotnickeho zariadenia (ako je definované niZSie).
Sktisanie sa bude konat pod dohladom hlavného
skusajtiiceho vo Fakultnej nemocnici Tren¢in.

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

1.2 Personal zdravotnickeho zariadenia. Zdravotnicke
zariadenie a skuSajuci zaistia, aby vSetky osoby
pomahajice s vykonom skusania ako spoluskusajuci
alebo vyskumny personal (,,personal zdravotnickeho
zariadenia“) boli primerane vyskolené, kvalifikované,
opravnené a zdokumentované na vykon takychto
povinnosti. Hlavny skaSajuci moze delegovat
povinnosti a zavdzky na personal zdravotnickeho
zariadenia len vrozsahu, vakom to umozhuje
prislusny zakon (tu definovany), a ktori spliiaju
poziadavky stanovené v tejto zmluve.

1.3 Principal Investigator Substitution. If, for any
reason, Principal Investigator is unwilling or unable to
continue to serve as principal investigator for the
Trialy, Institution or Principal Investigator shall

1.3 Nahrada hlavného skuSajiceho. Ak z akéhokol'vek
dovodu hlavny skusajuci nie je ochotny alebo schopny
nad’alej vykonavat" funkciu hlavného skuSajiceho v
skuSani, zdravotnicke zariadenie alebo hlavny
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provide prompt written notice thereof to Syneos
Health. Institution shall consult with Syneos Health
regarding the appointment of a replacement principal
investigator. Any replacement Principal Investigator
will be subject to Syneos Health’s prior written
approval and he/she must agree in writing to be bound
by the terms of this Agreement. If Sponor 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 Syneos Health and
Sponsor may have hereunder or as a matter of law,
Syneos Health 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 Syneos Health’s prior written
consent on behalf of Sponsor.

skasajuci okamzite zasla pisomny oznam spolocnosti
Syneos Health. Zdravotnicke zariadenie sa poradi so
spoloénostou Syneos Health ohladom vymenovania
ndhradného hlavného skuSajuceho.  Akykol'vek
ndhradny  hlavny  skaSajici bude  podliehat’
predchadzajucemu pisomnému schvaleniu
spolo¢nostou Syneos Health a musi pisomne vyjadrit’
zavazok, ze bude viazany podmienkami tejto zmluvy.
Ak zadavatel' neschvali navrhovaného ndhradnika,
vsetko  dalSie  zaradovanie  ucastnikov = v
zdravotnickom zariadeni do tohto skaSania sa
okamzite zastavi, a bez obmedzenia akychkol'vek
inych prav alebo naprav, ktoré tu spolo¢nost’ Syneos
Health a =zadavatel moézu mat podla zakona,
spolo¢nost’ Syneos Health sa moéze rozhodnat
okamzite ukonéit' tuto zmluvu pisomnym oznamom
zdravotnickemu zariadeniu v mene zadavatela.
Zdravotnicke zariadenie nesmie nahradit’ hlavného
skuasajuceho alebo vyznamne obmedzit’ jeho rolu v
skasani bez predchadzajuceho pisomného sthlasu
spolo¢nosti Syneos Health v mene zadavatela.

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.

1.4 Povinnosti zdravotnickeho zariadenia.
Zdravotnicke  zariadenie zaisti riadny vykon
povinnosti hlavného sktisajuceho a vsetkého ostatného
personalu zdravotnickeho zariadenia s ohladom na
vSetky povinnosti, ktoré vykonavaju, ako je tu
zamyslané.

2. Protocol/Conduct of Trial.

2. Protokol/vykon sku$ania.

2.1 Conduct of 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, (iii) 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 Slovakia
and as replaced by the CTR as soon as applicable, and
Regulation (EU) 2016/679 of 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”.

2.1 Vykon skuSania. Zdravotnicke zariadenie zaisti,
aby hlavny  skuSajuci a  vSetok  personal
zdravotnickeho zariadenia svedomite vykonavali
skasanie v stlade s (i) protokolom, (ii) prislusnym
zdkonom, (iii) pisomnymi pokynmi zadavatel'a alebo
poverenej osoby a (iv) vnutropodnikovymi predpismi
zdravotnickeho  zariadenia  (ktoré  zdravotnicke
zariadenie vyhlasuje a zarucuje, Ze nie st v rozpore s
ni¢im vysSie uvedenym). Pre ucely tejto zmluvy,
,prislusny zakon“ znamena vSetky prislusné zakony,
pravidla a predpisy tykajice sa tu zamyslanych
aktivit, vratane, bez obmedzenia, nariadenia
2001/20/ES, ako je implementované na Slovensku a
ako bude nahradené CTR hned, ako to bude
uplatnitelné, a nariadenim (EU) 2016/679 z 27. aprila
2016 o ochrane fyzickych o0s6b pri spractivani
osobnych udajov a o voI'nom pohybe takychto udajov,
ktorym sa zruSuje smernica 95/46/ES (,,GDPR*) ako
aj, v takom rozsahu, ak to neodporuje vyssie
uvedenému, vSetky relevantné smernice a normy
Medzinarodnej konferencie na harmonizaciu spravnej
klinickej praxe (,,JCH GCP*) a Helsinskej deklaracie
Svetovej  asociacie lekarov  ,Etické principy
medicinskeho ~ vyskumu  zahriiujuceho  ludské
subjekty”.

2.2 Amendments. The Protocol may be modified only

2.2 Dodatky. Protokol moéZe byt upraveny len v
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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”) Syneos
Health shall seek, on behalf of the Sponsor, such
approval in the manner provided in Section 3.

sulade s tu uvedenymi postupmi alebo po pisomnom
ozname od zadavatela hlavnému skiSajicemu. Ak si
akékol'vek navrhované dodatky k protokolu vyzaduju
schvalenie prisluSnej nezavislej etickej komisie
(,JEC*) alebo prislusného regulaéného tradu
(,,prislusny organ®), spolo¢nost’ Syneos Health si v
mene zadavatela vyziada takéto schvalenie sposobom
uvedenym v Casti 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 and/or Principal Investigator will notify the
Sponsor and Syneos Health. Syneos Health 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.

2.3 Nudzové odchylky/urgentné bezpecnostné
opatrenia. Ak hlavny skusajuci stanovi, ze je potrebné
sa odklonit’ od protokolu z nuadzovych dévodov pre
bezpecnost  ucastnikov  skuSania, zdravotnicke
zariadenie alebo hlavny skuSajuci upovedomia
zadavatel'a a spolo¢nost’” Syneos Health. Spolo¢nost’
Syneos Health upovedomi IEC alebo prislusny organ,
ak to vyzaduje prislusny zakon hned, ako to bude
prakticky mozné, no v kazdom pripade nie neskor nez
pat’ (5) pracovnych dni po uplatneni odchylky alebo v
kratSom case, ktory méze byt urceny prisluSnym
zakonom.

2.4 Site _Communication. The parties agree that
Marian Oravec, tel.: email:
shall be the contact point and the main channel of
communication with the Institution. The parties agree
that the Principal Investigator shall be the contact
point and the main channel of communication with the
Trial Subjects as required by Applicable Law and in
accordance to the terms of this Agreement. The
Principal Investigator and Institution agree that in
addition to the specific obligations of communication
and disclosure herein, they will provide Syneos Health
with timely information concerning the conduct of the
Trial, any deviations, obstacles, concerns, claims, or
other information so that Syneos Health can provide
the same to the Sponsor. Syneos Health 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

2.4 Komunikécia s pracoviskom. Strany suhlasia, ze
Marian Oravec, , tel.: ,
email: bude kontaktnym
bodom a hlavnhym komunikaénym kanalom s
Institaciou. Strany suhlasia, ze hlavny skuSajuci bude
kontaktnym bodom a hlavnym komunikacnym
kanalom s ucastnikmi skasania ako to vyzaduje
prislusny zakon a v sulade s podmienkami tejto
zmluvy. Hlavny skuSajuci a zdravotnicke zariadenie

suhlasia, ze okrem tu uvedenych konkrétnych
povinnosti komunikicie a oznamov poskytni
spolo¢nosti  Syneos Health véasné informacie

ohladom vykonu skuSania, akychkol'vek odchylok,
prekazok, problémov, narokov alebo inych informacii,
aby spolo¢nost’ Syneos Health mohla tieto informacie
dalej poskytnut’ zadéavatelovi. Spolocnost’ Syneos
Health sa zavizuje, ze bude hlavnym komunika¢nym
kandlom medzi zadavatelom a kazdym hlavnym

deviations, obstacles, concerns, claims, or other skisajucim a zdravotnickym zariadenim ohladom

information. vykonu skusania, akychkol'vek odchylok, prekazok,
problémov, narokov alebo inych informacii.

3. Independent  Ethics Committee. Institution and | 3. Nezavisld etickd komisia. Zdravotnicke zariadenie a

Principal Investigator will ensure that the Trial is initiated
only after the Trial has received a favorable opinion of
the IEC and to the extent that the Competent Authority
has not informed the Sponsor of any grounds for non-
acceptance in compliance with Applicable Law. Syneos
Health shall submit on behalf of the Sponsor all of the
foregoing materials as priorly approved in writing by the
Sponsor to the IEC and Competent Authority. Institution
and Principal Investigator will promptly forward to
Syneos Health any correspondence to or from the IEC
and Competent Authority regarding the Trial within
twenty-four (24) hours of receipt thereof.

hlavny skusajuci zaistia, aby sa skuSanie zacalo az potom,
¢o skusanie ziska pozitivne vyjadrenie [EC a za
predpokladu, ze prislusny organ neinformuje zadavatela
o akomkol'vek dévode na neprijatie v sulade s prislusSnym
zakonom. Spolo¢nost’” Syneos Health predlozi v mene
zadavatela IEC a prislusnému organu vsetky uvedené
materidly ako budi predtym pisomne schvalené
zadavatel'om. Zdravotnicke zariadenie a hlavny skusajtci
ihned” zaSli spolo¢nosti Syneos Health aktkol'vek
korespondenciu s IEC a prislusnym organom ohl'adom
skuSania do dvadsatStyri (24) hodin od jej prijatia.
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4. Trial Drug. Syneos Health, on behalf of Sponsor, will
provide Institution and Principal Investigator 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, Syneos Health, on
behalf of Sponsor, will also provide Trial medication
supplies (“Trial Medication Supplies”) and comparator
drug (“Comparator Drug”) at no cost to the Institution
and Principal Investigator.

4. Sktsany liek. Spolo¢nost’ Syneos Health v mene
zadéavatela poskytne zdravotnickemu zariadeniu a
hlavnému skuSajicemu dostatocné mnozstvo skiisaného
lieku na vykon skuSania bez nékladov pre zdravotnicke
zariadenie. Ak to vyZzaduje protokol a ak nie je dohodnuté
inak, spolo¢nost’ Syneos Health v mene zadavatel'a tiez
doda zasoby k skuSanym liekom (,,zasoby k sktiSanym
lickom*™) a porovnavaci liek (,,porovnavaci liek”) bez
nakladov pre zdravotnicke zariadenie a hlavného
skusajuceho.

4.1 Custody and Dispensing. Institution and Principal
Investigator 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.

4.1 Uschova a vydavanie. Zdravotnicke zariadenie a
hlavny skasajaci budu dodrziavat zdkon, ktory
vyzaduje pozorni uschovu a vydavanie skusaného
lieku, zasob k skuSanym liekom a porovnavacieho
lieku, ako aj primerané zdokumentovanie vsetkych
aktivit.  Zdravotnicke zariadenie bude dodrziavat
vSetky pokyny zadavatela ohladom prijatia,
uchovévania, monitorovania, likvidacie, pridel'ovania,
zuctovatelnosti, vydavania, zniCenia a vratenia
skasaného lieku, zasob k skuSanym liekom a
porovnavacieho lieku, ako je stanovené v tejto Casti 4.

4.2 Control. Institution and Principal Investigator 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.

4.2 Kontrola. Zdravotnicke zariadenie a hlavny
skasajuci budil udrziavat’ primerani kontrolu nad
zasobami skiSan¢ho lieku, zasobami k skasanym
lickom a porovnavacim liekom a nepodaju ani
nevydaju ho nikomu, kto nie je riadne zaradeny
ucastnik skuSania, ani neposkytnil pristup k nemu
nikomu okrem hlavného skusajiceho alebo personalu
zdravotnickeho zariadenia pre skiiSanie opravneného
na takéto podavanie alebo vydavanie riadne
zaradenym ucastnikom sk@Sania v sulade s
protokolom.  Akékol'vek pouzitie skisaného lieku,
zasob k skuSanym liekom alebo porovnavacieho lieku,
ktoré nie je v sulade s protokolom, predstavuje
materialne poruSenie tejto zmluvy.

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

4.3 Ziadna ziruka. Zdravotnicke zariadenie a hlavny
skasajuci  potvrdzuju, ze skuSany liek je
experimentalnej povahy a zadavatel' nedava ziadnu
zaruku, vyslovna ani naznacenu, ohladom skusaného
lieku.

4.4 Ownership of Trial Drug. Trial Drug is and
remains the property of Sponsor. Sponsor grants
Institution and Principal Investigator 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.

4.4 Vlastnictvo skasaného lieku. SkuSany liek je a
zostava majetkom zadavatela. Zadavatel nedava
zdravotnickemu zariadeniu, hlavnému sktsajicemu
ani ich personalu Ziadne vyslovné ani naznacené prava
dusevného vlastnictva na skasany liek alebo
akékol'vek metdody vyroby alebo pouZzivania
skaSaného lieku.

4.5 Payment for Trial Drug or Comparator Drug.
Institution and Principal Investigator 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 Syneos Health on behalf
of the Sponsor under this Agreement.

4.5 Platby za skaSany liek alebo porovnavaci liek.
Zdravotnicke zariadenie a hlavny skusajaci nebudi
uctovat’ UcCastnikom skuSania ani platitelom tretej
strany za skuSany liek, zasoby k skasanym liekom
alebo porovnavaci liek alebo za akékol'vek sluzby
preplatené spoloc¢nostou Syneos Health v mene
zadavatel'a podl’a tejto zmluvy.

PIl: MUDr. Marek Kagerik, PhD.| Institution: University hospital Trencin| Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802

Doc Name: Slovakia CTA | Doc Final: 14Jan2019
EUI-1202182985v1

Page 5 of 51




Confidential/ Doverné

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 and Principal Investigator 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.

5. Finanéné podmienky. Kompenzacia za sluzby podla
tejto dohody sa bude konat' prostrednictvom platieb v
sulade s prilohou A (Platobné podmienky) a prilohou B
(Harok s finanénymi podmienkami). VSetky strany
potvrdzuji, Ze sumy stanovené v prilohe B (Harok s
finanénymi podmienkami) predstavuji realnu trhova
hodnotu  sluzieb  poskytovanych  zdravotnickym
zariadenim a hlavnym skasajucim za vykon sktSania
podla ich najlepSicho vedomia, a neboli stanovené
ziadnym spdsobom, ktory by zohladiioval objem alebo
hodnotu akychkol'vek odporucani alebo inych obchodov
inak vytvorenych medzi stranami, za ktoré sa moze
vykonat’ platba vcelku alebo scasti podl'a akéhokol'vek
programu zdravotne] starostlivosti, a Ze tato platba sa
nevykondva vymenou za Ziadnu vyslovna ani naznacent
dohodu, ze zdravotnicke zariadenie, hlavny skusajuci
alebo  persondl zdravotnickeho zariadenia budu
nakupovat, predpisovat, odporucat, zabezpeCovat
priaznivé postavenie na zozname liekov alebo inak
zariad’ovat’ pouzitie akéhokol'vek produktu zadavatel’a.

All amounts are inclusive of all direct, indirect, overhead
and other costs, including laboratory and ancillary service
charges, and will remain firm for the duration of the Trial,
unless otherwise agreed in writing by the parties. Neither
the Institution nor the Principal Investigator will directly
or indirectly seek or receive compensation from Trial
Subjects or third-party payers for any material, treatment
or service that is required by the Protocol and provided or
paid by Syneos Health 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.

Vsetky sumy zahtnaju vsetky priame, nepriame, rezijné a
iné naklady, vratane laboratornych a vedlajsich poplatkov
za sluzby, a zostanu pevné po dobu trvania skisania, ak
sa strany pisomne nedohodnti inak. Zdravotnicke
zariadenie ani hlavny sktsajuci nebudu usilovat’, priamo
ani nepriamo, o ziskanie kompenzacie od ucastnikov
skasania alebo platitel'ov tretej strany za ziadny material,
liecbu alebo sluzbu, ktoré st vyzadované protokolom a
poskytované alebo platené spolo¢nost'ou Syneos Health v
mene zadavatela, vratane, okrem iného, skusaného lieku,
zasob k skasanym liekom, porovnavacicho lieku,
skriningu  tcastnikov ~ skaSania, lekarskych a
oSetrovatel'skych sluzieb v suvislosti so sktSanim,
diagnostickych testov vyzadovanych protokolom, a
podavania skiiSaného lieku alebo porovnavacieho lieku.

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

Ked raz budu urceni prijemcovia platieb zaplateni za
vykon skuSania, spolo¢nost’ Syneos Health ani zadavatel’
nebudi mat’ ziadnu d’al$iu povinnost’ ani zavézok platit’
zdravotnicke zariadenie, hlavného skuSajiceho alebo
personal zdravotnickeho zariadenia.

6. Reporting  Obligations. Institution and Principal
Investigator 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 and
Principal Investigator acknowledge and agree that
information, including but not limited to (as applicable),
(i) name, address, qualifications and medical specialties,
licensure information and number, (ii) information

6. Ohlasovacie povinnosti. Zdravotnicke zariadenie a
hlavny skusajuci potvrdzuju a stihlasia, Ze r6zne zékony,
Statity, predpisy, nariadenia a priemyselné poziadavky
(spolo¢ne ,,ohlasovacie zakony*) vyzaduju, aby uréité
spolo¢nosti vo farmaceutickom/zdravotnickom priemysle
spristupniovali a hlasili informacie ohl'adom poukéazanych
platiecb a dohdd wuzavretych so zdravotnickymi
pracovnikmi alebo inymi osobami alebo subjektmi
vykonavajucimi aktivity v urcitych krajinach. Preto v
suvislosti s takymito ohlasovacimi zakonmi zdravotnicke
zariadenie a hlavny skusajaci potvrdzuju a sthlasia, Ze
informadcie, vratane, bez obmedzenia (ako je vhodné) (i)
mena, adresy, kvalifikacii a medicinskej Specializacie,
informacii a Cisla licencie, (i) informacii ohl'adom tejto
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regarding this Agreement, and (iii) information
concerning all payments, transfers of value, benefits (in
cash or in kind) made to Institution and/or Principal
Investigator and any member of Institution Personnel
under this Agreement and other required financial
information may be disclosed by Syneos Health 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. 362/2011 Coll. on Drugs and
Medical Devices as amended and Act no. 495/2003 Coll.
on Income Tax as amended. Institution shall ensure that
the Principal Investigator and any subinvestigators
complete and return to Syneos Health 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. Should Principal
Investigator wish to access and/or update/correct his/her
personal data, Principal Investigator should contact
Syneos Health’s Global Privacy Officer. Syneos Health’s
privacy Policy is located at
http://www.syneoshealth.com.

zmluvy a (iii) informacii ohl'adom vsetkych platieb,
prevodov hodnoty, davok (hotovostnych alebo v
naturaliach) poukadzanych zdravotnickemu zariadeniu
alebo hlavnému skusajicemu alebo akémukol'vek ¢lenovi
personalu zdravotnickeho zariadenia podrla tejto zmluvy a
inych vyzadovanych finan¢nych informacii mézu byt
spristupnené  spolo¢nostou  Syneos Health alebo
zadavatelom alebo relevantnym prislusSnym organom,
vratane na publikdciu v sulade s relevantnymi
ohlasovacimi zakonmi vratane, bez obmedzenia, ako je
aplikovatel'né podla zakona ¢. 362/2011 Z. z. o liekoch a
zdravotnickych pomdckach, v platnom zneni, a zdkona €.
495/2003 Z. z. o dani z prijmov, v plathom zneni.
Zdravotnicke zariadenie zaisti, aby hlavny skuSajuci a
vSetci spoluskusajici vyplnili a v€as odoslali spolocnosti
Syneos Health a zadavatelovi finanéné osvedcenia alebo
zverejnovacie  formulare,  vratane  vyZadovanych
aktualizacii, ako su vyzadované, aby zadavatel mohol
naplnit’ svoje ohlasovacie povinnosti podla tychto
ohlasovacich zakonov. Vykon tejto zmluvy slizi ako
suhlas zdravotnickeho zariadenia a hlavného skuSajiiceho
so zberom udajov a spracovanim udajov a spristupnenim
vysSie uvedenych informacii na tu uvedené ucely. Ak
chce mat’ hlavny skuSajuci pristup k svojim osobnym
udajom a aktualizovat’ alebo opravit’ ich, hlavny skusajuci
ma kontaktovat’® pracovnika pre ochranu udajov
spolo¢nosti Syneos Health. Predpis o ochrane stkromia
spolo¢nosti Syneos Health sa nachadza na adrese
http://www.syneoshealth.com.

7. Trial Subject Enrollment. Each of Institution and
Principal Investigator 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.

7. Zarad'ovanie ucastnikov skusania. Kazdé zdravotnicke
zariadenie a hlavny skusajuci sa zaviazali zaradovat
ucastnikov skuiSania do skiiSania v stlade s protokolom a
v sulade so schvaleniami [EC a prislusného organu.
Zadavatel mobze zastavit zaradovanie Castnikov
skasania, ak sa dosiahne celkovy pocet potrebny pre
multicentrické skuSanie, ak je to aplikovatel'né.

8. Informed  Consent.  Institution and  Principal
Investigator shall ensure that the Informed Consent Form
(“ICF”), which must comply with Applicable Law, as
approved by Sponsor, Sponsor’s Designee (Syneos
Health), 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
(ii) any personal data of such Trial Subject is processed.

8. Informovany suhlas. Zdravotnicke zariadenie a hlavny
skasajuci zaistia, aby kazdy ucastnik skusania riadne
podpisal formulédr informovaného sthlasu (,,ICF*), ktory
musi byt v sulade s prislusnym zakonom, ako je
schvaleny zadavatel'om, poverencom zadavatel'a (Syneos
Health) a IEC, a ak je to vyzadované, aj prisluSnym
organom, predtym nez (i) je takyto ucastnik skiSania
zaradeny do sktsania a (ii) sa spracuju akékol'vek osobné
udaje takéhoto ucastnika skusania.

9. Reporting Adverse Events and ICH GCP Breaches.

9. Hlasenie nezZiaducich udalosti a poruSeni ICH GCP.

Institution and Principal Investigator 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 (Syneos
Health) to meet its reporting obligations under Applicable
Law. Except as otherwise required by Applicable Law,
Sponsor and Syneos Health shall be responsible for

Zdravotnicke zariadenie a hlavny skuaSajuci nahlasia
neziaduce udalosti, ktoré sa vyskytni u ucastnikov
skasania, a porusenia ICH GCP kedykol'vek v sulade s
pokynmi v protokole a prisluSnym zédkonom a tak, aby
zadavatel’ alebo poverenec zadavatela (Syneos Health)
mali dostatony cas na splnenie svojich ohlasovacich
povinnosti podla prislusného zakona. S vynimkou toho
ako to vyzaduje prislusny zakon, zadavatel’ a spolo¢nost’

PIl: MUDr. Marek Kagerik, PhD.| Institution: University hospital Trencin| Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802

Doc Name: Slovakia CTA | Doc Final: 14Jan2019
EUI-1202182985v1

Page 7 of 51




Confidential/ Doverné

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

Syneos Health budu zodpovedni za odoslanie prislusnych
regulacnych oznamov, ako st vyzadované podla
prislusného zakona s ohladom na takéto neziaduce
udalosti a porusenia ICH GCP. Hlavny skasajici bude
spolupracovat’ so zadavatelom a spolo¢nostou Syneos
Health s ohl'adom na takéto oznamy a akékol'vek
regulacné vysetrovania alebo konania, ktoré moézu takto
vzniknut’ alebo byt vyzadované.

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. Osobné udaje. Strany budu dodrziavat’ a zaistia sulad
jednotlivcov menovanych zdravotnickym zariadenim na
toto skuSanie s prislusSnym zakonom, vratane, bez
obmedzenia, ustanoveni GDPR s ohl'adom na dovernost’,
ochranu stkromia a bezpecnost’ akychkol'vek osobnych
udajov, ktoré sa spracuvaju pri uplatiiovani tejto zmluvy.

10.1 Processing of Trial Subjects’ Personal Data.
Institution and Principal Investigator 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 and Principal Investigator 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
Principal Investigator or 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.

10.1 Spracovanie  osobnych tdajov  ti¢astnikov
skusania. Zdravotnicke zariadenie a hlavny skusajuci
budi dodrziavat prislusny zakon, vratane, bez
obmedzenia, ustanoveni GDPR, s ohl'adom na
spracovanie osobnych udajov kazdého ucastnika
sktiSania, ktoré umoznia zdravotnickemu zariadeniu a
hlavnému skusajucemu, aby poskytovali zadavatel'ovi,
konajticemu v role kontrolora tidajov v tomto ohl'ade,
a d’al§im osobam a subjektom uréenym zadavatelom
zhromazd'ovanie, spracovanie, pouZitie, spristupnenie,
uchovéavanie a prenos vyplnenych zaznamovych
formularov ucastnika klinického sktsSania (,,CRF®),
zdrojovych dokumentov a vSetkych ostatnych
informacii vyzadovanych protokolom. Informacie
prenaSané hlavnym skuasajucim alebo zdravotnickym
zariadenim zadavatel'ovi nebudu obsahovat’ totoznost’
pacientov zahrnutych v tomto skuSani, kde budua
identifikovani len  kédmi, ktoré neumoznia
identifikaciu ucastnikov skuiSania.

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

11. Doverné informacie. V priebehu skGSania moézu
zdravotnicke zariadenie a hlavny skuasajuci prijat alebo
generovat’ informdcie, ktoré st doverné pre zadavatela
alebo pobocky zadavatela.

11.1 Definition. Except as specified below,
Confidential Information includes all information
provided by Sponsor and Syneos Health, or developed
for Sponsor and Syneos Health, 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 Syneos Health,
commercialization and Trial strategies, trade secrets
and know-how disclosed by Sponsor to Institution
and/or Principal Investigator directly or indirectly,
whether in writing, electronic, oral or visual
transmission, or which is developed under this
Agreement.

11.1 Definicie. Okrem pripadov uvedenych dalej
patria medzi doverné informdicie vSetky informacie,
ktoré poskytne zadavatel’ a spolo¢nost’ Syneos Health,
pripadne vyvinuté pre zadavatel'a a spolocnost’ Syneos
Health, vynalezy a vSetky tidaje zhromaZdené pocas
skasania, vratane, okrem iného, vysledkov, sprav,
technickych a ekonomickych informacii, existencie ¢i
podmienok tejto alebo inej zmluvy o skasani so
zadavatelom a spolo¢nostou Syneos Health, predaja
a stratégii skusania, obchodnych tajomstiev a know-
how, ktoré zadavatel poskytne zdravotnickemu
zariadeniu alebo hlavnému skisajicemu priamo alebo
nepriamo, ¢i uz pisomne, elektronicky, ustne alebo
vizualnym prenosom, alebo ktoré budi vyvinuté na
zaklade tejto zmluvy.

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

11.2 Vynimky. Medzi déverné informacie nepatria
informacie, ktoré s verejne zname pred tym, ako ich
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to disclosure by Sponsor or Syneos Health; becomes
part of the public domain during the term of this
confidentiality obligation by any means other than
breach of this Agreement by Institution or Principal
Investigator; is already known to Institution or
Principal Investigator at the time of disclosure and is
free of any obligations of confidentiality; or is
obtained by Institution or Principal Investigator, free
of any obligations of confidentiality from a third party
who has a lawful right to disclose it.

spristupni zadavatel’ alebo spolo¢nost’ Syneos Health,
stanu sa sucastou verejnej domény pocas trvania tohto
zavazku  zachovania  dovernosti  akymikol'vek
prostriedkami, okrem poruSenia tejto zmluvy
zdravotnickym zariadenim alebo hlavnym skasajucim,
uz su zdravotnickemu zariadeniu alebo hlavnému
skiSajicemu  zname v cCase ich  poskytnutia
a nevztahuje sa na ne ziadna povinnost zachovania
dovernosti, alebo ktoré ziska zdravotnicke zariadenie
alebo hlavny skusajuci od tretej strany, ktora ma
zékonné pravo ich spristupnit bez povinnosti
zachovania dovernosti.

11.3 Obligations of Confidentiality. Unless Sponsor
provides its prior written consent, Institution and
Principal Investigator shall not use Confidential
Information for any purpose other than that authorized
in this Agreement, nor shall Institution or Principal
Investigator 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.

11.3 Povinnost’ zachovania dovernosti. Ak zadavatel’
neposkytne  predchadzajuci  pisomny  sthlas,
zdravotnicke zariadenie a hlavny skuSajuci nepouziju
doverné informacie na ziadny iny el nez na ten, na
ktory st opravneni touto zmluvou; zdravotnicke
zariadenie ani hlavny skusajuci nesmu spristupnit’
déverné informacie ziadnej tretej strane s vynimkou
toho, ako opraviuje tato zmluva, alebo ako to
vyzaduje prislusny zdkon. Spristupnenie dévernych
informacii IEC alebo prisluSnym organom je
$pecificky povolené, ak to vyzaduje prislusny zakon.

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 or Principal
Investigator 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.

11.4 Spristupnenie  vyzadované  zdkonom. Ak
prislusny zdkon vyzaduje spristupnenie doévernych
informacii mimo vyslovne povoleného spristupnenia
uvedeného vtejto zmluve, toto spristupnenie
nepredstavuje porusenie tejto zmluvy ak, a v takom
rozsahu ako to povol'uje prislusny zdkon, zdravotnicke
zariadenie  alebo  hlavny  skusajici  pisomne
upovedomia zadavatela ¢o najskor, aby mohol
zadavatel’, taktiez v takom rozsahu ako to povoluje
prislusny zakon, prijat pravne kroky na ochranu
dovernych informécii, spristupnit len tie doverné
informacie, ktoré su potrebné na dodrzanie zakonnej
poziadavky, anadalej zachovat ddvernost tychto
dovernych informacii s ohladom na vSetky ostatné
tretie strany.

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.

11.5 Pretrvavanie zdvéizkov. S ohladom na déverné
informécie, a bez dotknutia tu stanovenych povinnosti
ohl'adom osobnych udajov, mimo udajov skiiSania (tu
definovanych) a udajov z analyz biologickych vzoriek
(tu definovanych), tieto povinnosti nepouzitia a
nespristupnenia pretrvavaju po ukonceni tejto zmluvy,
a trvaji po dobu desat’ (10) rokov po ukonceni alebo
dlhsiu dobu, ako mdze urCovat’ prislusny zakon.

11.6 Return of Confidential Information. If requested
by Sponsor or Syneos Health in writing, Institution
and Principal Investigator will return all Confidential
Information, as well as all written material which
incorporates any Confidential Information, at
Sponsor’s expense, except that required to be retained
and archived at the Trial site by Applicable Law.

11.6 Vratenie dovernych informacii. Ak o0 to
zadavatel’ alebo spolocnost Syneos Health pisomne
poziadajl, zdravotnicke zariadenie a hlavny skusajuci
vratia vSetky doverné informacie, ako aj pisomné
materialy, ktoré zahfnaju akékol'vek doverné
informéacie, na naklady zadavatela, s vynimkou tych,
ktoré sa musia uchovavat’ a archivovat’ na pracovisku
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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.

sktisania podla prislusného zakona. Zdravotnicke
zariadenie si vS§ak moze odlozit’ jednu archivnu kopiu
dovernych informéacii vyluéne na ucely stanovenia
rozsahu povinnosti, ktoré vznikni na ziklade tejto
zmluvy, priCom tato kopia bude nad’alej viazand touto
Castou 11.

11.7 Processing of Personal Data by the Parties.

11.7 Spracovanie osobnych udajov stranami.

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 Syneos Health 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 Syneos
Health and Sponsor and/or transferred to third
parties (situated throughout the world) for the
following purposes:

a. Hlavny skasajuci a dalsi
zamestnanci/dodévatelia, zastupcovia a agenti
zdravotnickeho zariadenia mozu pred skiSanim a
pocas neho dostat’ ziadost’ o poskytnutie Svojich
osobnych udajov spolo¢nosti Syneos Health alebo
zadavatelovi. Pre hlavného skusajuceho medzi
takéto osobné udaje moézu patrit mena, kontaktné
informadcie, pracovna prax a odborné kvalifikacie,
publikacie, zivotopisy, vzdelanie a informdcie
tykajuce sa platieb poukdzanych podla tejto
zmluvy. Pre dalSich zamestnancov/dodavatelov,
zastupcov a agentov zdravotnickeho zariadenia
mozu tieto mena zahfiat mena a kontaktné
informacie. Takéto udaje mézu spolo¢nost’ Syneos
Health a zadavatel spracovat’ a elektronicky
uchovavat alebo prenasat tretim stranam
(nachadzajicim sa na celom svete) na nasledujice
ucely:

(1) the conduct of clinical trials;

(1) vykon klinickych skusani

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

(2) overovanie zo strany Statnych alebo
regulaénych organov, zadavatela, spolocnosti
Syneos Health a ich zastupcov a poboéiek

(3) compliance with legal and regulatory
requirements;

(3) dodrziavanie pravnych a regulaénych
poziadaviek

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

(4) publikovanie na stranke
www.clinicaltrials.gov a inych webovych
strankach alebo v databazach sluziacich na
porovnatel'ny ucel

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

(5) uchovavanie v databazach na ulahCenie
vyberu skuSajucich pre buduce klinické
skuSania a

(6) anti-corruption compliance.

(6) dodrziavanie protikorupénych zakonov

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

Zdravotnicke zariadenie potvrdzuje, Ze hlavny skasajici a
jeho zamestnanci/dodavatelia sthlasia s poskytnutim
takychto osobnych udajov spolo¢nosti Syneos Health
alebo zadavatelovi, aby ich spolo¢nost Syneos Health
alebo zadavatel elektronicky uchovavali, ako aj s ich
prevodom  spolo¢nostou  Syneos Health alebo
zadavatelom uvedenym tretim stranam, ako sa uvadza
vyssie.

b. Institution shall process personal data relating to
Syneos Health’s and Sponsor’s
employees/contractors 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 Syneos Health’s

b. Zdravotnicke zariadenie bude spracuvat’ osobné
udaje tykajuce sa zamestnancov/dodavatel'ov
spolo¢nosti Syneos Health a zadavatela len v
rozsahu a spésobom potrebnym na ucely tejto
zmluvy a nebude ich spractivat’ na Ziadny iny ucel.
Zdravotnicke zariadenie nebude prevadzat osobné
udaje tykajuce sa zamestnancov/dodavatelov
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or Sponsor’s employees/contractors to a third party
without the prior written consent of Syneos Health
or Sponsor, as applicable.

spolo¢nosti Syneos Health alebo dodavatela tretej
strane bez predchadzajuceho sthlasu spoloc¢nosti
Syneos Health alebo dodéavatel’a, ako je vhodné.

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.

€. Kazda strana zarucuje, Ze prijme primerané
technické a  organizaéné  opatrenia  proti
neopravnenému alebo nezakonnému spracovaniu
osobnych udajov a proti ndhodnej strate, zniceniu
alebo poSkodeniu osobnych idajov.

12. Trial Data, Biological Samples, and Records.

12. Udaje sktidania, biologické vzorky a zéznamy.

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 (as defined by Sponsor
or Syneos Health, 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 and
Principal Investigator will ensure accurate and timely
collection, recording, and submission of Trial Data in
a format and method that is reasonably acceptable to
Sponsor and Syneos Health.

12.1 Udaje skiigania. Zdravotnicke zariadenie, hlavny
skuSajiici a personal zdravotnickeho zariadenia v
priebehu sktSania zhromazdia a odoslu urcité udaje
zadéavatel'ovi alebo jeho agentovi, ako je uvedené v
protokole. Sem patri zdrojova dokumentacia (ako je
definovand zadavatel'om alebo spolo¢nostou Syneos
Health, formularmi CRF (alebo ich ekvivalentom))
alebo elektronické zaznamy udajov, ako aj iné
dokumenty alebo materidly vytvorené pre ucely
skasania, ako su snimky RTG, MRI, FA, FP, SD-
OCT, zrkadlova mikroskopia alebo iné typy
medicinskych snimok, EKG, EEG alebo iné typy kopii
alebo vytlackov alebo suhrny udajov (sthrnne ,,udaje
skasania®). Zdravotnicke zariadenie a hlavny
skuSajiici zaistia presné a vcasné zhromazdenie,
zaznam a odoslanie udajov skuSania vo formate a
metddou, ktora je primerane prijatel'na pre zadavatela
a spolo¢nost’ Syneos Health.

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 and
Principal Investigator 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 and
Principal Investigator shall take reasonable and
customary precautions, including periodic backup
of computer files, to prevent the loss or alteration
of any Trial Data.

a. Vlastnictvo udajov skuSania. Zadavatel' je
vyluénym vlastnikom vSetkych tdajov skusania,
bez dotknutia pravidiel ochrany osobnych udajov,
a bude mat exkluzivne prava na vyuzitie tychto
udajov sktSania ako uznd za vhodné, vratane v
spojitosti s akymikol'vek regulaénymi podaniami a
ziadost’ami, publikaciami a akymkol'vek usilim o
komer¢né vyuzitie, ktoré on alebo poverené osoby
modzu vynalozit' ohladom skusaného lieku alebo v
dosledku skuSania. Zdravotnicke zariadenie a
hlavny sktsajtci budi plne spolupracovat’ a zaistia
plna  spolupraicu  personalu  zdravotnickeho
zariadenia so zadavatelom, vratane podpisu
akychkol'vek d’alsich dokumentov, ako méze byt
potrebné na uplatnenie tu uvedenych prav
zadavatela. Zdravotnicke zariadenie a hlavny
skasajuci budi vykonavat' primerané a obvyklé
opatrenia, vratane pravidelného zalohovania
pocitacovych suborov, aby predisli strate alebo
modifikécii akychkol'vek tdajov skuSania.

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

b. Zdravotné zaznamy. Originaly zdravotnych
zaznamov tykajuce sa ucastnikov skuSania, ktoré
sa nepredlozia zadavatelovi, mdézu obsahovat
niektoré rovnaké informacie ako su zahrnuté v
udajoch skusania, no zadavatel' si nenarokuje na
vlastnictvo tychto dokumentov. VSetky informacie
a udaje vytvorené pri vykone tohto skusania bude
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Sponsor, other records are owned by the Institution

vlastnit’ zaddvatel, ostatné zdznamy bude vlastnit’
zdravotnicke zariadenie.

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.

C. Spracovanie a prenos identifikatorov tidajov.
Kazda strana vyhlasuje a zaruCuje, Ze sa budu
pouzivat’ postupy v sulade s prisluSnymi zdkonmi a
predpismi o ochrane osobnych udajov, vratane
GDPR v EHP, aby nevznikli prekdzky braniace
spracovaniu a prevodu takychto identifikdtorov
udajov v rozsahu povolenom prisluSnym zadkonom.

12.2 Biological Samples. If so specified in the
Protocol, Institution and Principal Investigator 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.

12.2 Biologické vzorky. Ak to uvadza protokol,
zdravotnicke zariadenie a hlavny skuSajuci moézu
ziskat' a poskytnut’ zadavatelovi alebo poverenej
osobe vzorky krvi, tekutin alebo tkaniv odobraté od
ucastnikov skuSania (,,biologické vzorky*). Vsetky
biologické¢ vzorky sa stani vyluénym majetkom
zadéavatela.

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

a. Pouzitie. Zdravotnicke zariadenie a hlavny
skuSajiici nebudi pouzivat biologické vzorky
ziskané podl'a protokolu inym spésobom alebo na
iny ucel nez je popisané v protokole.

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 Principal Investigator or
Trial Subject. Sample Data will be treated as Trial
Data; therefore, if Sponsor provides Sample Data
to the Institution or Principal Investigator, that data
will be subject to the permitted use of Trial Data
(and personal data, if applicable) as outlined in this
Agreement.

b. Udaje zo vzoriek. Zadavatel' alebo poverené
osoby budu testovat’ biologické vzorky tak, ako je
popisané v protokole. Ak protokol nestanovuje
inak, zadavatel’ neposkytne vysledky tychto testov
(,,0daje zo vzoriek*) zdravotnickemu zariadeniu
alebo hlavnému skuSajucemu alebo ucastnikovi
sktisania. Udaje zo vzoriek sa budi povaZovat za
udaje sktsania, preto ak zadavatel’ poskytne tdaje
zo vzoriek zdravotnickemu zariadeniu alebo
hlavnému skusajucemu, tieto tidaje budu podliehat
povolenému pouzitiu udajov skisania (a osobnych
udajov, ak je to aplikovatelné), ako je uvedené v
tejto zmluve.

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

12.3 Zaznamy. Zdravotnicke zariadenie a hlavny
skasajuci  budu uchovavat vsetky zaznamy a
dokumenty tykajuce sa skuSania pri skladovacich
podmienkach vhodnych pre ich stabilitu a ochranu, po
najdlh§iu dobu z nasledujucich: (i) dvadsatpat’ (25)
rokov po ukonceni skuiSania, ak zadavatel' pisomne
nepovoli skorSie znienie, alebo (ii) ako inak vyzaduje
prislusny zakon. Zdravotnicke zariadenie a hlavny
skasajuci sa d’alej zavazuji povolit’ zadavatel'ovi, aby
v pripade potreby zabezpecil uchovavanie zaznamov
na dlh$iu dobu na naklady zadavatela a na zéklade
dohody, ktora bude chranit dovernost zaznamov
(napriklad zabezpecené  uchovavanie mimo
pracoviska) na maximalnu dobu povolenu prislusnym
zakonom.

13. Inspections and Audits.

13. Kontroly a audity.

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

13.1 Pristup. Na zaklade primeranej Zziadosti médzu
zadavatel’, autorizovani zastupcovia zadavatela a
autorizovani zastupcovia Eurdpskej liekovej agentary
(,EMA®), IEC a prislusnych organov pocas skasania a
po nom vykonavat pocas beZnej pracovnej doby
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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
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); (ii) examine and inspect
the facilities and other activities relating to the Trial;
and (iii) observe the conduct of the Trial.

kontroly, monitorovanie a audity na overenie, ¢i sa
skisanie vykonava v stlade s protokolom a
prislusnym zakonom, vratane, bez obmedzenia: (i)
preskimania a skopirovania vSetkych CRF a d’alsich
zdznamov skuSania (vratane zdznamov a zdravotnych
karat 0cCastnikov  skuSania, dokumentov ICF
ucastnikov skuSania a dennikov o prijme a nakladani
so skuSanym liekom a porovnavacim liekom), (ii)
preskimania a kontroly zariadeni a inych aktivit v
suvislosti so skisanim a (iii) pozorovania vykonu
skasania.

13.2 Notice. Institution and/or Principal Investigator
shall: (i) promptly inform Sponsor and Syneos Health,
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 Syneos Health, with a copy of
any communications sent by such authorities and
persons; and (iii) provide Sponsor and Syneos Health,
the opportunity to participate in any proposed or
actual responses by Principal Investigator or
Institution to such communications and to make
reasonable efforts to ensure that Sponsor and/or
Syneos Health, may be present or represented during
any such visit.

13.2 Oznam. Zdravotnicke =zariadenie a hlavny
skasajuci: (i) budu promptne informovat’ zadavatel'a a
spoloénost’ Syneos Health o akomkol'vek pokuse
alebo ziadosti prislusného organu alebo inych osob
vykonat’ kontrolu alebo kontaktovat’ zdravotnicke
zariadenie alebo personal zdravotnickeho zariadenia v
suvislosti so skuSanim, (ii) poskytni zadavatelovi a
spolo¢nosti ~ Syneos  Health  kopiu  vSetkych
komunikacii zaslanych takymito tiradmi a osobami a
(iii) daji zadavatel'ovi a spolo¢nosti Syneos Health
prilezitost’ zucastnit’ sa akychkol'vek navrhovanych
alebo skuto¢nych odpovedi zo strany hlavného
skusajiiceho alebo zdravotnickeho zariadenia na tieto
komunikéicie, a vynalozia primerané usilie, aby
zadavatel’ alebo spolo¢nost’” Syneos Health mohli byt
pritomni alebo zastipeni pocas akejkol'vek takejto
navstevy.

13.3 Cooperation. To the maximum extent permitted
under Applicable Law, Institution and Principal
Investigator 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.

13.3 Spolupraca. V maximalnom rozsahu povolenom
prislusSnym zakonom, zdravotnicke zariadenie a
hlavny skuSajici zaistia plni spolupracu personalu
zdravotnickeho zariadenia, IEC alebo prislusnych
organov pri akychkol'vek takychto kontrolach,
monitorovani a auditoch a zaistia v€asny pristup k
prislusnym zaznamom a udajom. Zdravotnicke
zariadenie promptne vyriesi akékol'vek nezrovnalosti,
ktoré sa zistia medzi udajmi skiSania a zdravotnymi
zdznamami Ucastnikov skuSania.

14. Inventions.

14. Vynalezy.

14.1 It is recognized and understood that the existing
inventions, technologies and intellectual property of
Institution, Sponsor or Syneos Health 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.

14.1 Strany uznavaju a beru na vedomie, Ze existujlice
vynalezy, technologie a dusevné vlastnictvo
zdravotnickeho  zariadenia,  zadavatel'a  alebo
spolo¢nosti Syneos Health predstavuju ich samostatny
majetok, a nie su ovplyvnené touto zmluvou, a nikto z
nich nebude mat’ Ziadne naroky alebo prava na takéto
existujice vynalezy, technologie a duSevné vlastnictvo
druhych.

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

14.2 ,,Vynalez“, ako sa pouziva v tejto zmluve,
znamena akykol'vek vynalez, objav alebo technologiu,
¢i uz je alebo nie je patentovatelny, ktory je vytvoreny
alebo po prvykrat uvedeny do praxe v dosledku
vykonu skuSania, pouzitia skGSaného lieku alebo
pouzitia dovernych informacii, spolo¢ne so vsetkymi
stivisiacimi pradvami na duSevny majetok, €i uz
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anywhere in the world. Institution agrees and Principal
Investigator acknowledges that Sponsor shall own all
right, title, and interest in and to all Inventions.

registrovanymi alebo neregistrovanymi, existujucimi
kdekol'vek na svete. Zdravotnicke zariadenie a hlavny
skasajuci potvrdzuju, ze zadavatel bude vlastnit’
vSetky prava, prdvne ndroky a pradvny zdujem na
vSetky vynélezy.

14.3 Institution and Principal Investigator  will
promptly inform Sponsor of all Inventions conceived
or made, including those conceived or made by
Institution  Personnel. Institution and Principal
Investigator will assign all interest in any such
Invention to Sponsor, free of any obligation or
consideration beyond that provided for in this
Agreement. Institution and Principal Investigator 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.

14.3 Zdravotnicke zariadenie a hlavny skusajici buda
promptne informovat zadavatela o vSetkych
vynalezoch vytvorenych alebo vykonanych, vratane
tych, ktoré vytvori alebo vykond personal
zdravotnickeho zariadenia. Zdravotnicke zariadenie a
hlavny skuSajuci postipia vsetky prdva na takéto
vynalezy zaddvatelovi bez akychkolvek dalSich
zaviazkov alebo ohladov nad ramec uvedeny v tejto
zmluve. Zdravotnicke zariadenie a hlavny skusSajuci
poskytna  primerani  pomoc zadavatelovi pri
vypliiovani a uplatnovani akychkol'vek ziadosti o
patenty tykajice sa vynalezov, alebo vykonaju d’alSie
také kroky, ktoré moéze zadavatel povazovat za
potrebné na to, aby zadédvatel ziskal takéto vlastnictvo
a podaju ziadost’, zaistia a budt udrZiavat’ patent alebo
ini vlastnicku ochranu vynélezov na naklady
zadéavaterla.

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.

14.4 Zdravotnicke zariadenie vyhlasuje, Ze kazdy ¢len
personalu  zdravotnickeho zariadenia, ktory je
zamestnancom alebo  agentom  zdravotnickeho
zariadenia vykonavajicim akukol'vek cast skuSania,
vratane, bez obmedzenia, hlavného skusajiceho a
akychkol'vek spoluska$ajucich, maja povinnost,
zmluvn alebo inu, postupit’ vSetky prava na vynalezy
a duSevné vlastnictvo tu vytvorené, objavené alebo
generované tymito osobami v priamom dosledku
vykonu sktSania pocCas trvania tejto zmluvy na
zdravotnicke zariadenie, a zdravotnicke zariadenie
promptne ziska takéto prevody.

15. 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
Principal Investigator and Institution in association with a
listing of the Protocol in the State Institute for Drug
Control (SIDC) Clinical Trials Data Bank, other publicly
available listings of ongoing clinical trials, or other
patient recruitment services or mechanisms.

15. Publicita. Ziadna strana nepouZije meno inej strany
ani jej zamestnancov na propagacné alebo reklamné ucely
bez pisomného povolenia druhej strany. Zadavatel’ si v§ak
vyhradzuje pravo identifikovat’ hlavného skuSajuceho a
zdravotnicke zariadenie v stvislosti s uvedenim protokolu
v databaze klinickych skiSani vedenej Stitnym ustavom
pre kontrolu lie¢iv (SUKL), inych verejne dostupnych
zoznamov prebiehajicich klinickych skaSani alebo
dalsich sluzieb alebo mechanizmov pre nabor na
pacientov.

16. Indemnification.

16. Odskodnenie.

16.1 Syneos Health Indemnification. Syneos Health
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 Syneos Health or its affiliates

16.1 Odskodnenie  spolo¢nosti  Syneos  Health.
Spolo¢nost’ Syneos Health odSkodni, obrani a zbavi
zodpovednosti  zdravotnicke zariadenie a jeho
funkcionarov, agentov a zamestnancov (suhrnne
,,0dSkodnené strany*‘) vo vztahu ku vsetkym narokom
vznesenym tretou stranou za Skody, naklady, zavizky,

vydavky, vratane, bez obmedzenia, primeranych
poplatkov na obhajcu (spolocne ,Skody*), ktoré
vznikni  odSkodnenej strane v  dobsledku (a)
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(b) any breach of any Applicable Law by Syneos
Health, its affiliates (c) any material breach of this
Agreement by Syneos Health.

nedbanlivosti alebo umyselného nespravneho konania
zo strany spolocnosti Syneos Health alebo jej
pobociek, (b) nedodrzania akéhokol'vek prislusného
zékona zo strany spolo¢nosti Syneos Health alebo jej
pobociek, (c¢) akéhokol'vek materidlneho porusenia
tejto zmluvy zo strany spolo¢nosti Syneos Health.

16.2 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 directly caused
by the proper administration of the Trial Drug in the
manner required by the Protocol and which is
attributable to a material defect in the Trial Drug.
Sponsor further agrees to reimburse Institution for the
actual cost of diagnostic procedures and medical
treatment necessary to treat a Trial Subject injury.
Institution and Principal Investigator agree 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 and Principal Investigator further agree to
promptly notify Sponsor in writing of any such Trial
Subject injury.

16.2 Odskodnenie zadavatela. Zadavatel' sa zavizuje
odskodnit, obranit a zbavit zodpovednosti
odskodnené strany vo vztahu k akymkol'vek ndrokom
podanym tretou stranou za $kody priamo vyplyvajice
zo zranenia ucCastnika skuSania. Zranenie ucastnika
sktiSania znamena akékolvek zranenie sposobené
spravnym podanim skuSaného lieku spdsobom
vyzadovanym protokolom, ktoré mozno pripisat
materialnej chybe v skuSanom lieku. Zadavatel' sa
d’alej zavizuje preplatit’ zdravotnickemu zariadeniu
skutocné naklady na diagnostické procedury a
zdravotni liecbu potrebni na lieCbu zranenia
ucastnika sktiSania. Zdravotnicke zariadenie a hlavny
skusajuci sa zavdzuji zmiernit akékol'vek zranenie
ucastnika skuSania a poskytnut’ alebo =zariadit
promptné diagnostikovanie a zdravotni liecbu
akéhokol'vek  zdravotného  zranenia  utrpeného
ucastnikom skuSania v dosledku ucasti ucastnika
skasania v skiiSani. Zdravotnicke zariadenie a hlavny
skasajuci sa dalej zavizuji promptne pisomne
upovedomit’ zadavatela o akomkolvek takomto
zraneni uCastnika skuSania.

16.3 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 Syneos Health
(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 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; (e) such Trial Subject’s injury
was due to normal or expected disease progression; or
(f) any claim to the extent Syneos Health is required to
indemnify any Indemnified Party of such claim as set
forth in Section 16.1 above.

16.3 Vynimky. Bez ohladu na vysSie uvedené, a v
maximalnom  rozsahu  povolenom  prislusnym
zakonom, zadavatel nebude mat’ ziadne povinnosti
odskodnenia, ak akékolI'vek skody vzniknu v dosledku:
(a) nedodrzania protokolu alebo pisomnych pokynov
zadavatela alebo  spolo¢nosti  Syneos Health
odskodnenou stranou (vratane, okrem iného,
akéhokol'vek nespravneho uchovavania sktiSaného
licku alebo manipulacie s nim), (b) nedodrzania
prislusného zakona alebo tejto zmluvy odSkodnenou
stranou, (c) nedbanlivosti alebo Umyselného
nespravneho konania odSkodnenou stranou, (d)
zranenia alebo choroby ucastnika skusania, ktoré boli
sposobené¢  nedbanlivostou alebo nedodrzanim
pokynov hlavného skusajuceho ucastnikom skiSania,
(e) ak bolo takéto zranenie UuCastnika skuSania
sposobené normalnym alebo ocakavanym postupom
choroby, alebo (f) akéhokol'vek naroku v takom
rozsahu, ako je spolo¢nost’ Syneos Health povinna
odskodnit’ aktkol'vek odskodnent stranu za takyto
narok ako je stanovené vyssie v Casti 16.1.

16.4 Limitation. Institution, Principal Investigator,
Sponsor, and Syneos Health will not be liable to one
another due to the actions of third parties beyond their
control. Nor will Institution, Principal Investigator,
Sponsor, or Syneos Health be responsible to each

16.4 Obmedzenie. Zdravotnicke zariadenie, hlavny
skusajtci, zadavatel’ a spolo¢nost’ Syneos Health si
nebudu vzajomne zodpovedné za konanie tretich stran
mimo ich kontroly. Zdravotnicke zariadenie, hlavny
skuSajtci, zadavatel’ a spoloCnost’” Syneos Health si
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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 (Confidentiality) or Section 14
(Inventions).

tiez nebudii navzijom zodpovedné za ziadne
nepriame, Specialne, ndhodné alebo nasledné skody v
spojitosti alebo v suvislosti s touto zmluvou (vratane
uslého zisku, pouzitia, 1udajov alebo inych
ekonomickych vyhod), ak sa toto ustanovenie
nevztahuje na Skody spdsobené porusenim casti 11
(Dovernost) alebo Casti 14 (Vynalezy).

16.5 Notice and Cooperation. Notwithstanding the
foregoing, Sponsor shall have no obligation under this
Section 16 unless Institution provides Sponsor and
Syneos Health with prompt notice of, and full
cooperation in handling, any claim that is subject to
indemnification. If so requested by Sponsor,
Institution and Principal Investigator agree to
authorize Sponsor to carry out the sole management of
defense of an indemnified claim.

16.5 Oznamy a spolupraca. Bez ohladu na vyssie
uvedené, zadavatel nemd ziadnu povinnost’ podla
tejto Casti 16, ak zdravotnicke zariadenie neposkytne
zadavatelovi alebo spolo¢nosti Syneos Health
promptny oznam a plnd spoluprdcu pri rieSeni
akéhokol'vek naroku, ktory podliecha odskodneniu. Ak
o to zadavatel poziada, zdravotnicke zariadenie a
hlavny skuSajuci sa zaviazuji opravnit zadavatela
vykonat’ samostatné riadenie obhajoby odSkodneného
naroku.

16.6 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

16.6 Vyrovnanie  alebo  kompromis.  Ziadne
vyrovnanie alebo kompromis naroku podliehajiceho
tomuto ustanoveniu o odskodneni nebude zavizné pre
zadavatel'a bez predchadzajuceho pisomného suhlasu
zadéavatela. Zadéavatel' bezdovodne neodoprie takyto
sthlas s vyrovnanim alebo kompromisom. Ziadna
Strana nepriznd chybu v mene inej strany bez
predchadzajiceho pisomného stihlasu tejto strany.

17. Termination.

17. Ukoncenie.

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

17.1 Podmienky pre ukoncenie. Tato zmluva sa
ukon¢i po ktorejkol'vek z nasledujucich udalosti, a tiez
spolo¢nost’ Syneos Health neméze ukoncit' tato
zmluvu bez pisomného schvalenia zadavatela:

a. [IEC or Competent Authority Rejection. If,
through no fault of Institution, the Trial is never
initiated because of IEC or Competent Authority
disapproval, this Agreement can be terminated by
any party immediately. Notwithstanding anything
in this Agreement to the contrary, no party shall
have rights to any types of compensation due to
termination pursuant to this Section 17.1.a.

a. Zamietnutie IEC alebo prislusnym organom. Ak
sa bez zavinenia zdravotnickeho zariadenia
skuSanie nikdy nezacne pre neschvalenie IEC alebo
prisluSnym organom, ktorakol'vek strana moze
ihned” ukoncit' tato zmluvu. Bez ohladu na
¢okol'vek ¢o by bolo v rozpore v tejto zmluve,
ziadna strana nebude mat’ pravo na akykol'vek typ
kompenzacie kvoli ukonceniu v sulade s touto
Castou 17.1.a.

b. Trial Completion. For purposes of this
Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all
enrolled Trial Subjects; receipt by Sponsor 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. Dokoncenie skusania. Pre ucely tejto zmluvy sa
skasanie povazuje za dokoncené po dokonceni
vSetkych aktivit vyzadovanych protokolom pre
vSetkych zaradenych ucastnikov skusania; prijati
zadavatel'om vSetkych udajov skusania a ostatnych
relevantnych udajov vyzadovanych protokolom,
dokumentov skuSania a biologickych vzoriek, po
vrateni skaSanych liekov, vrateni zasob k
skusanym liekom, elektronickom podpise CRF pre
vsetkych ucastnikov skuSania, zamknuti databazy,
uzavreti a zaverecnej sledovacej navsteve; a prijati
vSetkych platieb splatnych ktorejkol'vek strane
podl'a zmluvy.

c. Early Termination of Trial. If the Trial is
terminated early as described below, the

C. PredCasné ukondenie skuSania. Ak sa skuaSanie
ukon¢i predcasne ako je popisané nizsie, zmluva sa
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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.

ukonéi po prijati zadavatelom vSetkych tdajov
skasania a ostatnych relevantnych udajov
vyzadovanych protokolom, dokumentov skuSania a
biologickych vzoriek a po prijati vSetkych platieb
splatnych ktorejkol'vek strane podla zmluvy.

(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.

(1) Ukoncenie skuSania po ozname. Zadavatel
si  vyhradzuje pravo ukoncit skuSanie
z akéhokol'vek dovodu do tridsiatich (30)
kalendarnych  dni  pisomnym  oznamom
zdravotnickemu zariadeniu.

(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. Immediate Termination of Trial,
shall not affect the Institution and Principal
Investigator rights for the payments to which
they became eligible before the termination of
this Trial.

(2) Okamzité ukoncenie skiiSania zadavatel'om.
Zadévatel' si d’alej vyhradzuje pravo ukoncit
skasanie okamzite po pisomnom upovedomeni
zdravotnickeho zariadenia pre priCiny, ktoré
zahfnaju nezarad’ovanie ucastnikov skuSania
dostatonym ~ tempom = na dosiahnutie
vykonnostnych cielov skuSania; materialne
nepovolené odchylky od protokolu alebo
ohlasovacich poziadaviek; okolnosti, ktoré
podl'a nazoru zadavatel’a predstavuja riziko pre
zdravie alebo blaho ucastnikov skuSania;
regulacné kroky tykajuce sa skuSania alebo
skasaného lieku alebo porovnavacieho lieku;
alebo pri vyskyte udalosti kvalifikujucej sa ako
udalost’ majtica za nasledok ukoncenie podla
protokolu. Okamzitym ukonéenim Skisania,
nie je dotknuty narok InStiticie a
Zodpovedného skolitel'a na platby, na ktoré im
vznikol narok uz pred ukonéenim SkuSania
alebo v jeho dosledku.

(3) Immediate Termination of Trial by
Institution.  Institution, reserves the right to
terminate  the Trial immediately upon
notification to Sponsor and Syneos Health if
requested to do so by the competent IEC or
Competent Authority or if such termination is
required to protect the safety of Trial Subject.
Immediate Termination of Trial, shall not affect
the Institution and Principal Investigator rights
for the payments to which they became eligible
before the termination of this Trial

(3) Okamzité ukoncenie skuSania
zdravotnickym  zariadenim. Zdravotnicke
zariadenie si vyhradzuje pravo ukoncit’ skiSanie
okamzite  po  pisomnom  upovedomeni
zadavatel’a a spolo¢nosti Syneos Health, ak ho o
to poziada prislusnd IEC alebo prisluSny organ
alebo ak je takéto ukoncenie potrebné na
ochranu bezpeCnosti ucastnika  skusania.
Okamzitym ukonCenim SkuSania, nie je
dotknuty narok Institicie a Zodpovedného
Skolitel'a na platby, na ktoré im vznikol narok
uz pred ukonCenim SkuSania alebo v jeho
dosledku.

17.2 Payment upon Termination. If the Trial is
terminated early in accordance with this Agreement,
Syneos Health, 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 Syneos

17.2 Platby pri ukonCeni. Ak je skaSanie ukonéené
pred¢asne v sulade s touto zmluvou, spoloc¢nost
Syneos Health po pisomnom schvaleni zadavatelom
poskytne odstupnu platbu vo vyske sumy dlznej za uz
vykonani pracu do ucinného datumu ukoncéenia, v
stlade s prilohou A (Platobné podmienky), minus uz
vykonané platby. Odstupna platba bude zahtiat
akékol'vek nezruSitelné vydavky mimo buducich
nakladov na persondl, ak boli riadne vynalozené a
prospektivne schvalené spolo¢nostou Syneos Health,
a to len do tej miery, ako tieto ndklady nemoZno
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Health, 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, Syneos Health will reimburse
Institution for IEC fees and for any other expenses that
were prospectively approved, in writing, by Syneos
Health. Trial termination does not affect the liability
and rights of Sponsor and Institution arising as a result
of the Trial Subject health damage.

rozumne zmiernit. Ak sa skuSanie nikdy nezacne
kvoli neschvaleniu IEC alebo prisluSnym organom,
spolo¢nost’ Syneos Health preplati zdravotnickemu
zariadeniu poplatky IEC a akékol'vek iné naklady,
ktoré  boli  prospektivne  pisomne  schvalené
spolo¢nostou Syneos Health. Ukoncenie SkuSania
taktiez nema vplyv na zodpovednost a pripadné
naroky Zadavatela a Institicie vzniknuté v dosledku
poskodenia zdravia ucastnikov skuSania.

17.3 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. Syneos
Health and Principal Investigator 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.

17.3 Postupy pri ukonceni pre ucastnikov skuSania.
Ak sa skuSanie ukonc¢i predCasne v sulade s touto
zmluvou, zdravotnicke zariadenie okamzite prestane
zarad’ovat’ ucastnikov skusania a prestane vykonavat
procediry stanovené protokole v takom rozsahu, ako
je to zdravotne pripustné a vhodné pre bezpecnost' a
blaho ucastnikov skusania. Spolo¢nost’ Syneos Health
a hlavny skusajuci promptne vypracuju plan, ako to
bude vhodné, na metodické vyradenie akychkol'vek
uCastnikov skSania, ktori su eSte stale zaradeni v
skuSani k datumu téinnosti ukoncenia, a pozadované
vystupné proceduiry/dokumentaciu/oznamy.

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

17.4 Vratenie materidlov. Ak spolo¢nost’ Syneos
Health nevyda iné pisomné pokyny, zdravotnicke
zariadenie a hlavny skusSajici promptne vratia vSetky
materialy dodané spolo¢nostou Syneos Health alebo
zadavatelom, na zadavatelove ndklady, na vykon
sktSania, vratane CRF. Zdravotnicke zariadenie vrati
alebo zni¢i (podl'a vol'by zadavatel'a) vSetky nepouzité
skuasané lieky alebo porovnévacie lieky, ako to bude
vhodné, na naklady zadavatel’a.

18. Insurance.

18. Poistenie.

18.1 Institution and Principal Investigator will secure
and maintain in full force and effect throughout the
performance of the Trial (and following termination of
the Trial to cover any claims arising from the Trial)
insurance coverage for medical professional liability
with limits in accordance with Applicable Law and, to
the extent not incompatible with Applicable Law,
standards for all medical professionals conducting the
Trial.

18.1 Zdravotnicke zariadenie a hlavny skuSajuci
zaistia a budi udrziavat’ platné a Gcinné poistné krytie
po dobu vykonu skuSania (a po ukonceni skiiSania na
pokrytie akychkol'vek narokov vyplyvajucich zo
skusania) akejkol'vek profesionalnej zodpovednosti s
limitmi v stlade s prislusnym zékonom a, ak to nie je
v rozpore s prisluSnym zakonom, S$tandardmi pre
vSetkych zdravotnickych pracovnikov vykonavajucich
skiiSanie.

18.2 Sponsor will secure and maintain in full force
and effect insurance coverage to fulfill their
indemnification  obligations expressed in this
Agreement herein in accordance with Applicable Law.

18.2 Zadavatel zaisti a bude udrziavat’ platné a uc¢inné
poistné krytie na naplnenie svojej povinnosti
odskodnenia tu vyjadrenej v tejto zmluve v sulade s
prislusnym zdkonom.

19. Debarment, Exclusion, Licensure and Response.
Institution and Principal Investigator each represent that
neither it/she/he nor any Institution Personnel are
debarred or restricted or prevented under Applicable Law
from taking part in clinical research activities. Institution
and Principal Investigator further represent and warrant
that it/she/he 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

19. Zakaz Cinnosti, vylicenie, vydanie licencie a
odpoved’. Zdravotnicke zariadenie a hlavny skusajuci
vyhlasuji, Ze ani skaSajiici ani Ziadny pracovnik
zdravotnickeho zariadenia nemajt zakaz ¢innosti, ani
nemaju obmedzen ani zakdzanui ucCast na aktivitich
klinického  vyskumu podla prislusného zédkona.
Zdravotnicke zariadenie a hlavny skuasajuci  dalej
vyhlasuju a zarucuji, ze nepouziji v ziadnej kapacite
sluzby ziadnej osoby so zakazom cinnosti alebo inym
obmedzenim podla takéhoto prislusného zikona s
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and for one (1) year after its termination, Institution and
Principal Investigator will notify Syneos Health 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 Syneos Health regarding any responsive
action necessary.

ohl'adom na sluzby, ktoré sa majui vykonavat’ podla tejto
zmluvy. Pocas trvania tejto zmluvy a jeden (1) rok po jej
ukoncCeni zdravotnicke zariadenie a hlavny skusajici
promptne pisomne upovedomia spolo¢nost’ Syneos
Health, ak bude potrebné zmenit’ ktorakol'vek z tychto
certifikdcii vo svetle novych informacii alebo ak sa
zdravotnicke  zariadenie dozvie o  akychkol'vek
materidlnych  problémoch tykajucich sa vydania
medicinskej licencie pre ktoréhokol'vek vyskumnika
spojeného so skusanim (vratane hlavného skusajuceho).
Zdravotnicke zariadenie bude spolupracovat  so
spolo¢nostou Syneos Health ohladom akychkol'vek
potrebnych odvetnych krokov.

20. Assignment and Delegation. Institution and Principal
Investigator hereby acknowledge and consent that
Sponsor may at any time and upon written notice to
Institution and Principal Investigator appoint a designee
to assume the obligations and rights of Syneos Health 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 or Principal Investigator to another party, and
the Trial site location shall not be relocated by Institution
or Principal Investigator without the prior written consent
of Syneos Health and Sponsor. This Agreement will bind
and inure to the benefit of the successors and permitted
assigns of the parties hereunder.

20. Postipenie a delegovanie. Zdravotnicke zariadenie a
hlavny skusajuci tymto potvrdzuju a suhlasia, Zze
zadavatel moze kedykol'vek po pisomnom ozname
zdravotnickemu zariadeniu a hlavnému skuSajucemu
vymenovat poverenca na prevzatie povinnosti a prav
spolo¢nosti Syneos Health alebo moze tato zmluvu
postipit’ poverencovi zadavatela v celom rozsahu.
Zdravotnicke zariadenie a hlavny sktSajici nepostipia
ani neuzavri vedlajSiu zmluvu na ziadne prava ani
povinnosti podla tejto zmluvy na inG stranu, a
zdravotnicke zariadenie a hlavny skisajlci neprestahuju
miesto pracoviska skuSania bez predchadzajuceho
pisomného suhlasu spolo¢nosti Syneos Health a
zadavatel'a. Touto zmluvou budu viazani aj nastupcovia a
povoleni nadobudatelia zadavatela a bude sluzit v
prospech tu uvedenych stran.

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

21. Protiuplatkarske a protikorupcné zakony.
Zdravotnicke zariadenie a hlavny skasajuci potvrdzuja, ze
zadavatel a spoloCnost Syneos Health st viazani
protiuplatkarskymi  a  protikorupnymi  zakonmi.
Zadavatel’ a zamestnanci, agenti, dodavatelia a
zastupcovia spolo¢nosti  Syneos Health maju takto
zakézané davat’ alebo ponukat platbu (alebo cokol'vek
cenné), priamo alebo nepriamo, zamestnancom alebo
uradnikom akejkol'vek =zahrani¢nej vlady, verejnej
medzinarodnej organizacie, politickej strany alebo
kandidatom na politicky trad s cielom udrzat’ akékol'vek
obchody alebo zaistit' nepatricni vyhodu. Zdravotnicke
zariadenie a hlavny skuSajlci zaistia, aby oni ani ich
funkcionéri, zamestnanci, spolupracovnici, riaditelia,
poradcovia, agenti, zastupcovia a subdodavatelia
nevykonali ziadne ¢iny, ktoré by mohli vytvorit
zodpovednost’ zadavatela alebo spolocnosti Syneos
Health podla protiuplatkarskych a protikorupénych
zakonov.

22. Sponsor_as Party. The parties to this Agreement
recognize and agree that Sponsor takes the benefit of this
Agreement as a party and agree that Sponsor may enforce
such rights either directly itself or indirectly through
Syneos Health or other delegate as Sponsor may appoint.

22. Zadavatel’ ako strana. Strany tejto zmluvy uznavaju a
suhlasia, Ze zadavatel’ vyuziva tato zmluvu ako strana a
suhlasia, Ze zadavatel mdze uplatiiovat’ tieto prava bud’
priamo alebo nepriamo prostrednictvom spolocnosti
Syneos Health alebo iné¢ho zastupcu, ktorého moze
zaddvatel’ menovat'.
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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.

23. Pretrvavanie  zavdzkov.
protokolu/vykon skusSania, finanénych podmienok,
poistenia, zadavatela ako strany, postipenia a
delegovania, pretrvavania zavédzkov, osobnych tudajov,
celej zmluvy, dovernych informécii, vynalezov,
zaznamov, publikdcie, publicity, zakazu cinnosti,
vylucenia, vydania licencie a odpovede a odSkodnenia
pretrvavaju po ukonceni tejto zmluvy, ako aj akékol'vek
dalSie ustanovenia v tejto zmluve alebo jej prilohach,
ktoré svojou povahou a zamerom zostavaju platné po
ukonceni zmluvy.

Zavazky tykajlice sa

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.

24. Cela zmluva. Tato zmluva obsahuje kompletny
dohovor medzi stranami a v datum uc€innosti nahradi
vSetky ostatné zmluvy medzi stranami tykajuce sa
$pecifického skuSania. Tato zmluva méze byt rozSirena,
obnovena alebo inak doplnena len pisomne so sthlasom
vietkych stran. Ziadne zrieknutie sa akéhokol'vek
ustanovenia alebo podmienky tejto zmluvy alebo ich
porusenie, ¢i uz konanim alebo inak, v jednom alebo
viacerych pripadoch, sa nebude vykladat’ ani povazovat’
za dalSie alebo pokracujlice zrieknutie sa akéhokol'vek
takéhoto ustanovenia alebo podmienky alebo za
akékol'vek  sucasné alebo  nasledné  poruSenie
akéhokol'vek ustanovenia alebo podmienky tejto zmluvy,
¢i uz rovnakého alebo iného charakteru.

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.

25. Rozpor s prilohami. Do tej miery, ako st podmienky
alebo ustanovenia tejto zmluvy v rozpore s podmienkami
a ustanoveniami protokolu, podmienky a ustanovenia
tejto zmluvy budd mat prednost v pravnych a
obchodnych zalezitostiach, a podmienky a ustanovenia
protokolu budi mat prednost v oblasti technického
vyskumu a vedeckych zalezitosti, ak to nie je vyslovne
pisomne dohodnuté medzi stranami.

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

26. Vztah stran. Vztah zdravotnickeho zariadenia a
hlavného skusajuceho so zadavatelom a spolo¢nost’ou
Syneos Health je vzt'ah nezavislého dodavatela a nie
partnersky vztah agenta a splnomocnitel'a, zamestnanca a
zamestnavatela, spolo¢ného podniku alebo iny.

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

27. Vys§ia moc. Ziadna strana nebude zodpovedna za
zdrzanie vykonu alebo nevykonanie povinnosti podla
tejto zmluvy, ak je toto zdrzanie alebo nevykonanie
sposobené okolnostami mimo ich rozumnej kontroly
(vratane, bez obmedzenia, akéhokol'vek bozieho ¢inu,
vladnej akcie, nehody, Strajku, terorizmu, bioterorizmu,
vyluky alebo inej formy priemyselnej akcie) a promptne
oznamené druhej strane (,,vy$§ia moc®). Akykol'vek
incident z vy$8ej moci nebude predstavovat’ porusenie
tejto zmluvy a ¢as na vykon bude primerane predizeny;
ak vSak bude pretrvavat viac nez tridsat (30)
kalendarnych dni, potom strany moézu vstapit do
rokovani s cielom zmiernit’ jeho dopad a, ak je to mozné,
dohodnut’ sa na takych alternativnych podmienkach, ktoré
mozu byt primerané pre vSetky okolnosti.
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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.

28. Oddelitel'nost’. Ak sa ktorékol'vek ustanovenie v tejto
zmluve ukéze ako nezdkonné alebo nevymahatelné, toto
ustanovenie bude oddelené od zmluvy a zvySok zostane
platny, zdkonny a vymahatelny za predpokladu, ze
pretrvavajica Cast' sa materidlne zhoduje s povodnym
zamerom stran.

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
Slovak Republic, without giving effect to its conflict of
law provisions. In case of legal dispute, that is not settled
by mutual agreemet, the parties agree to submit such
dispute for decision to general courts of Slovak Republic.

29. Rozhodné pravo. Na zaklade podmienok vykonu
skusania ako st uvedené vyssSie, tdto zmluva bude riadena
a vykladana podla zakonov Slovenskej republiky, bez
ucinku na ustanovenia o kolizii pravnych noriem. V
pripade sporu, ktory nebude vyrieSeny dohodou sa
zmluvné strany dohodli, ze spor predlozia na rozhodnutie
prislusnému v§eobecnému sudu v Slovenskej republike.

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
it/he/she has not relied on another party to this Agreement
for any advice, legal or otherwise, with respect to this
Agreement.

30. Nezavislé pravne poradenstvo. Kazda strana
potvrdzuje, ze mala moznost’ vyhl'adat’ nezavislé pravne
poradenstvo s ohladom na tato zmluvu, a Ze sa
nespoliehala na Ziadnu ind stranu tejto zmluvy ohl'adom
rad, pravnych ¢i inych, s ohladom na tuto zmluvu.

31. 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.

31. Publikovanie. Zadavatel’ bude primarnym zastupcom
pre publikovanie klinickych udajov. Ziadne tdaje z tohto
klinického skusania nebudu zverejnené ani prezentované
na verejnosti bez vyslovného predchadzajiiceho
pisomného suhlasu zadavatel’a

32. 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:

32. Oznamy. Vsetky oznamy podla tejto zmluvy budu
pisomné a budu sa povazovat za dorucené prisluSnym
stranam, ked budid osobne odovzdané, zaslané nocnym
kuriérom alebo doporu¢enou postou, nasledovne, priCom
vSetky naliehavé zalezitosti, ako napriklad bezpecnostné
spravy, budi promptne komunikované telefonicky a
pisomne potvrdené¢:

Sponsor:

Chengdu Kanghong Biotechnology Co., Ltd.

Attention: Yan Cheng, MD, PhD

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

Telephone: +1 862 781 6160

Email: chengyan@cnkh.com

Zadavatel’:

Chengdu Kanghong Biotechnology Co., Ltd.

Do ruk: Yan Cheng, MD, PhD

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

Telefon: +1 862 781 6160

Email: chengyan@cnkh.com

With a copy to:

Chengdu Kanghong Biotechnology Co., Ltd.

Attention: KH916 Project Office

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

Telephone: +86 (028)83198965

Email: panda@cnkh.com

Képia na adresu:

Chengdu Kanghong Biotechnology Co., Ltd.

Do rak: KH916 Project Office

Adresa: 36 Shuxi Road, Jinniu District, Chengdu, Cina
PSC: 610036

Telefon: +86 (028)83198965

Email: panda@cnkh.com

With a copy to:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560 USA
Re: Project Code 1009548

Attention: Site Contracts Department

Képia na adresu:

Syneos Health, LLC

1030 Sync Street

Morrisville, North Carolina 27560 USA
Vec: Kod projektu 1009548

Do ruk: Site Contracts Department
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Institution:

Fakultnd nemocnica Trenc¢in

Legionarska 28

911 71 Trencin, Slovak Republic

Attention: MUDr. Stanislav Pastva, Medical Director

Telephone:

Zdravotnicke zariadenie:

Fakultna nemocnica Tren¢in

Legionarska 28

911 71 Trencin, Slovenska republika

Do ruk: MUDr. Stanislav Pastva, director - medicinsky
riaditel

Telefon:

Principal Investigator:

Attention: MUDr. Marek Kacerik, PhD.
Telephone:

Email:

Hlavny sktsajtci:

Do rak: MUDr. Marek Kacerik, PhD.
Telefon:

Email:

33. Equipment. Syneos Health, 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:

33. Vybavenie. Spolo¢nost’ Syneos Health moéZze na
zaklade pisomného suhlasu zadavatela poskytnut’ alebo
zabezpecit, aby dodavatel’ poskytol urcité zariadenie na
pouzitie inStiticiou a hlavnym skaSajucim pocas
vykonavania skuSania ("vybavenie"). InStitacia, hlavny
skuSajiici a iny persondl institGcie musia dodrziavat
podmienky stanovené nizsie:

(i) the Equipment shall be used solely and exclusively for
the Trial;

1) Zariadenie sa pouZzije vyhradne a vyhradne na skuSanie;

(i) 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 Syneos Health (at Sponsor’s
direction) in writing;

(i) Zariadenie vrati inStiticia v skorSom termine od
ukoncenia skuSania, alebo v takej skorSej lehote, ktora
mdze pisomne poziadat' spolocnost’ Syneos Health (na
inStrukcie zadavatel'a);

(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;

(ii1) Zariadenie nesmie byt’ ziadnym sposobom upravené
alebo zmenené a musi byt’ vratené v stave, v ktorom bolo
povodne poskytnuté institdcii, iba s vynimkou
opotrebenia;

(iv) the Institution shall immediately notify Syneos
Health in the event of any malfunction or other defect in
the Equipment and Syneos Health shall take appropriate
steps, working with Institution to resolve such issue and
providing written notice and status reports to Sponsor in
connection therewith, and,;

(iv) institucia bezodkladne ozndmi Syneos Health v
pripade akychkol'vek portich alebo inej chyby v zariadeni
a Syneos Health podnikne prislusné kroky, spolupracuje s
intiticiou na vyrieSeni takéhoto problému a poskytne
pisomné oznamenie a spravy o stave zadavatelovi v
suvislosti s tym, a;

34. The Agreement is made in 3 (three) originals in the
English and Slovak languages, each of which, upon
signing by all Parties (their authorised representatives),
shall be deemed an original and have equal legal effect. In
case of discrepancy between the Slovak and English texts
of this Agreement, the text in Slovak language shall
prevail.

34. Tato zmluva je vyhotovena v 3 (troch) originaloch,
v anglickom a slovenskom jazyku, pri¢om kazda z nich sa
po podpise vSetkymi zmluvnymi stranami (ich
poverenymi zastupcami) povazuje za origindl a ma
rovnaky pravny ucinok. V pripade rozporu slovenského
aanglického textu tejto Zmluvy, text v slovenskej
jazykovej verzii je smerodajny.

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISMI]
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This Agreement will become effective upon signature of | Tato Zmluva nadobuda platnost diiom jej podpisu
each contracting party and legally binding on the day | stranami Zmluvy a G¢innost’ diiom nasledujicim po dni
following its publication in the Central Register of | jej zverejnenia v Centralnom registri zmliv vedenom
agreement, managed by the Office of the Government. Uradom vlady SR.

Agreed to and accepted: Suhlasim a prijimam:

Syneos Health / Syneos Health INSTITUTION/ ZDRAVOTNICKE ZARIADENIE
Signature/ podpis Signature/ podpis

Cristina Oana Stefanescu, DDS, PhD. Ing. Marian Jurus

Printed Name/ meno tlacenym pismom Printed Name/ meno tlacenym pismom

Director Clinical Operations Director General / generalny riaditel

Title/ funkcia Title/ funkcia

Date/ datum Date/ datum

SPONSOR/ ZADAVATEL INSTITUTION/ ZDRAVOTNICKE ZARIADENIE

(Signed by Syneos Health for and on behalf
of Sponsor)/ (podpisané spolo¢nost’ou Syneos
Health za zadavatela a v jeho mene)

Signature/ podpis Signature/ podpis

Cristina Oana Stefanescu, DDS, PhD. MUDr. Stanislav Pastva

Printed Name/ meno tlacenym pismom Printed Name/ meno tlacenym pismom
Director Clinical Operations Chief Medical Officer / medicinsky riaditel’
Title/ funkcia Title/ funkcia

Date/ datum Date/ datum

PRINCIPAL INVESTIGATOR/ HLAVNY
SKUSAJUCI

Signature/ podpis

MUDr. Marek Kacerik, PhD.

Printed Name/ meno tlacenym pismom

Principal Investigator / Hlavny skusSajuci

Title/ funkcia

Date/ datum
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ATTACHMENT A PRILOHA A
PAYMENT TERMS PLATOBNE PODMIENKY
A-1. General Terms. Payee (hereinafter defined) will be | A-1. VSeobecné podmienky. Prijemca platieb (tu

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 and Principal Investigator, including all work
and care specified in the Protocol for the Trial, along with
all  overhead and administrative services. No
compensation will be available (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 or
Principal Investigator hereunder which remains uncured
thirty (30) days after receipt of written notice of such
breach.

definovany) bude kompenzovany tak, ako je uvedené v
prilohe B (Harok s financnymi podmienkami) za
ucastnikov skuSania riadne zaradenych do sktiSania. Této
suma predstavuje plni kompenzaciu za pracu, ktori ma
vykonat’ zdravotnicke zariadenie a hlavny skusajuci,
vratane vsetkej prace a starostlivosti uvedenej v protokole
pre skuSanie, spolu so vSetkymi rezijnymi a
administrativnymi sluzbami. Ziadna kompenzacia nebude
k dispozicii (a) za ucastnikov skuSania zaradenych do
skuSania v rozpore s protokolom, (b) za Ziadnu sluzbu,
navstevu alebo test nevykonany z akéhokol'vek doévodu
(vratane odstupenia ucastnika skusania zo skusania) alebo
(c) ak tu inak doslo k poruseniu zo strany zdravotnickeho
zariadenia alebo hlavného skusSajiceho, ktoré zostane
nenapravené tridsat’ (30) dni po prijati pisomného
oznamu o takomto poruseni.

A-2. Payment Terms. Payments for each Trial Subject
will be made monthly and based on CRF data entered by
Institution and Principal Investigator 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 dispute any payment
discrepancies or missing payments.

A-2. Platobné podmienky. Platby za kazdého ucastnika
skusania sa budu vykonavat’ mesa¢ne na zaklade udajov
CRF zadanych zdravotnickym zariadenim alebo hlavnym
skasajucim ako dokaz navstev zaradenych ucastnikov
skasania. Platby sa budi vykonavat za dokoncené
navstevy a naklady stvisiace s liecbou v stlade s prilohou
B (Harok s finanénymi podmienkami), ak nie je inak
uvedené v zmluve. Za kazdu platbu, vratane akychkol'vek
neuspesnych skriningov (ako su definované nizsie), ktora
mobze byt splatna podl'a podmienok tejto zmluvy, bude
prijemcovi platieb vyplatena celkova zarobena suma
minus 10% ako koneCna platba (tu definovand).
Monitorovanie sa bude vykonavat’ podl'a zarad’ovania na
pracovisku a dokoncenia zadavania udajov. Prijemca
platieb musi predlozit’ vSetky zaverecné faktury do tridsat’
(30) kalendarnych dni po zavereCnej navsSteve na
pracovisku. Akékol'vek faktary prijaté neskor nemusia
byt vyplatené. Prijemca platieb bude mat’ Sest'desiat (60)
kalendarnych dni od datumu zavereCnej navstevy na
pracovisku na vznesenie namietky ohl'adom akychkol'vek
nezrovnalosti v platbach alebo chybajucich platieb.

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

A-3. Preplatite'né platby od zadavatela. Platby splatné
podl’a tejto zmluvy su preplatitelné platby od zadavaterla,
ktoré sa zaSlu potom, Co tieto platby prijme spolocnost’
Syneos Health od zadavatel'a. Spolo¢nost’ Syneos Health
nebude niest zodpovednost za ziadne nevykonanie
platieb, ak zadavatel vopred neposkytne spolocnosti
Syneos Health pozadované financie.

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

A-4. Néaklady iné ako na procediry. Prijemca platieb
dostane uhradené dodatoéné naklady iné ako na
procedury, ktoré vopred schvali zadavatel, ako je
uvedené v prilohe B (Harok s finanénymi podmienkami).
Prijemca platieb poziada o thradu takychto nakladov na
zaklade detailnej faktury zadavatelovi alebo poverenej
osobe a predloZzenia dokumenticie a prijmovych
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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).

dokladov pre dohodnuté preplatitelné vydavky. Vsetky
preplatitelné ndklady iné ako na procedury buda
fakturované len v skuto¢ne vynaloZenej sume bez
prirdzky, az do maximalnych sim uvedenych v prilohe B
(Harok s finan¢nymi podmienkami).

A-5. Payment for administration cost of Agreement
negotiation. Sponsor (through its agent Syneos Health)
undertakes that will pay Institution one-time non
refundable fee for administration cost of Agreement
negotiation in amount of 1,000.00 EURO (one thousand
Euros) within 30 days from the date of receipt of the
invoice issued by an institution following the Agreement
execution.

A-5. Platba za administrativne zabezpecenie uzavretia
zmluvy. Zadavatel’ (prostrednictvom spolo¢nosti Syneos
Health) sa zavdzuje, Ze uhradi InStitdcii jednorazovu
odplatu za administrativne zabezpecenie uzavretia tejto
Zmluvy v sume 1.000,00 EUR (slovom: jedentisic eur) do
30 dni odo dnia obdrzania faktiry vystavenej Institiiciou
po uzavreti Zmluvy.

A-6. 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. Konec¢na platba. Pri skonCeni skusania budu vsetky
CRF a dokumenty suvisiace so skusanim promptne
predlozené zadavatel'ovi na posudenie. Konecnd platba
bude vyplatena raz: v§etky CRF budu vyplnené a prijaté,
otazky o udajoch budu zodpovedané, vsetky skuSané
lieky budu vratené a vSetky zavereéné otazky budu
vyrieSené a procediry dokoncené, vratane zavere¢ného
oznamu I[EC. Vsetky otazky musia byt vyrieSené do
piatich (5) pracovnych dni od prijatia zdravotnickym
zariadenim kedykol'vek pocas skusania. Zadavatel' alebo
poverena osoba vykonaju zaverecné odsuhlasenie platieb
vykonanych k danému datumu oproti celkovej splatnej
sume a promptne vyplatia prijemcovi platieb zostavajtice
nezaplatené sumy, ak nejaké budu. Prijemca platieb
promptne preplati zadavatelovi akékol'vek nezarobené
alebo preplatené sumy uz vyplatené prijemcovi platieb do
tridsiatich (30) kalendarnych dni od upovedomenia
zadavatel'om alebo poverenou osobou.

A-7. Taxes.

A-7. Dane.

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

(1) Platby ukazané v prilohe B (Harok s finanénymi
podmienkami) nezahffiaji dan z pridanej hodnoty
(,DPH®). Ak je prijemca platieb registrovany na ucely
DPH a ak je DPH vyzadovana prislusnym zakonom,
DPH bude pridana a ukazana na fakture prijemcom
platby podla prislusnej sadzby DPH, spolu s IC DPH
prijemcu platieb. Ak sa podla prislusného zakona
uplatiiuje mechanizmus prenesenia DPH, prijemca
platieb nepridd DPH na faktru, a na fakture sa bude
ukazovat’ prislusné vyhlasenie v sulade s prislusnym
zakonom.

(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. Syneos Health or
Sponsor will not be responsible for the withholding or
payment of any such required contributions or taxes.
Payee accepts full responsibility for reporting all
payments received, under this Agreement, to the
relevant taxation authorities as required by Applicable
Law.

(2) Prijemca platieb potvrdzuje asuhlasi, Ze je
vyluéne zodpovedny za vyplatenie akychkol'vek
prispevkov adani ulozenych prisluSnym uradom
s ohladom na kompenzaciu alebo meranych podla
kompenzacie vyplatenej prijemcovi sluzieb podla tejto
zmluvy. Spolo¢nost’ Syneos Health alebo zadavatel
nebudu zodpovedni za strhdvanie ani platby Ziadnych
takychto vyzadovanych prispevkov alebo dani.
Prijemca platieb prijima plnd zodpovednost za
nahlasenie vSetkych prijatych platieb podla tejto
zmluvy na prislusné danové trady, ako to vyzaduje
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prislusny zékon.

A-8. Screen Failures. A Screen Failure is a consented
Trial Subject who fails to meet the screening visit criteria
and is thus not eligible for enrollment into the Trial.
Screen Failures will be reimbursed, if at all, as outlined in
Attachment B (Financial Arrangements Worksheet).

A-8. Neuspesné  skriningy. Neuspesny skrining je
ucastnik skuSania, ktory da suhlas, no nesplni kritéria pri
skriningovej navsteve a preto sa nekvalifikuje na
zaradenie do skusania. Neuspesné skriningy sa preplatia,
ak sa vobec preplatia, tak, ako je uvedené v prilohe B
(Harok s finanénymi podmienkami).

A-9. Necessary Procedures. Payee will be reimbursed for
valid necessary visits and procedures not covered under
Attachment B (Financial Arrangements Worksheet).
Payment for any necessary procedure due to patient
safety will be reimbursed at the agreed upon unit cost in
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 Principal Investigator and will require a separate
invoice with documentation for the medical necessity of
the procedure. Where practicable, Sponsor’s prior written
consent will be obtained, unless it will compromise the
integrity of the Trial or affect Trial Subject safety, in
which case Sponsor will be notified as soon as practicable
after the fact.

A-9. Potrebné procedury. Prijemcovi platieb budu
uhradené platné potrebné navstevy a procedury, ktoré nie
su kryt¢é podla prilohy B (Harok s finan¢nymi
podmienkami). Platba za akikol'vek proceduru potrebnu
z dovodu bezpecnosti pacienta bude uhradena v ramci
dohodnutych jednotkovych nakladov v prilohe B (Harok
s finanénymi podmienkami), ak st k dispozicii, alebo v
pripade, ze takéto jednotkové ndklady neexistuju v
prilohe B (Hérok s finanénymi podmienkami), prijemca
platieb bude kompenzovany na zaklade skuto¢nych
nakladov vynaloZenych zdravotnickym zariadenim alebo
hlavnym sktSajicim a bude si vyzadovat samostatni
faktaru so zdokumentovanim zdravotnej nevyhnutnosti
procedury. Pokial je to mozné, pisomny suhlas
zadéavatel'a sa ziska vopred, pokial’ to neohrozi integritu
skasania alebo neovplyvni bezpecnost® Ucastnika
skasania; v takych pripadoch bude o tom zadavatel
informovany ¢o najskor po tejto skutocnosti.

A-10. Payee- Institution. The payments will be made to the following Payee and address: / Prijemca platieb -
Institacia. Platby budi vykonané nasledujucemu prijemcovi platieb na adresu:

Payee Name / Meno prijemcu platby: University hospital Trencin - Fakultna nemocnica Trenc¢in

Payee Address / Adresa prijemcu platby: Legionarska 28

911 71 Trencin, Slovak Republic — Slovenska republika

Payee Tax ldentification Number / Danové identifika¢né ¢islo prijemcu platby: SK 2021254631

Payee Bank Account Details / Podrobnosti bankového iétu prijemcu platby:

Bank Name / Nazov banky: Statna pokladnica, a.s.
Bank Account Number / Cislo Giétu: 7000280438/8180

IBAN Number / IBAN: SK23 8180 0000 0070 0028 0438

SWIFT Code / BIC (kéd Swift): SPSRSKBAXXX

Email address for remittance information / E-mailova adresa na zaslanie informacie o prevode:

A-11. Payee-Principal Investigator. The research grant
payments will be made to the following payee and
address:

Prijemca _ platby-Hlavny

A-11. skusajuci.  Platby
vyskumného grantu budi vyplacané nasledujucemu
prijemcovi a na nasledujiicu adresu:

Payee Name / Meno prijemcu platby: MUDr. Marek Kacerik, PhD.

Payee Address / Adresa prijemcu platby:
Personal ID/Rodné ¢islo:

Payee Bank Account Details / Podrobnosti bankového uétu prijemcu platby:

Bank Name / Nazov banky:

Bank Account Number / Cislo uétu:
IBAN Number / IBAN:

SWIFT Code / BIC (koéd Swift):
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Email address for remittance information / E-mailova adresa na zaslanie informacie o prevode:

A-12. Payee-Sub-Investigators. The research grant
payments will be made to the following payees and
addresess:

Payee Name: MUDTr. Zuzana Sustykevi¢ova
Payee Address:

IBAN Number:

Payee Name: MUDTr. Zuzana Sulavikova
Payee Address:

IBAN Number:

Payee Name: MUDr. Zuzana Galajdova
Payee Address:

IBAN Number:

Payee Name: MUDr. Vladimira Solnikova
Payee Address

IBAN Number:

Payee Name: MUDr. Vladimira Solnikova
Payee Address:

IBAN Number:

A-12. Prijemcovia _ platieb-spoluskisajuci.  Platby
vyskumného grantu budi vyplacané nasledujucemu
prijemcovi a na nasledujucu adresu:

Meno prijemcu platby: MUDr. Zuzana Sustykevi¢ova
Adresa prijemcu platby:

IBAN:

Meno prijemcu platby: MUDr. Zuzana Sulavikova
Adresa prijemcu platby:

IBAN:

Meno prijemcu platby: MUDr. Zuzana Galajdova
Adresa prijemcu platby:

IBAN:

Meno prijemcu platby: MUDr. Vladimira Solnikova
Adresa prijemcu platby:

IBAN:

Meno prijemcu platby: MUDr. Dana Sedlackova
Adresa prijemcu platby:

IBAN:

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

V pripade zmien udajov o bankovom ucte prijemcu
platieb musi prijemca platieb pisomne informovat
spolo¢nost’ Syneos Health.

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

DIC prijemcu platieb alebo podobné overenie schvalené
spolo¢nostou Syneos Health sa vyZaduje eSte pred
poukazanim akejkol'vek platby podla tejto zmluvy.
Zmeny adresy a udajov o bankovom ucte prijemcu platieb
mozno dodat’ spolo¢nosti Syneos Health pisomne, no
nebude potrebné vykonat’ ziaden dodatok k tejto zmluve.

A-13. Invoices and Payment Related Queries. All
invoices must be issued and forwarded to the following as
instructed:

A-13. Otazky ohladom faktur a platieb. VSetky faktury
musia byt vystavené a zaslané podl'a pokynov na adresu:

Attn. Investigator Payment Department

Syneos Health UK Limited

Farnborough Business Park,

1 Pinehurst Road, Farnborough, Hampshire,

GU14 7BF, UK

Re: Project Code 1009548

E-mail: SM_InvestigatorPayments@ Syneoshealth.com

All payment related queries may be directed to:

Do ruk: Investigator Payment Department

Syneos Health UK Limited

Farnborough Business Park

1 Pinehurst Road, Farnborough, Hampshire

GU14 7BF, Velka Britania

Vec: Kéd projektu 1009548

Email: SM_InvestigatorPayments@ Syneoshealth.com

Vsetky otazky k platbdm mozno zaslat’ na:
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SM_ InvestigatorPayments@ Syneoshealth.com

SM_ InvestigatorPayments@Syneoshealth.com

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

Kazda faktira musi obsahovat: (1) meno zadavatela, (2)
¢islo protokolu, (3) kod projektu, (4) meno hlavného
skasajuceho, (5) stuhrn platieb na thradu podl’a prilohy B
(Harok s finanénymi podmienkami) a (6) ak je prijemca
platieb registrovany na u¢ely DPH, tak IC DPH, alebo ak

is VAT registered, the VAT registration number, or if | sa uplatiuje mechanizmus prenesenia DPH, tak
VAT reverse charge mechanism applies, the note “VAT | poznamku ,,Uplatiiuje sa postup prenesenia DPH®.
reverse charge applicable”.

Payee will not receive any payments for pass through | Prijemca  platiecb nedostane Ziadne platby za

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.

refakturované vydavky, ku ktorym nepredlozi kodpie
skuto¢nych faktir alebo inti dokumentaciu, ktora jasne
dokazuje, ze vydavky boli skutocne vynalozené,
primerané a overitel'né v sume predlozenej na preplatenie.
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ATTACHMENT B/ PBiLOHA B )
FINANCIAL ARRANGEMENTS WORKSHEET/ HAROK S FINANCNYMI PODMIENKAMI

FINANCE SUMMARY BOX/ RAMCEK S FINANCNYM ZHRNUTIM

Invoice Currency/ Mena faktury:

EURO/ EURO

Payment Base/ Platobny zaklad:

Visit Based/ Na zaklade navstev

Effective Date/ Datum ucinnosti:

This Agreement will become effective upon
signature of each contracting party and legally
binding on the day following its publication in the
Central Register of agreement, managed by the
Office of the Government. / Tato Zmluva nadobuda
platnost diiom jej podpisu stranami Zmluvy a
ucinnost’ diiom nasledujiucim po dni jej zverejnenia
v Centralnom registri zmlav vedenom Uradom
vlady SR.

INC Contracting Entity/ Zmluvna entita INC:

Syneos Health UK Limited/ Syneos Health UK
Limited
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GRANT AMOUNTS PAYABLE TO THE INSTITUTION FOR EACH ENROLLED TRIAL SUBJECT: /
FINANCNA ODMENA ZDRAVOTNICKEMU ZARIADENIU ZA KAZDY SUBJEKT SKUSANIA
ZAPISANY DO SKUSANIA:

Visit Cost (each) /
Trial Subject Visits ! / Navétevy uéastnika skusania *: Naklady na
nastevu (kazdu)

|
Visit 1/ Screening / 1. navsteva / Skrining € 272.22
Visit 2/ Day 1/ 2. navsteva / 1. deri € 264.83
Visit 3/ Week 4 / 3. naviteva / 4. tyzden € 243.38
Visit 4 / Week 8/ 4. navsteva / 8. tyzden € 243.38
Visit 5/ Week 12/ 5. navsteva / 12. tyzden € 243.38
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 243.38
Visit 7/ Week 20/ 7. navsteva / 20. tyzden € 243.38
Visit 8 / Week 24 / 8. navsteva / 24. tyzden € 254.81
Visit 9/ Week 28 / 9. navsteva / 28. tyzden € 243.38
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 243.38
Visit 11/ Week 36 / 11. navsteva / 36. tyzden € 334.82
Visit 12/ Week 40 / 12. navsteva / 40. tyzden € 243.38
Visit 13/ Week 44 / 13. navsteva / 44. tyzden € 243.38
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 286.46
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 243.38
Visit 16 / Week 56 / 16. navsteva / 56. tyzder € 243.38
Visit 17 / Week 60 / 17. navsteva / 60. tyzden € 243.38
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 243.38
Visit 19/ Week 68 / 19. navsteva / 68. tyzden € 243.38
Visit 20 / Week 72 / 20. navsteva / 72. tyzden € 270.64
Visit 21 / Week 76 / 21. navsteva / 76. tyzden € 243.38
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 243.38
Visit 23 / Week 84 / 23. navsteva / 84. tyzden € 243.38
Visit 24 / Week 88 / 24. navsteva / 88. tyzden € 243.38
Visit 25 / Week 92 / 25. navsteva / 92. tyzden € 243.38
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.

naviteva / 96. tyzdeii o €225.80

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na ucastnika skusania za vSetky
vykonané navstevy:

€ 6,533.73
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Additional Treatment Related Costs 2/ Naklady suvisiace s dodatocnou

lieébou ?

Urine Pregnancy Test / Tehotensky test z mocu

€9.38

Blood Sampling for PK and Immunogenicity
Testing/Handling/Shipping (in a subgroup of patients where
feasible) - central lab / Odber vzoriek kni na FK a testovanie
imunogenicity Testovanie/Manipulacia/Odoslanie (v
podskupine pacientov, u ktorych to je mozné) do centralneho
laboratéria

€ 23.45

Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine uc¢astnikov pre obe oci)

€ 35.17

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skusané oko (v podskupine pacientov, u ktorych to je
mozné)

€ 15.83

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, sku$ané oko (v podskupine
pacientov, u ktorych to je mozné)

€ 15.83

Reconsent in connection with Protocol Amendment /
Opatowné ziskanie suhlasu v sOvislosti zo zmenou protokolu

€ 21.10

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
c¢asowch bodov, v sulade s protokolom

€7.04

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subezne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€6.33

BCVA by ETDRS, both eyes as needed outside scheduled
timepoints in accordance with the Protocol / BCVA podla
ETDRS, obe oc¢i podla potreby mimo planovanych ¢asowch
bodov, v sdlade s protokolom

€ 11.25

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické vySetrenie
(watane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. naviteve, 96. naviteve a neplanovanej
navstewve), nepriamej oftalmoskopie s dilatovanou zornicou v
¢asowych bodoch podla protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€ 28.14

SD-OCT, study eye (bilateral at key visits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, skusané oko (obe oci pri klu€owch navstevach) podla
potreby mimo planovanych ¢asowych bodov, v sulade s
protokolom

€ 31.65

Unscheduled Visit (Up to a maximum amount) 3/
Neplanovana naviteva (aZ do maximalnej sumy) 3

€ 137.87

Screen Failure * / Zlyhanie pri skriningu *

€ 272.22

Additional Trial Related Costs ® / Dodatoéné naklady suvisiace s klinickym

skasanim °
One-time Pharmacy Start-up fee / Jednorazow start up
poplatok lekarni

€ 700.00

Site Start-up Costs (one-time fee, includes administrative
document preparation, staff training and Protocol review)

€ 1,000.00
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of visit
in IXR system and assignment of subject and randomization numbers. / Naklady zahfnaja, okrem iného: ¢as
zamestnancov straveny pri ucastnikoch skugania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, ti¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad’ovanie
ucastnickych a randomizacnych cisel.

2If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateI'né, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zaklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajticej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekrodit’ sumu uvedent
vys8ie bez pisomného schvalenia zadavatel'om alebo spolo¢nost'ou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych ucastnikov klinického skusania. NedodrZanim vys$sie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dévodu nedodrzania tychto platobnych podmienok.

® Will be reimbursed after receipt of invoice. / Bude

uhradené po prijati faktury.

"INVOICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms). /
,FAKTURA* = fakturované polozky budu uhradené zadavatel'om podl'a podmienok prilohy A (Platobné
podmienky).

Payments will be prorated based on number of visits completed; visit payments will be based upon CRFs completed.
/ Platby budu alikvétne na zaklade poctu vykonanych navstev; platby za navstevy budi zalozené na vyplnenych
formularoch CRF.
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GRANT AMOUNTS PAYABLE TO PRINCIPAL INVESTIGATOR FOR EACH ENROLLED TRIAL
SUBJECT: / FINANCNA ODMENA HLAVNEHO SKUSAJUCEHO ZA KAZDY SUBJEKT SKUSANIA
ZAPISANY DO SKUSANIA:

Visit Cost
(each)/
Trial Subject Visits * / Navstevy Géastnika skGsania *: Naklady na

nastevu

(kazdu)
.
Visit 1/ Screening / 1. navsteva / Skrining €127.03
Visit 2/ Day 1/ 2. naviteva / 1. den € 123.59
Visit 3/ Week 4 / 3. navsteva / 4. tyzden € 113.58
Visit 4 / Week 8/ 4. navsteva / 8. tyzden € 113.58
Visit 5/ Week 12/ 5. navsteva / 12. tyzden € 113.58
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 113.58
Visit 7/ Week 20/ 7. navsteva / 20. tyzden € 113.58
Visit 8 / Week 24 / 8. naviteva / 24. tyzden € 118.91
Visit 9/ Week 28 / 9. navsteva / 28. tyzden € 113.58
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 113.58
Visit 11/ Week 36 / 11. navsteva / 36. tyzden € 156.25
Visit 12 / Week 40 / 12. navsteva / 40. tyzden € 113.58
Visit 13 / Week 44 / 13. navsteva / 44. tyzden € 113.58
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 133.68
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 113.58
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 113.58
Visit 17 / Week 60 / 17. navsteva / 60. tyzden € 113.58
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 113.58
Visit 19/ Week 68 / 19. navsteva / 68. tyzden € 113.58
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €126.30
Visit 21 / Week 76 / 21. navsteva / 76. tyzden € 113.58
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 113.58
Visit 23 / Week 84 / 23. navsteva / 84. tyzden €113.58
Visit 24 / Week 88 / 24. navsteva / 88. tyzden € 113.58
Visit 25 / Week 92 / 25. navsteva / 92. tyzden € 113.58
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
navsteva / 96. tyzden €105.37

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na uc€astnika skusania za vsetky
vykonané navstevy:

€ 3,049.07
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Additional Treatment Related Costs 2/ Naklady stivisiace s dodatoénou

lieébou ?

Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine u¢astnikov pre obe oci)

€ 16.41

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skusané oko (v podskupine pacientov, u ktorych to je
mozneé)

€7.39

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, ski$ané oko (v podskupine
pacientov, u ktorych to je mozné)

€7.39

Reconsent in connection with Protocol Amendment /
Opatowé ziskanie suhlasu v suvislosti zo zmenou protokolu

€9.85

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
Casowch bodov, v sulade s protokolom

€3.28

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subezne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€295

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické vySetrenie
(watane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. navsteve, 96. navsSteve a neplanovanej
navsteve), nepriamej oftalmoskopie s dilatovanou zornicou v
C¢asowch bodoch podla protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€13.13

SD-OCT, study eye (bilateral at key \sits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, skusané oko (obe oci pri klu€owych navstevach) podla
potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€14.77

Unscheduled Visit (Up to a maximum amount) 3/
Neplanovana naviteva (az do maximalnej sumy) >

€64.34

Trial Subject Reimbursement ° / Preplatenie nakladov
udastnikov °

up to € 23.00
per visit / max.
23,00 eur za
navstew

Screen Failure * / Zlyhanie pri skriningu *

€ 127.03

PIl: MUDr. Marek Kagerik, PhD.| Institution: University hospital Trencin| Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802
Doc Name: Slovakia CTA | Doc Final: 14Jan2019

EUI-1202182985v1

Page 34 of 51



Confidential/ Doverné

! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IXR system and assignment of subject and randomization numbers. / Naklady zahtiaju, okrem iného: ¢as
zamestnancov straveny pri ucastnikoch skugania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, ti¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad’ovanie
ucastnickych a randomizacnych cisel.

2If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to

aplikovatel'né, uhradi sa potom, ¢o zdravotnicke zariadenie zad4 idaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zaklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajicej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekrodit’ sumu uvedent
vyssie bez pisomného schvalenia zadavatel'om alebo spolo¢nost'ou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed
at a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above
limits will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to
these terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné
podmienky) sa zlyhania pri skriningu budu uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych ucastnikov klinického skuSania. NedodrZanim vys$sie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dévodu nedodrzania tychto platobnych podmienok.

® Trial Subject reimbursement will be made after Syneos Health receipt of invoice and receipts reflecting actual
costs. / Uhrada za u¢astnika klinického skugania bude vykonana potom, ¢o spoloénost’ Syneos Health obdrzi faktaru
a prijmové doklady o skuto¢nych nakladoch.
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GRANT AMOUNTS PAYABLE TO MUDr. Zuzana Sustykevi¢ova FOR EACH ENROLLED TRIAL
SUBJECT: / FINANCNA ODMENA MUDr. Zuzane Sustykevitovej ZA KAZDEHO UCASTNIKA
SKUSANIA ZAPISANEHO DO SKUSANIA:

Visit Cost
(each)/
Trial Subject Visits * / Navstevy Géastnika skGsania *: Naklady na

nastevu

(kazdu)
.
Visit 1/ Screening / 1. navsteva / Skrining €222.31
Visit 2/ Day 1/ 2. navdteva / 1. deh € 216.28
Visit 3/ Week 4 / 3. navsteva / 4. tyzden € 198.76
Visit 4 / Week 8/ 4. navsteva / 8. tyzden € 198.76
Visit 5/ Week 12/ 5. navsteva / 12. tyzden € 198.76
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 198.76
Visit 7/ Week 20/ 7. navsteva / 20. tyzden € 198.76
Visit 8/ Week 24 / 8. navsteva / 24. tyzden € 208.09
Visit 9/ Week 28 / 9. navsteva / 28. tyzden € 198.76
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 198.76
Visit 11/ Week 36 / 11. navsteva / 36. tyzden € 273.44
Visit 12/ Week 40 / 12. navsteva / 40. tyzden € 198.76
Visit 13 / Week 44 / 13. navsteva / 44. tyzden € 198.76
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 233.94
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 198.76
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 198.76
Visit 17 / Week 60 / 17. navsteva / 60. tyzden € 198.76
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 198.76
Visit 19/ Week 68 / 19. navsteva / 68. tyzden € 198.76
Visit 20 / Week 72 / 20. navsteva / 72. tyzden € 221.02
Visit 21 / Week 76 / 21. navsteva / 76. tyzden € 198.76
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 198.76
Visit 23 / Week 84 / 23. navsteva / 84. tyzden € 198.76
Visit 24 / Week 88 / 24. navsteva / 88. tyzden € 198.76
Visit 25 / Week 92 / 25. navsteva / 92. tyzden € 198.76
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
navsteva / 96. tyzden € 184.40

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na uc€astnika skusania za vsetky
vykonané navstevy:

€ 5,335.88
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Additional Treatment Related Costs 2/ Naklady stvisiace s dodatoénou
Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine tu¢astnikov pre obe oci)

€28.72

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skusané oko (v podskupine pacientov, u ktorych to je
mozneé)

€12.93

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, ski$ané oko (v podskupine
pacientov, u ktorych to je mozné)

€12.93

Reconsent in connection with Protocol Amendment /
Opatowné ziskanie suhlasu v suvislosti zo zmenou protokolu

€17.23

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
C¢asowch bodov, v sulade s protokolom

€5.75

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subezne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€5.17

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické vySetrenie
(vratane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. navsteve, 96. navsteve a neplanovanej
navsteve), nepriamej oftalmoskopie s dilatovanou zornicou v
¢asowch bodoch podla protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€ 22.98

SD-OCT, study eye (bilateral at key Msits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, sku$ané oko (obe o€i pri kflu€owch navstevach) podla
potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€ 25.85

Unscheduled Visit (Up to a maximum amount) 3 /
Neplanovana naviteva (aZz do maximalnej sumy) *

€ 112.59

Screen Failure * / Zlyhanie pri skriningu *

€ 222.31
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IXR system and assignment of subject and randomization numbers. / Naklady zahtnaju, okrem iného: ¢as
zamestnancov straveny pri ucastnikoch skugania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, ti¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad’ovanie
ucastnickych a randomizacnych cisel.

2If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateI'né, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajtcej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekrodit’ sumu uvedent
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych tucastnikov klinického skuSania. NedodrZanim vys$sie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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GRANT AMOUNTS PAYABLE TO MUDr. Zuzana Sulavikovi FOR EACH ENROLLED TRIAL SUBJECT:
/ FINANCNA ODMENA MUDr. Zuzane Sulavikovej ZA KAZDEHO UCASTNIKA SKUSANIA
ZAPISANEHO DO SKUSANIA:

Visit Cost
(each)/
Trial Subject Visits * / Navstevy Géastnika skGsania *: Naklady na

nastevu

(kazdu)
.
Visit 1/ Screening / 1. navsteva / Skrining € 95.28
Visit 2/ Day 1/ 2. naviteva / 1. den € 92.69
Visit 3/ Week 4 / 3. navsteva / 4. tyzden € 85.18
Visit 4 / Week 8/ 4. navsteva / 8. tyzden €85.18
Visit 5/ Week 12/ 5. navsteva / 12. tyzden € 85.18
Visit 6 / Week 16 / 6. navsteva / 16. tyzden €85.18
Visit 7/ Week 20/ 7. navsteva / 20. tyzden € 85.18
Visit 8/ Week 24 / 8. navsteva / 24. tyzden €89.18
Visit 9/ Week 28 / 9. navsteva / 28. tyzden € 85.18
Visit 10 / Week 32/ 10. navsteva / 32. tyzden €85.18
Visit 11/ Week 36 / 11. navsteva / 36. tyzden €117.19
Visit 12 / Week 40 / 12. navsteva / 40. tyzden €85.18
Visit 13 / Week 44 / 13. navsteva / 44. tyzden € 85.18
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 100.26
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 85.18
Visit 16 / Week 56 / 16. navsteva / 56. tyzden €85.18
Visit 17 / Week 60 / 17. navsteva / 60. tyzden €85.18
Visit 18 / Week 64 / 18. navsteva / 64. tyzden €85.18
Visit 19/ Week 68 / 19. navsteva / 68. tyzden €85.18
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €94.72
Visit 21 / Week 76 / 21. navsteva / 76. tyzden € 85.18
Visit 22 / Week 80 / 22. navsteva / 80. tyzden €85.18
Visit 23 / Week 84 / 23. navsteva / 84. tyzden €85.18
Visit 24 / Week 88 / 24. navsteva / 88. tyzden €85.18
Visit 25 / Week 92 / 25. navsteva / 92. tyzden €85.18
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
navsteva / 96. tyzden €79.03

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na uc€astnika skusania za vsetky
vykonané navstevy:

€ 2,286.80
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Additional Treatment Related Costs 2’ Naklady suvisiace s dodato€nou

lieébou ?

Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine u¢astnikov pre obe oci)

€12.31

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skuSané oko (v podskupine pacientov, u ktorych to je
mozné)

€5.54

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, skugané oko (v podskupine
pacientov, u ktorych to je mozné)

€554

Reconsent in connection with Protocol Amendment /
Opéatowné ziskanie suhlasu v suvislosti zo zmenou protokolu

€7.39

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
C¢asowch bodov, v sulade s protokolom

€246

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subeZne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€222

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické wySetrenie
(watane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. navdtewe, 96. navdteve a neplanovanej
navsteve), nepriamej oftalmoskopie s dilatovanou zornicou v
C¢asowch bodoch podfa protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€9.85

SD-OCT, study eye (bilateral at key Jsits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, skusané oko (obe oci pri klu€owych navstevach) podra
potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€11.08

Unscheduled Visit (Up to a maximum amount) 2/
Neplanovana naviteva (az do maximalnej sumy) >

€48.25

Screen Failure * / Zlyhanie pri skriningu *

€ 95.28
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IxR system and assignment of subject and randomization numbers. / Naklady zahfiaji, okrem iného: Cas
zamestnancov straveny pri ucastnikoch skugania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, ti¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad'ovanie
ucastnickych a randomizacnych cisel.

2If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateI'né, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajtcej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekrodit’ sumu uvedent
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych uc¢astnikov klinického skuSania. NedodrZanim vyssie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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GRANT AMOUNTS PAYABLE TO MUDr. Zuzana Sulavikova ONLY FOR ACTUAL
PROCEDURE PERFORMED BY HER (BCVA): / FINANCNA ODMENA MUDr. Zuzane Sulavikovej LEN
ZA KONKRETNU NOU VYKONANU

PROCEDURU (BCVA):
Visit Cost
(each)/
Trial Subject Visits ' / Navstevy tuéastnika skisania *: Naklady na

nastevu

(kazdu)
...
Visit 1 / Screening / 1. navsteva / Skrining € 63.52
Visit 2/ Day 1/ 2. navsteva / 1. der €61.79
Visit 3/ Week 4/ 3. navsteva / 4. tyzden € 56.79
Visit 4 / Week 8/ 4. navsteva / 8. tyzden €56.79
Visit 5/ Week 12 / 5. navsteva / 12. tyzden € 56.79
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 56.79
Visit 7 / Week 20/ 7. navsteva / 20. tyzden €56.79
Visit 8 / Week 24 / 8. navsteva / 24. tyzden € 59.45
Visit 9/ Week 28 / 9. naviteva / 28. tyzden € 56.79
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 56.79
Visit 11 / Week 36 / 11. navsteva / 36. tyzden €78.12
Visit 12 / Week 40 / 12. navsteva / 40. tyzden € 56.79
Visit 13 / Week 44 / 13. navsteva / 44. tyzden € 56.79
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 66.84
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 56.79
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 56.79
Visit 17 / Week 60 / 17. navsteva / 60. tyzden € 56.79
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 56.79
Visit 19 / Week 68 / 19. navsteva / 68. tyzden € 56.79
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €63.15
Visit 21 / Week 76 / 21. navsteva / 76. tyzden €56.79
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 56.79
Visit 23 / Week 84 / 23. navsteva / 84. tyzden € 56.79
Visit 24 / Week 88 / 24. navsteva / 88. tyzder € 56.79
Visit 25 / Week 92 / 25. navsteva / 92. tyzden € 56.79
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
naviteva / 96. tyZdeit €52.69

Total Per Trial Subject Cost for all Completed Visits /
Celkové naklady na ucastnika skusania za vSetky
vykonané navstevy:

Additional Treatment Related Costs 2/ Naklady stvisiace s dodatoénou
BCVA by ETDRS, both eyes as needed outside scheduled
timepoints in accordance with the Protocol / BCVA podla
ETDRS, obe o€i podla potreby mimo planovanych ¢asowch
bodov, v sulade s protokolom

€ 1,524.54

€ 26.26

Unscheduled Visit (Up to a maximum amount) ° /
Neplanovana naviteva (aZz do maximalnej sumy) >

€ 32.17

Screen Failure * / Zlyhanie pri skriningu *

€ 63.52
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IxR system and assignment of subject and randomization numbers. / Naklady zahfiaji, okrem iného: Cas
zamestnancov straveny pri u¢astnikoch skusania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, ti¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad'ovanie
ucastnickych a randomizacnych cisel.

2 If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateIné, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajtcej skutoéné néklady. Uhrada za kazda neplanovani navstevu nesmie prekrogit’ sumu uvedent
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych ucastnikov klinického sktisania. Nedodrzanim vyssie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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GRANT AMOUNTS PAYABLE TO MUDr. Zuzana Galajdova ONLY FOR ACTUAL
PROCEDURE PERFORMED BY HER (BCVA): / FINANCNA ODMENA MUDr. Zuzane Galajdovej LEN
ZA KONKRETNU NOU VYKONANU

PROCEDURU (BCVA):
Visit Cost
(each)/
Trial Subject Visits ' / Navstevy tuéastnika skisania *: Naklady na

nastevu

(kazdu)
...
Visit 1 / Screening / 1. navsteva / Skrining € 63.52
Visit 2/ Day 1/ 2. navsteva / 1. der €61.79
Visit 3/ Week 4/ 3. navsteva / 4. tyzden € 56.79
Visit 4 / Week 8/ 4. navsteva / 8. tyzden €56.79
Visit 5/ Week 12 / 5. navsteva / 12. tyzden € 56.79
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 56.79
Visit 7 / Week 20/ 7. navsteva / 20. tyzden €56.79
Visit 8 / Week 24 / 8. navsteva / 24. tyzden € 59.45
Visit 9/ Week 28 / 9. naviteva / 28. tyzden € 56.79
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 56.79
Visit 11 / Week 36 / 11. navsteva / 36. tyzden €78.12
Visit 12 / Week 40 / 12. navsteva / 40. tyzden € 56.79
Visit 13 / Week 44 / 13. navsteva / 44. tyzden € 56.79
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 66.84
Visit 15/ Week 52 / 15. navsteva / 52. tyzden € 56.79
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 56.79
Visit 17 / Week 60 / 17. navsteva / 60. tyzden € 56.79
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 56.79
Visit 19 / Week 68 / 19. navsteva / 68. tyzden € 56.79
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €63.15
Visit 21 / Week 76 / 21. navsteva / 76. tyzden €56.79
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 56.79
Visit 23 / Week 84 / 23. navsteva / 84. tyzden € 56.79
Visit 24 / Week 88 / 24. navsteva / 88. tyzder € 56.79
Visit 25 / Week 92 / 25. navsteva / 92. tyzden € 56.79
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
naviteva / 96. tyZdeit €52.69

Total Per Trial Subject Cost for all Completed Visits /
Celkové naklady na ucastnika skusania za vSetky
vykonané navstevy:

Additional Treatment Related Costs 2/ Naklady stvisiace s dodatoénou
BCVA by ETDRS, both eyes as needed outside scheduled
timepoints in accordance with the Protocol / BCVA podla
ETDRS, obe o€i podla potreby mimo planovanych ¢asowch
bodov, v sulade s protokolom

€ 1,524.54

€ 26.26

Unscheduled Visit (Up to a maximum amount) ° /
Neplanovana naviteva (aZz do maximalnej sumy) >

€ 32.17

Screen Failure * / Zlyhanie pri skriningu *

€ 63.52
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IxR system and assignment of subject and randomization numbers. / Naklady zahfiaji, okrem iného: Cas
zamestnancov straveny pri ucastnikoch skusania pocas procedur, hlasenie AE/SAE, vypiianie CRF/eCRF, Gi¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad'ovanie
ucastnickych a randomizacnych cisel.

2 If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateIné, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajiicej skutoéné néklady. Uhrada za kazdu neplanovani navitevu nesmie prekrogit’ sumu uvedent
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych ucastnikov klinického sktisania. Nedodrzanim vyssie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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GRANT AMOUNTS PAYABLE TO MUDr. Vladimira Solnikova FOR EACH ENROLLED TRIAL
SUBJECT: / FINANCNA ODMENA MUDr. Vladimire Solnikovej ZA KAZDEHO UCASTNIiKA SKUSANIA
ZAPISANEHO DO SKUSANIA:

Visit Cost
(each)/
Trial Subject Visits * / Navstevy Géastnika skGsania *: Naklady na

nastevu

(kazdu)
.
Visit 1/ Screening / 1. navsteva / Skrining €63.52
Visit 2/ Day 1/ 2. naviteva / 1. den €61.79
Visit 3/ Week 4 / 3. navsteva / 4. tyzden €56.79
Visit 4 / Week 8/ 4. navsteva / 8. tyzden € 56.79
Visit 5/ Week 12/ 5. navsteva / 12. tyzden €56.79
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 56.79
Visit 7/ Week 20/ 7. navsteva / 20. tyzden €56.79
Visit 8/ Week 24 / 8. navsteva / 24. tyzden € 59.45
Visit 9/ Week 28 / 9. navsteva / 28. tyzden €56.79
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 56.79
Visit 11/ Week 36 / 11. navsteva / 36. tyzden €78.12
Visit 12 / Week 40 / 12. navsteva / 40. tyzden € 56.79
Visit 13 / Week 44 / 13. navsteva / 44. tyzden €56.79
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 66.84
Visit 15/ Week 52 / 15. navsteva / 52. tyzden €56.79
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 56.79
Visit 17 / Week 60 / 17. navsteva / 60. tyzden €56.79
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 56.79
Visit 19/ Week 68 / 19. navsteva / 68. tyzden € 56.79
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €63.15
Visit 21 / Week 76 / 21. navsteva / 76. tyzden €56.79
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 56.79
Visit 23 / Week 84 / 23. navsteva / 84. tyzden €56.79
Visit 24 / Week 88 / 24. navsteva / 88. tyzden € 56.79
Visit 25 / Week 92 / 25. navsteva / 92. tyzden €56.79
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
navsteva / 96. tyZden €52.69

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na uc€astnika skusania za vsetky
vykonané navstevy:

€ 1,524.54

PIl: MUDr. Marek Kagerik, PhD.| Institution: University hospital Trencin| Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802
Doc Name: Slovakia CTA | Doc Final: 14Jan2019

EUI-1202182985v1

Page 46 of 51



Confidential/ Doverné

Additional Treatment Related Costs 2/ Naklady stvisiace s dodatoénou
Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine tu¢astnikov pre obe oci)

€8.21

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skusané oko (v podskupine pacientov, u ktorych to je
mozneé)

€ 3.69

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, ski$ané oko (v podskupine
pacientov, u ktorych to je mozné)

€3.69

Reconsent in connection with Protocol Amendment /
Opatowné ziskanie suhlasu v suvislosti zo zmenou protokolu

€4.92

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
C¢asowch bodov, v sulade s protokolom

€1.64

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subezne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€1.48

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické vySetrenie
(vratane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. navsteve, 96. navsteve a neplanovanej
navsteve), nepriamej oftalmoskopie s dilatovanou zornicou v
¢asowch bodoch podla protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€6.57

SD-OCT, study eye (bilateral at key Msits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, sku$ané oko (obe o€i pri kflu€owch navstevach) podla
potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€7.39

Unscheduled Visit (Up to a maximum amount) 3 /
Neplanovana naviteva (aZz do maximalnej sumy) *

€ 32.17

Screen Failure * / Zlyhanie pri skriningu *

€ 63.52
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! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IxR system and assignment of subject and randomization numbers. / Naklady zahfiaji, okrem iného: Cas
zamestnancov straveny pri ucastnikoch skugania po¢as procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, Gi¢ast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad'ovanie
ucastnickych a randomizacnych cisel.

2 If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateIné, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajiicej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekrogit’ sumu uvedenu
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych ucastnikov klinického sktisania. Nedodrzanim vyssie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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GRANT AMOUNTS PAYABLE TO MUDr. Dana Sedla¢kova FOR EACH ENROLLED TRIAL SUBJECT: /
FINANCNA ODMENA MUDr. Dane Sedlackovej ZA KAZDEHO UCASTNIKA SKUSANIA ZAPISANEHO

DO SKUSANIA:

Visit Cost
(each)/
Trial Subject Visits * / Navstevy Géastnika skGsania *: Naklady na

nastevu

(kazdu)
.
Visit 1/ Screening / 1. navsteva / Skrining €63.52
Visit 2/ Day 1/ 2. naviteva / 1. den €61.79
Visit 3/ Week 4 / 3. navsteva / 4. tyzden €56.79
Visit 4 / Week 8/ 4. navsteva / 8. tyzden € 56.79
Visit 5/ Week 12/ 5. navsteva / 12. tyzden €56.79
Visit 6 / Week 16 / 6. navsteva / 16. tyzden € 56.79
Visit 7/ Week 20/ 7. navsteva / 20. tyzden €56.79
Visit 8/ Week 24 / 8. navsteva / 24. tyzden € 59.45
Visit 9/ Week 28 / 9. navsteva / 28. tyzden €56.79
Visit 10 / Week 32/ 10. navsteva / 32. tyzden € 56.79
Visit 11/ Week 36 / 11. navsteva / 36. tyzden €78.12
Visit 12 / Week 40 / 12. navsteva / 40. tyzden € 56.79
Visit 13 / Week 44 / 13. navsteva / 44. tyzden €56.79
Visit 14 / Week 48 / 14. navsteva / 48. tyzden € 66.84
Visit 15/ Week 52 / 15. navsteva / 52. tyzden €56.79
Visit 16 / Week 56 / 16. navsteva / 56. tyzden € 56.79
Visit 17 / Week 60 / 17. navsteva / 60. tyzden €56.79
Visit 18 / Week 64 / 18. navsteva / 64. tyzden € 56.79
Visit 19/ Week 68 / 19. navsteva / 68. tyzden € 56.79
Visit 20 / Week 72 / 20. navsteva / 72. tyzden €63.15
Visit 21 / Week 76 / 21. navsteva / 76. tyzden €56.79
Visit 22 / Week 80 / 22. navsteva / 80. tyzden € 56.79
Visit 23 / Week 84 / 23. navsteva / 84. tyzden €56.79
Visit 24 / Week 88 / 24. navsteva / 88. tyzden € 56.79
Visit 25 / Week 92 / 25. navsteva / 92. tyzden €56.79
Exit Visit /Visit 26 / Week 96 / Vystupna navsteva / 26.
navsteva / 96. tyZden €52.69

Total Per Trial Subject Cost for all Completed Visits /

Celkové naklady na uc€astnika skusania za vsetky
vykonané navstevy:

€ 1,524.54
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Additional Treatment Related Costs 2/ Naklady stvisiace s dodatoénou
Specular Microscopy (specific sites only, in a subgroup of
subjects for both eyes) / Zrkadlova mikroskopia (len konkrétne
pracoviska, v podskupine tu¢astnikov pre obe oci)

€8.21

OCT-A, study eye (in a subgroup of patients where feasible) /
OCT-A, skusané oko (v podskupine pacientov, u ktorych to je
mozneé)

€ 3.69

Widefield OCT, study eye (in a subgroup of patients where
feasible) / Sirokouhlé OCT, ski$ané oko (v podskupine
pacientov, u ktorych to je mozné)

€3.69

Reconsent in connection with Protocol Amendment /
Opatowné ziskanie suhlasu v suvislosti zo zmenou protokolu

€4.92

Interval History (AEs review) as needed outside scheduled
timepoints in accordance with the Protocol / Anamnéza
intervalov (posudenie AE) podla potreby mimo planovanych
C¢asowch bodov, v sulade s protokolom

€1.64

Interval History (concomitant medications review) as needed
outside scheduled timepoints in accordance with the Protocol
/ Anamnéza intervalov (posudenie subezne podavanych liekov)
podla potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€1.48

Ophthalmological Exam (includes manifest refraction, slit-
lamp biomicroscopy, IOP (at Visit 1, Visit 96 and
Unscheduled Visit), dilated indirect ophthalmoscopy as per
Protocol time points) as needed outside scheduled timepoints
in accordance with the Protocol / Oftalmologické vySetrenie
(vratane manifestnej refrakcie, biomikroskopie Strbinovou
lampou, IOP (na 1. navsteve, 96. navsteve a neplanovanej
navsteve), nepriamej oftalmoskopie s dilatovanou zornicou v
¢asowch bodoch podla protokolu) podla potreby mimo
planovanych ¢asowych bodov, v sulade s protokolom

€6.57

SD-OCT, study eye (bilateral at key Msits) as needed outside
scheduled timepoints in accordance with the Protocol / SD-
OCT, sku$ané oko (obe o€i pri kflu€owch navstevach) podla
potreby mimo planovanych ¢asowch bodov, v sulade s
protokolom

€7.39

Unscheduled Visit (Up to a maximum amount) 3 /
Neplanovana naviteva (aZz do maximalnej sumy) *

€ 32.17

Screen Failure * / Zlyhanie pri skriningu *

€ 63.52

PIl: MUDr. Marek Kagerik, PhD.| Institution: University hospital Trencin| Chengdu Kanghong Biotechnology Co., Ltd. | KHB-1802
Doc Name: Slovakia CTA | Doc Final: 14Jan2019

EUI-1202182985v1

Page 50 of 51



Confidential/ Doverné

! Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, AE/SAE
reporting, CRF/eCRF completion, meeting attendance, audits, monitoring visits, registration and confirmation of
visit in IXR system and assignment of subject and randomization numbers. / Naklady zahfiaji, okrem iného: Cas
zamestnancov straveny pri ucastnikoch skugania pocas procedur, hlasenie AE/SAE, vypiiianie CRF/eCRF, tiéast’ na
stretnutiach, audity, monitorovacie navstevy, registracia a potvrdenie navstevy v systéme IxR a prirad'ovanie
ucastnickych a randomizacnych cisel.

2If applicable, will be reimbursed after CRF data is entered by Institution. / Ak je to aplikovateIné, uhradi sa potom,
¢o zdravotnicke zariadenie zada udaje do CRF.

* Will be reimbursed based on actual procedures and services performed after receipt of invoice reflecting actual
costs. Reimbursement for each Unscheduled Visit shall not exceed the amount set forth above unless approved by
Sponsor or Syneos Health in writing. / Bude uhradené na zéklade skuto¢ne vykonanych procedur a sluzieb po prijati
faktiry uvadzajiicej skutoéné néklady. Uhrada za kazda neplanovani navitevu nesmie prekro¢it’ sumu uvedenu
vyssie bez pisomného schvalenia zadavatel'om alebo spolocnostou Syneos Health.

* Pursuant to section A-7 (Screen Failures) of Attachment A (Payment Terms), Screen Failures will be reimbursed at
a ratio of one (1) Screen Failure for every three (3) Trial Subjects randomized. Failure to adhere to the above limits
will not create Sponsor or Syneos Health liability for any compensation attributed to the non-adherence to these
terms and conditions of payment. / Podl'a oddielu A-7 (Zlyhania pri skriningu) prilohy A (Platobné podmienky) sa
zlyhania pri skriningu budi uhradzat’ v pomere jedno (1) zlyhanie pri skriningu na kazdych troch (3)
randomizovanych tucastnikov klinického skuSania. NedodrZanim vys$sie uvedenych obmedzeni nevznika povinnost’
uhrady zadavatel'ovi ani spolo¢nosti Syneos Health z dovodu nedodrzania tychto platobnych podmienok.
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