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CLINICAL TRIAL AGREEMENT

Protocol # THR-317-002

This Clinical Trial Agreement (“Agreement”) is madat
pursuant to the in § 269. 2 of Law no. 513/1991|.Q
Commercial Code, as amended (the "Commercial Cp
to the 8§ 29 to 8§ 44 of Act no. 362/2011 Coll.

medicines and medical devices (the "Medicines Aatij)
the relevant provisions of the Act no. 576/2004 1C
(the" Healthcare Act")

INC Research UK Limited with principal offices
located in the United Kingdom at Riverview, T
Meadows Business Park, Station Approach, Blackw
Camberley, Surrey GU17 9AB, United Kingdo
including its affiliates, subsidiaries, and spexfly its
parent company INC Research, LLC
“INC Research”)

and

University hospital Trencin

Legionarska 28

911 71 Trenin, Slovak Republic

ID: 00610470

VAT: 2021254631

EU VAT: SK 2021254631

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

JUDr. Marek Sedik, Chief Financial Officer
MUDr. Stanislav Pastva, Chief Medical Officer
(“Institution”)

and

MUDr. Marek Ka ¢erik, PhD.,
(“Princlgavestigator”).

BACKGROUND

By separate agreement, ThromboGenics NV witl
principal place of business at Gaston GeenslaaB- ]
3001 Leuven, Belgium  (“Sponsor”’) has enga
INC Research, LLC, a contract research organiza
with a principal place of business in the Unitedt& at
3201 Beechleaf Court, Suite 600, Raleigh,
27604-1547 USA acting as an independent contraitiq
act on behalf of Sponsor for the purposes of teansig
certain obligations in connection to this Agreemesatid

ZMLUVA O KLINICKOM SKUSANI 74/18

Protokok. THR-317-002

Tato zmluva o klinickom skuSand’élej len “zmluva”) je
alzatvorena v sulade s § 269 ods. 2 zakanal3/1991
d&h). Obchodného zakonnika v zneni neskorSich predy
ofi’alej len ,Obchodny zakonnik"), s § 29 az § 44 z&k
¢. 362/2011 Z. z. o liekoch a zdravotnickych pomatk
oh o doplneni niektorych zakonov v zneni neskor

ustanoveni zakon& 576/2004 Z. z.dalej len ,zakon @
zdravotnej starostlivosti") medzi

INC Research UK Limited s hlavnym sidlom vo \i&ej
hBritanii na adrese, Riverview, The Meadows Busin
afeark, Station Approach, Blackwater, Camberley, &u
MGUL17 9AB, United Kingdom, vratane jej pridruzeny
organizacii, pobgiek a Specificky jej

INC Research”)
a

Fakultnd nemocnica Trertin
Legionarska 28

911 71 Trenin, Slovenska republika
ICO: 00610470

DIC: 2021254631

ICDPH: SK 2021254631

Zast.radou riadifev:

Ing.Maridn Jurus, generalny riadite
JUDr. Marek Sedik, ekonomicky riadite
MUDr. Stanislav Pastva, medicinsky riadlite
(dalej len “institacia”)

a

MUDr. Marek Ka ¢&erik, PhD.,
. (dalej len “zodpovedny
skasajuci”).

ZAKLADNE INFORMACIE

nTaromboGenics NV sosidlom na adrese Ga
|, Geenslaan 1, B-3001 Leuven, Belgickdalg] len
yéradavaté”) na zaklade osobitnej zmluvy poveri
tispolainos’ INC Research, LLC, zmluvnd vyskumr
organizaciu so sidlom v Spojenych Statoch na ad
N&201 Beechleaf Court, Suite 600, Raleigh, NC 276
r1547 USA, aby konala v zastUpeni zadéiatétory jej
postupil niektoré povinnosti suvisiace s touto arol,
pricom uvedené povinnosti zataju, ale neobmedzuju 9

predpisov {alej len ,zakon o liekoch") a prislusny¢

materske
(hereinaftepolainosti INC Research, LLCdglej len “spolénog’
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obligations including but not limited to negotiai®and

na rokovania a plnenie tejto zmluvy, ako aj thh nad
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execution of the Agreement and payment administig
for services performed anddescribed hereunder.

Sponsor wishes to support a clinical trial with Sgor
Drug (hereinafter defined) THR-317 8mg/ Ranibizun
0.5mg, encodedTHR-317-002 entitled “A Phase 2,
randomised, single-masked, active-controlled
multicentre study to evaluate the efficacy and safg of
intravitreal THR-317 administered in combination
with ranibizumab, for the treatment of diabetic
macular oedema (DME)” (“Protocol”) to be conducte
at Institution (“Trial”) to involve patients partfating in
the Trial (“Trial Subjects”).

The parties agree as follows:

1. Investigators and Research Staff.

1.1.Principal Investigator. The Principal Investigat
being an employee of the Institution, will
responsible for the direction of the Trial in actamce
with applicable Institution policies and th
Agreement. The Trial will be conducted under
supervision of the Principal Investigator.

1.2.Subinvestigators and Research Staff. Institu
and Principal Investigator will ensure that ol
individuals who are appropriately trained 4
gualified assist in the conduct of the Trial
subinvestigators or research staff.  Princi
Investigator may delegate duties and responsédsil
to subinvestigators or research staff only to tkierd
permitted by Applicable Law (hereinafter defing
governing the Trial conduct, as described below.

1.3.0Obligations of Institution and  Princip
Investigator.Institution and Principal Investigatare
responsible to Sponsor for compliance by all T
personnel with the terms of the Agreement. Ingttu
and Principal Investigator will ensure that 3
personnel who assist in the conduct of the Trial
informed of and agree to abide by all terms of
Agreement applicable to the activities they perfo
Institution and Principal Investigator will assurat
those responsibilities assigned under all apple
laws, rules, regulations, guidelines and stand
including without limitation all relevant Internanal
Conference on Harmonization Good Clinical Prac
(“ICH GCP”) guidelines and standards and the W(¢
Medical Association declaration of Helsinki “Ethig
Principles for Medical Research Involving Hum

rial

[
rm

abl
ardsvyplyvaju zo zakonov, pravidiel, nariadeni, smer

tice a Standardy
orld o harmonizacii

an asociacie o0 "Etickych zasadach pre medicin

itvyplacanim finadnych prostriedkov za poskytovat
sluzby uvedené niZSie.

Zadavaté sa rozhodol podpati klinické skuSanig
nakusSaného lieku (definovaného nizSie) THR-317 8
Ranibizumab 0,5 mg, protokokislo THR-317-002
,S hazvom “Randomizované, jednoducho zaslepenég
multicentrické klinické skuSanie fazy Il s aktivnou
kontrolou na hodnotenie &innosti a bezp&nosti
intravitrealneho  skdSaného produktu THR-317
dpodavaného v kombinacii s ranibizumabom pri li€be
diabetického makularneho edému (DME)” (dalej len
“protokol”), ktoré bude prebieliav institucii (dalej len
“skdsanie”) s pacientmi, ktori sa é@stiuju skuSanig
(d’alej len “ttastnik skisania”).

Zmluvné strany sadibha nasledovnom:

1. SkuSajuci a vyskumni pracovnici.

or, 1.1.Zodpovedny sku3ajuci. Zodpovedny ski3aj
be ktory je zamestnancom institacie, nesie zodpovetl
za priebeh skiSania v sulade s prisluSnymi predpg
inStitucie a touto zmluvou SkuSanie bude prehie
pod dolfadom zodpovedného skdsajluceho.

is
the

1.2.Pomocni _ skuSajuci a vyskumni pracovn
InStitlcia a zodpovedny skuSajuci zaistia, Ze
nd skaSani sa ako pomocni skiSajuci a vysku
as pracovnici budd podfet iba riadne vy3kolen
pal jednotlivci s potrebnou kvalifikaciou. Zodpoved
ti

tion
nly

na pomocnych skdSajacich alebo vyskumn
pracovnikov iba vrozsahu pripustnom platn
legislativou (definovanou nizSie), ktorou sa ri
skuSanie, tak ako je uvedené v tejto zmluve.

d)

1.3. Povinnosti inStitucie a zodpovedné
skuSajuceho. InStiticia a zodpovedny
zodpovedaju zadavdwvi za to, Ze vSetctlenovia
personalu skdsania budu dodrzigysdmienky tejtg
zmluvy. Indtitacia a zodpovedny skuSajuci zaistiay
bol kazdy pracovnik, ktory sa bude pd@ie na
skuSani, informovany o podmienkach tejto zmly
tykajacich sainnosti, ktoré méa vykonavaa aby tietg
podmienky dodrziaval. InStiticia a zodpoved
skuSajuci si osvoja v3etky povinnosti, ktoré prehr
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a Standardov, vratane a bez obmedzenia na po

Medzinarodnej konferen
pre spravnu Klinickd prax (“IC
a GCP”) a Helsinskej deklaracie Svetovej zdravotrjiq

Subjects” (1996), all applicable laws and guida

nce vyskum naludoch” (1996), v3etky platné zakor
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relating to clinical trials of medicines and

applicable laws relating to human rights, supply|
medicines legislation, legislation relating to hum
tissue and biological samples, the confidentia

privacy and security of patient informati
(“Applicable Law”).
1.4.No _ Substitution. Institution and Princip

Investigator may not reassign the conduct of thal T

to a different Principal Investigator without pri
written authorization from Sponsor. Any replacem
Principal Investigator will be required to agreethe
terms and conditions of this Agreement in a seps
writing. In the event Sponsor does not approv
replacement Principal Investigator, Sponsor
INC Research may terminate this Agreement
accordance with the Termination provisions below.

2. Protocol. Institution and Principal Investigator IIw
conduct the Trial in accordance with the Proto
Sponsor's or its designee’s written instructio
International Conference on Harmonization Gg
Clinical Practice (YICH GCP”) guidelines, and i
Applicable Laws rules, and regulations.

2.1. Amendments. The Protocol may be modified o
by a written Amendment, signed by Sponsor and
Principal Investigator. The parties acknowledge,t
where applicable, Protocol Amendments are
subject to approval by the responsible Indepen
Ethics Committee (“IEC”). Sponsor may instruct
deviation from the Protocol on an emergency basis
the safety of the Trial Subjects. Institution amg
Principal Investigator will notify the responsiblieC
as soon as practicable but, in any event, no thter
five (5) business days after the deviation
implemented. Any emergency deviation will
followed by written Amendment.

2.2.Emergency Deviations/Urgent Safety Measu
If the Principal Investigator determines that it
necessary to deviate from the Protocol on
emergency basis for the safety of the Trial Subje
Institution and/or Principal Investigator will nfti
Sponsor and the responsible IEC as soon
practicable but, in any event, no later than f&e
business days after the deviation is implemented.

A

3.Independent Ethics Committee. Institution 8
Principal Investigator will ensure that Trial isitiated

only after both the Trial and the informed conskmn

all
of

a
ity,

DN

a smernice tykajuce sa klinického skasania lie
a vSetkych platnych zakonov tykajacich Redskych
prav, pravnych predpisov o dodavkeciie legislativy
slvisiacej so zaobchadzanimluslskymi tkanivami
a biologickymi  vzorkami, zachovania déverno
sukromia a bezgeosti informacii pacientov dialej
len “platna legislativa”).

a

1.4.Z4kaz nahradenia. InStiticia a zodpove
skuSajuci nesmu povérivedenim skuSania inéh
or zodpovedného skuSajuceho bez predchadzaju
zodpovedného skuSajuceho si bude vyZafig
rat vyslovenie suhlasu s podmienkami tejto zmly
e aformou osobithého pisomného stanoviska. V prip
or Zze zadavate neschvali menovanie nahradné
in zodpovedného  skuSajuceho, zadévatealebo
spola@nog’ INC Research bude opravnena ukor

uvedenej klauzuly o uk@eni tejto zmluvy.

i2. Protokol. InStiticia a zodpovedny skuSajuci bt
colykonava' skuSanie v sulade s protokolom, pisomny
nppkynmi zadavata alebo nim poverenej osol
yaunernicami Medzinarodnej konferencie o harmoniz
alku spravnej klinickej praxi (“ICH GCP”) a platng
legislativou a pravnymi predpismi.

nly 2.1.Dodatky. Protokol mozno pozméniiba na
thezéklade pisomného dodatku podpisaného zadé@vat
ha azodpovednym  skdSajucim.  Zmluvné  strg
also potvrdzuju, Ze tam, kde to je aplikovité, dodatky,
dentk protokolu musi tieZz schvdlizodpovedna nezavis
a etickd komisia ¢alej len “IEC”). Zadavaté mdze
5 f nariadi zmenu protokolu v pripade ohrozer
/o bezpeénosti Eastnikov skuSania. InStitacia a/ale
zodpovedny skuSajuci je povinny o zavedeni tak]
zmeny informovéa IEC ¢o najskor, v kazdom pripag
v8ak najneskdr do piatich (5) pracovnych dni
prijatia takej zmeny. Siag’ou akejkdvek nudzovej
zmeny musi by pisomny dodatok.

be

res. 2.2.Nudzova zmena/Urgentné beZpestné
s opatrenia. Ak zodpovedny skiSajaci usudi, Ze j@é
an zment’ protokol v pripade ohrozenia beZpesti
ect  Oc¢astnikov skdSania, inStitlcia a/alebo zodpove

skuSajuci budec¢o najskér informova zadavata
asa zodpovednu IEC, v kazdom pripade v3ak najne

do piatich (5) pracovnych dni od prijatia takej ye

(

gl Nezavisld etickd komisia. InStiticia a zodpove
skuSajuci zaistia, aby sa skuSani€ata az potomgo
skaSanie aj obsah formulara informovaného suh

(“ICF") are approved by an IEC that complies with

a(dalej len “ICF") schvali IEC, ktor4 dodrZiava vset

ent pisomného suhlasu zadavateAkékd'vek nahradeni¢

platnog tejto zmluvy v sulade s ustanoveniami nizs

kov
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Applicable Law. Institution and Principal Investiga
will further ensure that the Trial is subject tontiauing
oversight by the IEC throughout its conduct.

4. Sponsor Drug. Sponsor will provide Institution wi
sufficient quantities of the Sponsor product tisabeing
studied (“Sponsor Drug”) to conduct the Trial at cust
to the Institution and Principal Investigator. diquired by
the Protocol and unless otherwise agreed, Spongbr
also provide placebo or comparator drug (“Compar
Drug”) at no cost to the Institution and Princiy
Investigator.

4.1.Custody and Dispensing. Institution and Princi
Investigator will adhere to Applicable Law requi
careful custody, appropriate storage as requirad,
dispensing of Sponsor Drug or Comparator Drug
well as appropriate documentation of such actisitie

4.2.Control. Institution and Principal Investigator W
maintain appropriate control of supplies of Spon
Drug or Comparator Drug and will not administer
dispense it to anyone who is not a Trial Subject
provide access to it to anyone except subinvestig
or Trial research staff.

4.3.Use. Institution and Principal Investigator willeu

platnu legislativu. InStiticia a zodpovedny skiiajiale]
zaistia, Ze IEC bude pas celého sku3ania dohliddaa
jeho priebeh.

th. Liek zadavatBa. Zadavaté poskytne inStitdcii
dostaténé mnozstva pripravku zadavEektory sa budg
skusa (dalej len “liek zadavat@&”) na vykonavanie
skiSania zadarmo. Ak to bude vyZadopaotokol alebo
ak sa zmluvné strany nedohodnd inak,
afwskytne  inStitdcii  a zodpovednému
ndlezplatne aj placebo alebo komparativny li¢kléj len
“komparativny liek”).

17

A

pal 4.1.Uschova a vydavanie. Institicia a zodpove

N skdSajuci budld postupata v stlade s platno

a legislativou, ktora si vyZaduje starostlivé uschoeg]

aspod’a potreby vhodné uchovavanie, a vydavanie li
zadavatéa alebo komparativneho lieku, ako
nalezité zdokumentovanie tychtimnosti.

il 4.2.Kontrola. InStiticia a zodpovedny skuSajuci

, 0 alebo vydav& osobam, ktoré nie su ¢@stnikmi
at
ktori sa poditaju na skasani.
S

4.3.Pouzivanie. InStiticia a zodpovedny ski3a

Sponsor Drug or Comparator Drug only as specified budu pouZivé liek zadavatta alebo komparativn

in the Protocol. Any other use of Sponsor Drug
Comparator Drug constitutes a material breach isf
Agreement.

4.4.0Ownership of Sponsor Drug. Sponsor Drug is
remains the property of Sponsor. Sponsor gr
Institution and Principal Investigator no express
implied intellectual property rights in the Spons
Drug or in any methods of making or using t
Sponsor Drug.

4.5.Payment for Sponsor Drug or Comparator Dr
Institution and Principal Investigator will not aige a
Trial Subject or third-party payer for Sponsor Diug
Comparator Drug or for any services reimbursed
Sponsor under this Agreement.

5. Financial Arrangements. Compensation for serv
provided under this Agreement will be made by wéy

or liek iba tak, ako je uvedené v protokole. AkBkek
th iné pouzitie lieku zadavdia alebo komparativneh
lieku predstavuje zasadné poruSenie tejto zmluvy.

and 4.4.Vlastnictvo lieku zadavafa. Liek zadavat@a je

antsa zostdva  vlastnictvom  zadaJate Zadavaté

0 neudé&uje institlcii ani zodpovednému skuSajuce

sor Ziadne vyslovné ani predpokladané autorské prayv

he liek zadavatta ani na Ziadne metddy vyroby ale
pouZzitia lieku zadavata.

InStitucia a zodpovedny skuSajuci nebuaasinikom

skdSania ani platcom tretej stran§tava’ naklady na
by liek zadavatéa alebo komparativny liek, ani sluz

refundované zadavdtem poda tejto zmluvy.

ceskinartné  dohovory.
poskytované v ramci

Kompenzacia za sluz
tejto zmluvy bude vykona

payments in accordance with Attachment A (Paymemtforme platieb v silade s Prilohou A (Platok

Terms) and Attachment B (Financial Arrangemg
Worksheet). All parties acknowledge that amounts
forth in Attachment B (Financial Arrangemer
Worksheet) represent fair market value of the ses/

medmienky) a Prilohou B (Harok finamych dohovorov)
SSetky strany berl na vedomie, Zdastky uvedend
it Prilohe B (Héarok finatnych dohovorov) predstavuj
i primerant trhova hodnotu za sluzby poskytov

provided by Institution and Principal Investigatfor

inStiticiou a zodpovednym skiSajlucim za vykonava

zaddv
skusajuce

sor budu staré o nalezita kontrolu zasob lieku zadavaits
or alebo komparativneho lieku a nebudi ich pod3

skdSania, ani k nim umaava’ pristup nikomu inémt
okrem pomocnych skuSajucich alebo zamestnan

ug. 4.5.Platba za liek zadavadte alebo komparativny liek.
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conducting the Trial to the best of their knowledgd
amounts are inclusive of all direct, indirect, dwead and
other costs, including laboratory and ancillaryvisr
charges, and will remain firm for the duration loé tTrial,
unless otherwise agreed in writing by the partisither
the Institution nor the Principal Investigator wdlirectly
or indirectly seek or receive compensation fromall]
Subjects or third-party payers for any materiaatment
or service that is required by the Protocol and/igiex or
paid by Sponsor, including, but not limited to, 8gor
Drug, Comparator Drug, Trial Subject screeni
infusions, physician and nurse services, diagndstts,
and Sponsor Drug and/or Comparator D
administration. Once the designated payees havae
paid for the performance of the Trial, neith
INC Research nor Sponsor shall have any fur
obligation or liability whatsoever to pay Princip
Investigator or Institution.

6. Reporting  Obligations. INC Research, Spon:s
Institution and the Principal Investigator acknoidge
that various laws, statutes, regulations, direstiand/or
industry requirements (collectively, “Reporting Lsijv
require certain companies in
pharmaceutical/healthcare industry to disclose rapadrt
information regarding payments made and agreem
entered into with healthcare professionals or o
individuals and entities carrying out activities dgartain
countries. Accordingly, where such Reporting Lawes
applicable, Institution and Principal Investiga
acknowledge and agree that information, including
not limited to: (i) name, address, qualificationedsé
medical specialties, registration number; (ii) mi@tion
regarding the Agreement; and (i) informati
concerning all payments or benefits (in cash okiid)
made to Institution and/or Principal Investigatadar the
Agreement may be disclosed by INC Research to $§pq
and/or to the relevant responsible authority

publication of such information publicly in accorda
with the relevant Reporting Laws. The right of Eipal
Investigator to object to data collection and d
processing pursuant to applicable privacy laws maty|
apply where the disclosure obligation results fran
statutory requirement. Execution of this Agreem
serves as Institution’s and Principal Investiga@onsent
to the data collection, processing and disclosdréne
information set forth herein for the purposes stale
any event, Institution and Principal Investigatavé the
right to access and correct information concertiis¢her
personal data. INC Research’s Privacy Policy iated
at http://www.incresearch.com along with the conf
information for INC Research’s Global Privacy O#éic

—*

skiSania najlepS§im moznym spbsobom. VSetiastky
zahnaju vSetky priame, nepriame, mimoriadne a
néklady vratane nakladov na laboratérne vyk
a pomocné sluzby, a gas celého trvania ska3ania bu
pevné, poki sa zmluvné strany nedohodnd in

rinebude priamo ani nepriamo Ziddalebo prijima
kompenzaciu od dastnikov skdSania alebo od platc
tretich strdn za materiél, dleu alebo sluzby pozadovai
protokolom a poskytnuté alebo uhradzané zadéwate
ngkrem iného vratane lieku zadaviae komparativneh
lieku, skriningu Wdastnikov skid3ania, infuzii, sluZie
rygpskytovanych  lekarmi  a zdravotnymi  sestra|
keiagnostickych testov a podavania
a/alebo komparativneho lieku. Po vyplateni stanpefef
therfjemcov platby za vykonanie skiSania nebude’
adpol@nog’ INC Research ani zadavitgiadne dalSie
platobné povinnosti alebo zavazkycvaodpovednémd
skuSajucemu alebo institdcii.

5@, Oznamovacia povinngs Spol@&nog’ INC Research
zadavatg institicia a zodpovedny skuSajuci potvrdzy
Ze rdozne zakony, stanovy, predpisy, nariadenieeladg
priemyselné poZiadavky d'élej len “oznamovaciz
héegislativa”)  vyZaduju, aby dité  spol@nosti
vo farmaceutickom/zdravotnickom priemysle poskytio
emntshlasovali informacie dadom vykonanych platiel;
thdwhdd uzavretych so zdravotnickymi pracovnikmi al
inymi  fyzickymi  a pravnickymi  osobami, ktor
avykonavaju aktivity v witych krajinach. Institucia @
tarodpovedny skuSajuci takisto potvrdzuju a suhlad&

1 kvalifikacie, lekarskych Specializacii  a regisiného
¢isla; (i) informécii ozmluve a (iii) informac
D0 v3etkych platbach a benefitoch (v hotovosti al

v naturdliach) vykonanych vramci zmluvy v prospe

inStiticie a/alebo zodpovedného skuSajuceho n
repolanog’ INC Research poskythizadavatiovi a/alebo
forislusnym organom na ich verejné publikovanie lacl
s prisluSnou oznamovacou legislativou tam, kdelsatd
oznamovacia legislativa uptate. Pravo zodpovednéh
asliSajuceho namigtgroti zberu a spracovaniu udajov
zaklade prislusnych zakonov na ochranu osobnycjovig
nneplati, ak povinnas poskytn@ informacie vyplyva
end zakonnej povinnosti. Vyhotovenie tejto zmluvyasl

ako suhlas institicie a zodpovedného skuasaju

so zberom, spracovanim a poskytovanim inform

uvedenych v tejto zmluve na uvederiely. Institlcia 4

zodpovedny sku3ajuci maju v kazdom pripade prav

nahliadnutie a opravu informécii tykajucich sa

osobnych ddajov. Z&sady ochrany osobnych ud
agpolanosti INC Research  spolu s kontaktny

informaciami vedldceho pracovnika zodpovedného
globalnu ochranu osobnych (dajov v sgolosti

v pisomnej forme. InStiticia ani zodpovedny ski&aju

bnformacie, okrem iného vratane: (i) mena, adre

iné
bny
du

ak

O

mi,

lieku zaddaate
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na
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ceho
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7.Trial Subject Enrollment. Institution and Princig
Investigator have agreed to enroll Trial Subjectghe
Trial in accordance with the Protocol and in aceoe
with IEC and regulatory authority approval. Sponsor
INC Research may discontinue Trial Subject enrati
if the total enroliment needed for a multi-centei@llhas
been achieved, if applicable.

8. Informed Consent. Principal Investigator shall eas
that the ICF approved by Sponsor, IEC and regula
authority is signed on behalf of each Trial Subjeefore
the first Trial related procedure starts for theiall
Subject.

9. Reporting Adverse Events and ICH GCP Breac

rnez sa u tohto aastnika vykona prva procedudra

h&sHlasenie neziaducich udalosti a poruSeni usmer

http://www.incresearch.com.

al. Zaradenie  &astnikov do  skdSania.  InStitlg
a zodpovedny skuSajuci sa dohodli, Ze do ska§
zaradia dastnikov skdSania v sulade s protokol
a stuhlasom IEC aregudl@ho organu. Zadavdtelebo
espol@nog’ INC Research mdéZu zastéviaral'ovanie
Gcastnikov skuSania, ak sa dosiahne celkovyep
zaradenych d&astnikov potrebny pre multicentrick
skusanie.

B. Informovany suhlas. Zodpovedny skiSajuci zab&izy
tde kazdy gastnik skaSania podpiSe informovany sut
schvaleny zadavdtem, IEC a regukinym organom skor

rdmci skdsania.

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

q

10. Protected Health Information. The parties recogai;
common goal of securing all individually identifiab
health information and holding such information
confidence and protecting it from unauthoriz
disclosure. Institution and Principal Investigatepresent
and warrant that it will comply with the provisioms
Applicable Law relating to the confidentiality, paicy
and security of such information.

10.1.Authorization to Use and Disclose Hea
Information. Institution and Principal Investigatwiil
obtain a written privacy authorization, complyingtw,
Applicable Law, for each Trial Subject which w
enable Institution and Principal Investigator toyide
Sponsor and other persons and entities designté
Sponsor access to completed case report fi
(“CRFs"), source documents and all other informat
required by the Protocol. Sponsor or INC Reses
though not a covered entity, recognizes that, @ns
to this Agreement, it has the responsibility totpob
all individually identifiable patient informationnd to
restrict the use of such information to those pass
and entities, including consultants, contract
subcontractors and agents, who must have acce
such information in order to fulfill their assigng
duties with respect to the Trial. Such use also lval
restricted to those permitted in the authorizafmms
and neither Sponsor or INC Research nor any par
whom Sponsor of INC Research may discl

> kimickU prax. Institicia a zodpovedny skiSajuacid
anddy hlast neZiaduce udalosti,

rd 0. Chrdnené zdravotné informacie. Zmluvné strany

Ith 10.1.Povolenie pouZiwa a zverejova’ zdravotné

Medzinarodnej konferencie o harmonizacii pre spud

ktoré sa preja
u Wastnikov skuSania, v sulade s pokynmi uveden
v protokole a platnej legislative.

stotouju  so spolénym zamerom chrani vSetky
imdividuélne identifikovattné zdravotné informéci
egluchovavé informéacie takého charakteru v utajg
a chranf ich pred neopravnenym zverejnenim. Institd
a zodpovedny skuSajuci vyhlasuju a zaju, Ze budd
postupovd v sulade s ustanoveniami platnej legislat
tykajucej sa dovernosti, ochrany osobnych d3
a zabezpgenia takych informacii.

informacie. Institlcia a zodpovedny skusSajuci Zisk
od kazdého &mstnika skuSania pisomny suh
s pouzivanim osobnych Gdajov,iisgjlci poZiadavky,
platnej legislativy, ktory bude opréava’ institdciu
>d ba zodpovedného skasajuceho, aby posk
ormszadavatBovi, ako ajinym osobam a pravny
io subjektom nim udenych, vyplnené formular
rch,pripadovych sprav dialej len “CRF”), zdrojové
u dokumenty avSetky ostatné Odaje pozadoy

protokolom. Zadavate alebo spolétnog’ INC

Research, nie v8ak chraneny pravny subjekt, bexi
50 vedomie, Ze pd@ tejto zmluvy je povinny chrani
ors, vSetky  individudlne identifikovateé Gdaje
ss to pacientoch a obmedzbouZzivanie takych adajov ih
°d na tie osoby a pravne subjekty vratane konzultan

dodéavatéov, subdodavatev a zastupcov, ktori mus

ma’ pristup ktakym informaciam kvoli plnen
ty t povinnosti, ktorymi boli poverené v suvislosti sitp
pse skaSanim. Také pouZzitie sa bude obmed¢mjana
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neni
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such information to recruit research subjects
additional studies, to advertise additional studies
products, or to perform marketing or market
research. If such an authorization is separate fran
ICF, Institution and Principal Investigator will gn
use such authorization that is approved by Spor
IEC (if applicable) and regulatory authority
applicable).

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

11.1.Definition. Except as specified belo
Confidential Information includes all informatig
provided by Sponsor or INC Research, or develg
for Sponsor or INC Research, Inventions (hereing
defined) and all data collected during the Tr
including without limitation results, reports, tectal
and economic information, the existence or term
this or other Trial agreements with the Sponsol
INC Research, commercialization and Trial strateg
trade secrets and know-how disclosed by Spons
Institution or Principal Investigator directly
indirectly, whether in writing, electronic, oral eisual
transmission, or which is developed under
Agreement.

11.2.Exclusions. Confidential Information does T
include information that is in the public domairigor
to disclosure by Sponsor or INC Research; becg
part of the public domain during the term of t
confidentiality obligation by any means other th
breach of this Agreement by Institution or Printi
Investigator; is already known to Institution

Principal Investigator at the time of disclosural as
free of any obligations of confidentiality; or

obtained by Institution or Principal Investigatfree
of any obligations of confidentiality from a thipghrty
who has a lawful right to disclose it.

11.3.0bligations of Confidentiality. Unless Spons

to sthlasu s pouzivanim osobnych udajov, ¢qri
5 zadavate alebo spolénog’ INC Research aleb
ng strana, ktorej zadavdte alebo spoldnog’ INC
1 Research mézu poskytnt  individualne
identifikovaténé  zdravotné informéacie, nesn
1sorpouzivad také informécie na nabor castnikov
if vyskumu dodalSich Stadii, na propagovandialSich
stadii  alebo  produktov ana  vykonaval
marketingovej ¢innosti  resp. prieskumu trhu. A
takyto suhlas nie je sa&g’ouinformovaného suhlas
inStiticia a zodpovedny skdsajuci mézu péy
vyhradne suhlas, ktory je schvaleny zaddaiate IEC

(pod’a potreby) aregutmym orgadnom (pdé
potreby).
h&l.Doverné informéacie. InStiticia a zodpoved

skuSajuci mézu v priebehu skuSania dostabo vytvon?’
informacie doverného charakterucené zadavatevi
alebo pobdkam zadavata.
v, 11.1.Definicia. Ak nie je uvedené niZSie ind
n
pedposkytne zadavatealebo spoldnog’ INC Research
ifte alebo ktoré su vyvinuté pre zadavate alebo
al, spol@&nog’ INC Research, vynalezy (definova
dalej) avSetky Gdaje zozbierané ¢pe skuSania
5 of vratane a bez obmedzenia na vysledky, spr
or technické a ekonomické informacie, existen
ie podmienok tejto alebo inej zmluvy o0 ski3g
Dr toso zadavat®mm alebo spoknog’ou INC Research
or komercializaciu a stratégie  skuSania, obchg
tajomstvd a know-how, ktoré zadavateodovzda
his instittcii alebo zodpovednému skuSajucemu, prig
alebo nepriamo, pisomnou, elektronickou, Ust
alebo vizualnou formou prenosu, alebo ktoré
vytvorené v rdmci tejto zmluvy.
ot 11.2.Vynimky. Déverné informacie nezafaju
informécie, ktoré budu vSeobecne zname este phe
mesposkytnutim zo strany zadavide alebo spoknosti
his INC Research; ktoré sa ¢a&s trvania tejto povinnos
an zachovava dovernog stanu v3eobecnhe znamy
pa takymi prostriedkami, ktorymi inStiticia alek
or zodpovedny skuSajuci neporusi ustanovenia
zmluvy; ktoré su ase poskytnutia inStitdcii aleb
zodpovednému skuSajucemu uz zname atladnge
sa na ne Ziadna povinnogzachovava dbévernos;

is

ziskal od tretej strany, ktora ma zakonné pr
poskytovd také informacie, p&om na tieto
informacie sa neviaze povinnbs zachovava
dovernos.

or 11.3.Povinnosti tykajlce sa zachovavania déverng

dbverné informacie zatiaju vSetky informacie, ktore

Ny

ny

avy,
ciu
ani

dné
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nou
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ti
mi
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ejto
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alebo ktoré institucia alebo zodpovedny skuSajuci

Avo

DSti.

provides prior written consent, Institution a

nd Pokid’ zadavatk neposkytne predchadzajuci pisom

ny
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Principal Investigator may not use Confident
Information for any purpose other than that autteati
in this Agreement, nor may Institution or Princif
Investigator disclose Confidential Information toyg
third party except as authorized in this Agreenmam
as required by Applicable Law. Required disclosafrs

Confidential Information to the IEC or to 4
applicable regulatory authority is specifica
authorized.

11.4.Disclosure Required by Law. If disclosure
Confidential Information beyond that expres
authorized in this Agreement is required

Applicable Law, that disclosure does not constitat
breach of this Agreement so long as Institution

Principal Investigator notify Sponsor in writing &s
as possible in advance of the disclosure so ako :
Sponsor to take legal action to protect its Confiidéd

Information, discloses only that Confident
Information required to comply with the leg
requirement, and continues to maintain

confidentiality of this Confidential Information ti
respect to all other third parties.

11.5.Survival of Obligations. For Confidentiz
Information other than Trial Data (hereinafter defi)
and Biological Sample (hereinafter defined) analy
data, these obligations of nonuse and nondisclg
survive termination of this Agreement and contis
for a period of five (5) years after terminatig
Permitted uses and disclosures of Trial Data
described in Section 15 (Publications) of
Agreement.

11.6.Return of Confidential Information. If request
by Sponsor or INC Research in writing, Institutimd
Principal Investigator will return all Confidenti
Information, at Sponsor's expense, except

required to be retained at the Trial site by Apie
Law. However, Institution and Principal Investiga

may retain a single archival copy of the Confidainti

Information for the sole purpose of determining

scope of obligations incurred under this Agreement.

11.7.Personal Information of the Patrties.

a.Both prior to and during the course of the Tr
the Principal Investigator and oth

ial suhlas, inStiticia ani zodpovedny skusSajuci nes
pouzivd® dbverné informacie na iny ¢él, ako

pal vymedzuje t&to zmluva. InStiticia ani zodpoved

skuSajuci tiez nesmu poskytavdbverné informacie

Ziadnej tretej strane, okrem tych, ktoré su uved
v tejto zmluve, alebo pokiaposkytnutie dévernyc
informacii tretej strane nepoZaduje platné legisdat
PoZadované poskytnutie dévernych informacii |
alebo prislusnému regédl@mu Uradu sa vyslovn
povduje.

t

AN
ly

of
Sly

legislativa poZzaduje poskytnutie dévernych inforin
by presahujuce ramec, ktory vyslovne phyje tato
e zmluva, také poskytnutie dévernych informacii
and nepovaZzuje za poruSenie tejto zmluvy,
inStitucia a zodpovedny skuSajaci budu zaddeate

A pokiad® mozno vopred - pisomne informav

o poskytnuti doévernych informacii, aby zadaVs
al mohol prij@ pravne opatrenia v zaujme ochrg
al svojich doévernych informécii, poKigooskytnu iba tie
the déverné informacie, ktoré s nevyhnutné na spin

zakonnej poziadavky a pokia budd ndalej
zachovava doéverny charakter tychto doverny
informé&cii vo vZahu ku v3etkym ostatnym treti
stranam.

11.5.Pretrvanie povinnostiCo sa tyka dévernyc
informécii inych, ako sU Udaje suvisiace so sk(ia
si (definované niZSie) aldaje ziskané =z ani
surebiologického materidlu (definované nizsie), tig
e povinnosti  nepouZita a neposkytowa uvedené
n. doverné informacie pretrvaju aj po ukeni tejto
arezmluvy a budu plafi aj nafalej minimalne po dobt
his piatich (5) rokov od ukatenia zmluvy. Pripustn
pouZzitie a poskytovanie Gdajov  suvisiaci
so skuSanim je uvedené v odseku 15 (Zvieragnie)
tejto zmluvy.

31

ed 11.6.Vratenie dbévernych informacii. InStitlc
a zodpovedny skuSajuci su povinni, na zakl
al  pisomnej Ziadosti zo strany zadavate alebo

that spolanosti INC Research, vrdti vSetky doverné

informéacie (na naklady zadavés@, okrem tych, ktore

10 pod’a platnej legislativy musia ostana pracovisku
skdSania. Institicia a zodpovedny skaSajuci si \
the mdéZu ponecha jednu archivnu koépiu dévernyc
informécii na jediny &el, a to pre potrebu stanoven
rozsahu povinnosti vyplyvajdcich z tejto zmluvy.

11.7.0sobné informacie zmluvnych stran.

al,
er

a.Pred, ako aj v priebehu skiSania mézw
zodpovedny skusajuci a ostat

employees/contractors of the Institution may
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called upon to provide personal information|to
INC Research. For the Principal Investigator, this
personal information may include names, contact
information, work experience and professional
gualifications, publications, resumes, educatignal
background and/or information relating |[to
payments made pursuant to this Agreement
(“Personal Information”). For other

employees/contractors of the Institution, this
Personal Information may include names and
contact information. The Personal Information may
be stored electronically by INC Research and/or
transferred to third parties (situated throughtuet|t
world) for the following purposes:

(1) the conduct of clinical trials;

(2) verification by government or regulatory

agencies, the Sponsor, INC Research, and their
agents and affiliates;
(3) compliance with legal and regulatory

requirements;

(4) publication on www.clinicaltrials.gov and

other websites and/or databases that serye a

comparable purpose;

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

(6) anti-corruption compliance.

Institution confirms that the Principal Investigato
and its employees/contractors consent to proyide
the Personal Information to INC Research to| be
electronically stored by INC Research and {(for
INC Research to transfer to third parties as stated
above.

b. Institution shall process Personal Information

relating to INC Research’s employees/contracfors
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 gther
purpose. Institution shall not transfer such Peakpn
Information relating to INC Research's
employees/contractors to a third party without the
prior written consent of INC Research.

c. Each party warrants that it will take appropriate
technical and organizational measures against

poskytli  spol@nosti INC Research
informécie. V pripade zodpovedného skuSajuc
tieto informécie zathaji mena,

osobné

kontaktné

z

eho

informéacie, pracovné skusenosti a profesionalne
kvalifikacie, publikacie, resumé, vzdelanie a/alebo

informacie suavisiace s platbami vykonanymi
zaklade tejto zmluvy dalej len “osobné
informécie”). V pripade ostatnyc
zamestnancov/dodavéity institlcie tieto osobn
informacie zamaju mena a kontaktné informac
Spolanog’ INC Research moéZe ulaZiosobné
informacie elektronicky, a/alebo
poskytnd tretim strandm (nachadzajdcim sa
celom svete) na nasledujuciely:

(Mykonavanie klinickych skusant,

(2) overovanie vladnymi alebo regdtaymi
agentdrami, zadavdiem, spolénog’ou
INC Research a ich zastupcami a pikaoni,

(3) zistovanie suladu s pravnymi a regifgimi
nariadeniami,

(4) publikovanie na  www.clinicaltrial.go
ainych webovych strdnkach a/ale
v databazach natély porovnavania,

(5) ukladanie v databazach, ktoré sluzia
vyber skuSajucich pre budice klinické skusa
a

(@Inenie protikorupnych cid’ov.

Intitlcia potvrdzuje, Ze zodpovedny ski3aj
a jeho zamestanci/dodéavatelia suhlg
s poskytovanim osobnych informécii spwlosti
INC Research aich elektronickym uloZenim
spola@nosti INC Research , ako aj ich prenos
tretim stranam od spaioosti INC Research , ak
je uvedené vyssie.

b. InStitlcia  spracovava osobné  informé&
suvisiace so zamestnancami/dodakrate
spola@nosti INC Research len do takej mie

a takym spdsobom, ktory je nevyhnutny |
potreby tejto zmluvy a nesmie takéto osobné U
spracovavé za Ziadnym inym &lom. InStittcial
smie osobné informacie suvisia
so zamestnancami/dodavate spol@nosti
INC Research predkladatretim stranam az p
pisomnom suhlase spdélwsti INC Research.

ich moy
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c.Kazda zmluvnd strana z&uwe, Ze zabezpe

primerané technické a organin& opatrenia profl
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12.Trial Data, Biological Samples, and Records.

unauthorized or unlawful processing, accide
loss, destruction, and/or damage of Pers
Information.

12.1.Trial Data. During the course of the Tri
Institution and Principal Investigator will colleeind
submit certain data to Sponsor or its agent,
specified in the Protocol. This includes CRFs [wirt
equivalent) or electronic data records, as welamg
other documents or materials created for the Bma
required to be submitted to Sponsor or its agertt)
as X-ray, MRI, or other types of medical imag
ECG, EEG, or other types of tracings or printoots
data summaries (collectively, “Trial Data”). Instibn
and Principal Investigator will ensure accurate

timely collection, recording, and submission ofalt
Data.

a.Ownership of Trial Data. Subject to Institutior]

and/or Principal Investigator's right to publishyan

Trial Data and the non-exclusive license t
permits certain uses, Sponsor is the exclu
owner of all Trial Data.

b. Non-Exclusive _ License. Sponsor gra
Institution and Principal Investigator a royaltygdr
non-exclusive license, with no right to sublicen
to use Trial Data for internal research
educational purposes.

c. Medical Records. Medical records relating
Trial Subjects that are not submitted to Spon
may include some of the same information a
included in Trial Data; however, Sponsor makes
claim of ownership to those documents or
information they contain.

d. Personal Information Protection. Each pg
represents and warrants that procedures compg
with relevant personal information and dq
protection laws and regulations will be employ
so that processing and transfer of such informa

ntal
onal

12
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and data identifiers will not be impeded.

.Udaje suvisiace so skuSanim, biologické vzo
a zaznamy.

aszhroma#’ova

atible

nepovolenému alebo nezakonnému spracova
neumyselnej strate, zZf@niu a/alebo poSkoden
osobnych informécii.

12.1.Udaje  slvisiace  so skd3anim.  Institd
a zodpovedny skuSajuci budugps trvania skisani
urtité  udaje, ktoré odovzdaj
zadavatéovi alebo jeho =zastupcovi tak, ako
uvedené v protokole. Tieto Udaje z&dju formulare
CRF (alebo ich ekvivalent) alebo zazna
elektronickych Udajov, ako aj v3etky ostal
dokumenty alebo materialy vytvorené pre potrs
skdSania, ktoré sa maju odovedeadavatbovi alebo
jeho zastupcovi, ako su napriklad rontgenoveé snjr
MRI snimky alebo iné druhy snimok z lekérsky
vySetreni, EKG, EEG alebo iné druhy zaznan
a tlatovych vystupov, ako aj suhrny udajod’alej
spol@&gne  uvadzané ako  “UOdaje  suvisidg
so skuSanim”), pokla to je relevantné. Institlci
a zodpovedny skuSajuci zaistia, aby Udaje suavig
so skiSanim boli zhromazdené, zaznamer
a odovzdanédas a spravnym spésobom.

a.Vlastnictvo Udajov suvisiacich so skiuSan
Vyhradnym  vlastnikom  vSetkych  (dajq
suvisiacich so skuSanim je zadavatdvedené si
nevzahuje na pravo institicie  a/ale
zodpovednéeho skuSajuceho publikbvaldaje
slvisiace so skiu3anim a newjia licenciu, ktora
povd’uje niektoré Gely pouZitia.

b. Nevyhradna licencia. Zadavéiteymto poskytuje
inStitucii a zodpovednému skuSajucel
bezodplatnd nevyhradna licenciu, bez prava
poskytnutie sublicencie, umiZjucu pouZziva
Udaje suvisiace so skuSanim néely interného
vyskumu alebo vzdelavania.

c.Zdravotné z&znamy. Zdravotné zézna
Ucastnikov skUSania, ktoré sa neodovzda
zadavatBovi, m6zu obsahovarovnaké informacie
ako tie, ktoré patria kudajom sudvisiac
so skuSanim. Zadavdite si v3ak nenarokuj
vlastnictvo tychto dokumentov alebo informa
ktoré obsahuiju.

d. Ochrana osobnych ddajov. Kazda zmlu
strana vyhlasuje a garantuje, Ze bude potiZ
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zadrzané ich identifikatory.
12.2.Biological Samples. If so specified in the 12.2.Vzorky biologického materialu. Ak je tp
Protocol and ICF, Institution and Principal uvedené v protokole a formulari informovaného
Investigator may collect and provide to Sponsoitof  suUhlasu, institacia a zodpovedny skaSajuci mbzu
designee biological samples “Biological Samples”. zbiera a poskytové biologické vzorky {alej len
“biologické vzorky”) zadavaf®vi alebo nim
poverenému zastupcovi.
a.Use. Institution and Principal Investigator will a.PouZzivanie. Institucia a zodpovedny skuasajuci
not use Biological Samples collected under the  nebudd pouZiwa vzorky biologického materialu
Protocol in any manner or for any purpose other odobraté na zéklade protokolu Ziadnym inym
than that described in the Protocol and ICF. spbsobom a na Ziaden ingeal, nez je uvedeny
v protokole a formulari informovaného suhlasu.
b. Sample Data. Sponsor or its designees will test b. Udaje suvisiace so vzorkami. Zadavatebo
Biological Samples as described in the Protocol nim povereni zastupcovia budl testbwazorky
and ICF. Unless otherwise specified in the Protocol  biologického materialu tak, ako je uvedgné
and ICF, Sponsor will not provide the results| of v protokole a formulari informovaného suhlasu. Ak
such tests (“Sample Data”) to the Institution|or v protokole a formuléri informovaného suhlasu phie
Principal Investigator or Trial Subject. Sample je uvedené inak, zadavétemeposkytne vysledky
Data will be treated as Trial Data; therefore| if tychto testov ({alej len “Odaje suvisiace
Sponsor provides Sample Data to the Institution or ~ so vzorkami”) inStiticii ani  zodpovednému
Principal Investigator, that data will be subjeat| t skasajucemu, resp.éastnikovi skadania. Udaje
the permitted use of Trial Data as outlined in this  slvisiace so vzorkami budd spracované rovnako,
Agreement. ako Uudaje suvisiace so skiuSanim. Preto | ak
zadavate poskytne institucii alebo zodpovednému
skdSajucemu (daje suvisiace so vzorkami, tieto
Udaje budu predmetom pripustného pouZitia Udajov
suvisiacich so skuSanim tak, ako je uvedené v tejto
zmluve.
12.3.Records. Institution and Principal Investigator 12.3.Zaznamy. Institicia a zodpovedny skdSajuci
will retain all records and documents pertaininghe budd uchovava vsetky z&znamy a dokumenty
Trial under storage conditions conducive to their tykajuce sa skuSania pri podmienkach
stability and protection, for the longest of: (Menty zabezpeéujucich ich stalo$ a ochranu, po dobu
five (25) years after termination of the Trial s8¢ maximalne: (i) dvadsiatich-piatich (25) rokov od
Sponsor authorizes, in writing, earlier destrugtion ukonienia skuSania (poKia zadavatk pisomne
(i) as otherwise required by Applicable Law. neodsuhlasi ich skorSiu likvidaciu) alebo (i) nabd
Institution and Principal Investigator further agr® vyZadovanu platnou legislativou. Institagia
permit Sponsor to ensure that the records arenestai  a zodpovedny sklSajuafalej suhlasia, Ze umoznja
for a longer period if necessary, at Sponsor's Bgpg  zadavatbovi, aby v pripade potreby na jeho naklady
under an arrangement that protects the confidégtial zabezp&l dihodobejSie uchovanie tychto zaznamov,
of the records (e.qg., secure off-site storage). pricom musi prijg také opatrenia, ktoré zaistia
dbvernog tychto zaznamov (napr. zabeiZppé
skladovacie priestory mimo pracoviska).
13.Inspections and Audits. 13.In8pekcie a audity.
13.1.Access. Upon reasonable request, Sponsor,13.1.Pristup. Na zaklade rozumnej poZziadavky mpze
authorized representatives of Sponsor, and/orzadavat autorizovany zastupca zadavatea/alebg
authorized representatives of the applicable régila  autorizovany zastupca prislusného reguddno Uradu
authority may, during and after the Trial, during pocas alebo po skdSani, & beZnych pracovnych
regular business hours: (i) examine and cppy hodin: (i) preskim@aa robt’ kdpie (v pripade potreby
(anonymized copies, if required and applicable):| al a aplikovaténosti anonymizované kopie) vsSetkych

PI: MUDr. Marek Ké&erik, PhD. | Institution: University hospital Trend ThromboGenics NV THR-317-002
Doc Name: SVK Tripartite CTA (INC) | Doc Final: [2752018]

Page / Strana 11 of / z 40



Confidential | Déverné

CRFs and other Trial records (including Trial Sebj
records and medical charts, Trial Subject |
documents, and Sponsor Drug and Comparator [
receipt and disposition logs); (ii) examine andpirgt
the facilities and other activities relating to fheal or
the IEC; and (iii) observe the conduct of the Trial

13.2.Notice. Institution and/or Principal Investigat
shall: (i) inform Sponsor and INC Research wit
twenty four (24) hours of any effort or requesttbhg
government, applicable regulatory authority or of
persons to inspect or contact the Institution, ¢l
Investigator or research staff with regard to thalT
(i) provide Sponsor and INC Research with a copy
any communications sent by such persons;
(iif) provide Sponsor the opportunity to participah
any proposed or actual responses by Pring
Investigator or Institution to such communicati@msl
to make reasonable efforts to ensure that Spomgb
INC Research may be present or represented d
any such visit.

13.3.Cooperation. Institution and Princip

Investigator will ensure the full cooperation ofeth

research staff and IEC members with any g
inspection and will ensure timely access to appli:
records and data. Institution and/or Princi
Investigator will promptly resolve any discreparsc
that are identified between the Trial Data andTtal
Subject’s medical records.

14.Inventions. If the conduct of Trial results in a
invention or discovery whether patentable or
(“Invention”), Institution and Principal Investigat will
promptly inform Sponsor.
Investigator will assign all interest in any sucivention

to Sponsor, free of any obligation or considerat

beyond that provided for in this Agreement. Inskitn
and Principal Investigator will provide reasona
assistance to Sponsor in filing and prosecutingpatgnt
applications relating to Invention, at Sponsor'pense.
Sponsor grants Institution and Principal Investgad
royalty free non-exclusive license, with no righd

sublicense, to use Inventions for internal reseaoch

educational purposes.

15. Publications. Sponsor does not object to publicatid5. Publikdcie. Zadavatenema namietky, ak institlc

by Institution or Principal Investigator of the u#s of

Institution and Princig

e CRF ainych zdznamov skd3ania (vratane zazna
CF a zdravotnych grafovdastnikov skdsania, formularg
Druginformovaného suhlaswtastnikov skuSania, potvrde
a dispoztnych zaznamov o prijati a vydaji liekov), (
preskimé@ aurob?’ previerku zariadeni ainyg
¢innosti tykajucich sa skudSania alebo IEC, a
pozorova vykonavanie skuSania.

or
nin

13.2.0znamovanie. Institicia a/alebo zodpove
skuSajuci: (i) bude do dvadsiatich Styroch (24)ihg
informova’ zadavatBa a spolénog’ INC Research
0 kazdej snahe alebo Ziadosti prislusného régéteo
aradu alebo inych o0s6b o vykonanie inSpekcie a
naviazanie kontaktu s inStiticiou, zodpovedn
0 skuSajucim alebo vyskumnymi pracovnikmilaiom
andskuSania, (i) poskytnu zadavébei a spol@nosti

INC Research kopiu vSetkych informéacii odoslan
ipaltymito osobami a (iii) poskytnt zadavbei moznos

podidat sa na kazdej navrhovanej alebo sko&)
r a odpovedi zo strany zodpovedného skiSajuceho 3
uringnstiticie na takd komunikaciu a vyvind primera
usilie, aby zabezgdi, Ze zadavatka spolénog’ INC
Research budu pas takejto inSpekcie pritomni ale
zastupeni.

he

al 13.3.Spolupréaca. Institucia a zodpovedny skusal
zaistia pIna spolupracu vyskumnych pracovnik
uch acdlenov nezavislej etickej komisie pri vSetky
n takych inSpekciach  a zaistia ¢asny  pristup
pal k prislusSnym zdznamom a Uudajom. InStitucia a/al
ie zodpovedny  skiSajuci  bezodkladne  vyrie
akékd'vek rozpory, ktoré buda zistené medzi Uuda
suvisiacimi so skiuSanim a zdravotnymi zaznam

Ucastnikov skuSania.

ny4.Vynalezy. Ak vykonavanie skdSania prinesie vyna
natebo objav,¢i uz patentovaty alebo nie dalej len
“vyndlez"), institlcia a zodpovedny skasajuci bu
a tejto skuténosti bezodkladne informovazadavatta.
InStitacia a zodpovedny skdSajuci postupia vSetodigd
il takom vynaleze zadavbwei, bez akychkbvek
zavazkov alebo protihodnoty okrem tych, ktoré gajto
bEIvislosti uvedené v predmetnej zmluve. InStitd
a zodpovedny skuSajuci poskytni zadakate na jeho

naklady, primerani pomoc pri podavani a sledo
vSetkych  Ziadosti o udelenie patentu suvisia
ts vyndlezom. Zadavdte tymto poskytuje institaci

na zodpovednému skdSajucemu bezodplatninevyhr
licenciu, bez prava na poskytnutie sublicen
umo#iujucu pouzZivé vyndlezy na &ely interného
vyskumu alebo vzdelavania.

alebo zodpovedny skuSajaci publikuje vysledky to

the Trial based on information collected or gereatdty

ski8ania na z&klade informécii vyzbieranych al
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Institution and Principal Investigator, whetherrat the
results are favorable to the Sponsor Drug. Howetge
ensure against inadvertent disclosure of Confidé
Information or unprotected Inventions, Instituti@md
Principal Investigator will provide Sponsor
opportunity to review any proposed publication tineo
type of disclosure before it is submitted or othsen
disclosed. If part of a multi-center trial, Instian and
Principal Investigator agree that the first pulima is to
be a joint publication involving all Trial sitesriRcipal
Investigator is free to decline to participate erlisted ag
an author in the joint publication. If a joint mastuipt
has not been submitted for publication within tvee{t2)
months after finalization of the Clinical Study Refp
Institution and/or Principal Investigator are frde
publish separately, subject to the other requirdésnen
this Agreement and subject to prior review and aygr
by Sponsor.

16. Publicity. No party will use the name of anothertpa
or any of its employees for promotional or advargs
purposes without written permission from the otbarty.
However, Sponsor reserves the right to identify
Principal Investigator and Institution in asso@atiwith a
listing of the Protocol in the State Institute fDrug
Control (SIDC) Clinical Trials Data Bank, other picly
available listings of ongoing clinical trials, orther
patient recruitment services or mechanisms.

17.Indemnification. Sponsor agrees to indemnify, def
or cover costs of defense for, and hold harm
(“Indemnify”) the Trial investigators; any instiioh at
which the Trial is conducted, its officers, agerasd
employees; and the IEC that approved the T
(collectively, “Indemnified Parties”) against anyaim
filed by a third party for damages, costs, lialakt
expenses arising out of a Trial Subject injury, design
of the Trial, or the specifications of the Protocotial
Subject injury means a physical injury or drug-edh
psychiatric event caused by administration or Usthe
Sponsor Drug required by the Protocol that the IT
Subject would likely not have received if the Tr
Subject had not participated in the Trial. Sporfsather
agrees to reimburse Institution and/or Princi
Investigator for the actual cost of diagnostic gchares
and medical treatment necessary to treat a TribjeSu
injury. Institution and Principal Investigator agreo
provide or arrange for prompt diagnosis and med
treatment of any medical injury experienced by &lT|

vytvorenych institdciou alebo zodpovednym skusag
r,nezavisle od tohasi st naklonené lieku zadavéitealebo
ntiie. Aby sa vSak zabezpw, Ze neddjde
k neplanovanému zverejneniu dévernych informaeiba
anechranenych objavov, institdcia a zodpovedny ka8
poskytnd  zadavafevi  prilezitog  skontrolova
 akikd'vek navrhovant publikaciu alebo iny ty
zverejnenia pred jeho odovzdanim alebo in
zverejnenim. Ak ide o $a%’ multicentrického skusaniz
inStitucia alebo zodpovedny skd3ajuci suhlasi, e
publikacia bude spotmou publikaciou zatiajucou
v3etky pracoviskd skuSania. Zodpovedny skuSajuci
pravo odmietntl G¢ag’ alebo by uvedeny ako auto
v spol@nej publikacii. Ak spolény rukopis nebo
podany na publikovanie do dvanastich (12) mesiamb
finalizacie spravy z klinického skiSania na vSekk
zWashujucich sa pracoviskach skuSania, institd
a/alebo zodpovedny skuSajuci mbZze publiko
samostatne, v sulade s inymi poZiadavkami tejtauzyn
a na zaklade predchadzajuceho preskimania a sofav
zadavatéom.

1 16. Publicita. Ziadna zmluvna strana nebude pou?Z
meno inej zmluvnej strany alebo jej zamestnancoy
Ucely propagacie areklamy bez pisomného suh
tpeskytnutého inou zmluvnou stranou. ZadaVatevsak
vyhradzuje pravo uvigs totoZznog zodpovednéhc
skuSajuceho a institlcie v suvislosti s uvedeniotgiolu
v databaze Klinickych skusani vedenej Statnym osta
pre kontrolu ligiv (SUKL), ako aj vinych verejng
dostupnych zoznamoch tykajucich sa prebiehaju
Klinickych skdSani alebo vramci inych sluzi
a mechanizmov zaigjacich ndbor pacientov.

e 7. OdSkodnenie. Zadavdtesuhlasi, ze odSkodni, bu
edshajova alebo uhradi ndklady na obhajobu a preb
na seba zodpovednbs (dalej len “odSkodni”)
skuSajacich, akejkwek institlcie, v ktorej prebieh
'rEdUSanie, veddcich pracovnikov, zastup
a zamestnancov, ako aj IEC, ktora skuSanie schv
(dalej spol@éne len “odSkodnené strany”) v pripa
akéhokdvek naroku vzneseného foel stranou ng
poskytnutie nahrady za Skody, naklady, zavazkyavig
vzniknuté v suavislosti s poraneniméastnika skuSani
alebo vyplyvajluce z planu ski3ania, resp. Spediiik
ridefinovanych v protokole. Pod poranenintastnika
ialkiSania sa rozumie ujma na zdravi alebo lie
indukovana psychiatricka udatbsspbsobena podani
palebo pouzitim lieku zadavdtev sulade s poZiadavkar
protokolu, ktory by dastnik skuSania pravdepodob
neuzil, ak by sa nebol byval &@stnil skdSania. Zadavdt
dalej suhlasi, Ze inStitacii a/alebo zodpovedné
ickliSajucemu uhradi skdtwé naklady na diagnostick
rpostupy a lekarske oSetrenie potrebné ridligporanenig

Subject as a result of the Trial Subject’s partitign in

Gcastnika skuSania. InStitacia a zodpovedny skisi
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the Trial. Institution and Principal Investigatourthe
agree to promptly notify Sponsor of any such md
injury.

4

17.1.Exclusions. Excluded from this agreement
Indemnify are any claims for damages resulting fr
(a) failure by an Indemnified Party to comply witte
Protocol or written instructions from Spons
(b) failure of an Indemnified Party to comply wi
Applicable Law; or (c)negligence or willfy
misconduct by an Indemnified Party.

17.2.Notice _and Cooperation. Institution a
Principal Investigator agree to provide Sponsothy
prompt notice of, and full cooperation in handliagy
claim that is subject to indemnification. If so vegted
by Sponsor, Institution and Principal Investiga
agree to authorize Sponsor to carry out the
management of defense of an indemnified claim
such case Sponsor should not place its own ing)
before the Institution’s or Principal Investigat
interests.

17.3.Settlement or Compromise. No settlement
compromise of a claim subject to this indemnificat
provision will be binding on Sponsor witho
Sponsor's prior written consent. Sponsor will |
unreasonably withhold such consent of a settlerne
compromise.

17.4.Limit  of Liability of INC Research
INC Research expressly disclaims any and all ligb
whatsoever in connection with the Sponsor Drug
the Protocol except to the extent that such ligb
arises from INC Research’s negligent act, omissio
willful misconduct.

18. Termination.

18.1.Termination _ Conditions. This Agreeme
terminates upon the earlier of any of the follow
events:

a.|EC Rejection. If, through no fault of Institutig
or Principal Investigator, the Trial is never iattd
because of IEC disapproval, this Agreement ca
terminated by any party immediately.

th

sthlasia, Ze zabezfia a zariadia bezodkladn
ichagnostikovanie a lekarske oSetrenie akidjk& ujmy na
zdravi &astnika skuSania spbésobenej liekmi v dosle
Gc¢asti &astnika skuSania v tomto skuSani. Institd
a zodpovedny skuSajucid’alej suhlasia, Ze bud
bezodkladne informovYazadavatta o akejkévek takej
ujme na zdravi.

to 17.1.Vynimky. Ztejto dohody o odSkodneni

bm  vylu¢uju akékdvek naroky na poskytnutie nahrady
Skody vzniknuté tym, Ze odSkodnena strana:
nedodrzala protokol alebo pisomné pokyny vyd
zadavattbom, (b) konala vrozpore s platn
legislativou alebo (c) zanedbala svoje povinndst
umyselne nespravne konala.

DI,

nd
Vit

17.2.0znamovanie a spolupréca. Instita
a zodpovedny skuSajuci suhlasia, Zze budld bezodkl
informova’ zadavatBa a poskytnG mu svoju pin
s&innog’ pri urovnavani naroku na odskodnenie.
tor to zadavatk bude vyZadowg institlicia a zodpovedn
soleskUSajuci suhlasia s tym, Ze zadavateplnomocnia
. Inaby vylwne podnikol kroky na zaistenie obhajo
restvoéi vznesenému naroku na odSkodnenie. V tako
or pripade viak nesmie Zadavatgprednostova’ svoje
zaujmy pred zaujmami Institicie alebo Zodpovedn
skusSajuceho.

or 17.3.Vyrovnanie alebo dohoda. Ziadne vyrovna
alebo dohoda prijata v suvislosti s narokom, ktjary
ut predmetom tohto ustanovenia o odSkodneni, ne
not pre zadavala zavazna bez jeho predchadzajuc
Nt pisomného sdhlasu. Zadavate vS8ak nebude
bezddvodne odopiefaposkytnutie svojho suhlag
s vyrovnanim alebo dohodou.

17.4.0Obmedzenie zodpovednosti spolosti
INC Research. Spaioog’ INC Research vyslovn
or odmieta akuktvek zodpovednas v suvislosti
s liekom zadavata alebo protokolom okrer
pripadov, kedy takd zodpovedrios vyplyva
z nedbanlivosti, opomenutia alebo
nespravneho konania spétmsti INC Research.

li
n

18. Ukon¢enie zmluvy.

nt 18.1.Podmienky uko®enia. Platna$ tejto zmluvy
ng bude ukorena v pripade niektorej z nizSie uvedeny
udalosti, potha toho, ktora nastane skor:

a.Zamietnutie zo strany IEC. V pripade, Ze
skuSanie nikdy nezae kvéli jeho zamietnutil
zostrany IEC, bez akéhdkek zavinenia
inStitucie alebo zodpovedného skuSajuceho,

N be
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b.Trial Completion. For purposes of th

is

Agreement, the Trial is considered complete after

conclusion of all Protocol-required activities fat
enrolled Trial Subjects; receipt by Sponsor of
relevant Protocol-required data, Trial docume
and Biological Samples; and receipt of
payments due to either party.

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

1°2}

all
nts

all

the

Agreement will terminate after receipt by Sponsor

of all relevant Protocol-required data, Tr

al

documents and Biological Samples and receigt of

all payments due to either party.

(1) Termination of Trial Upon Notice. Sponspr

reserves the right to terminate the Trial for any
reason upon thirty (30) calendar days written

notice to Institution and Principal Investigator|.

(2) Immediate Termination of Trial by Sponsor.

Sponsor further reserves the right to termir
the Trial immediately upon written notificatia

to Institution and Principal Investigator for

causes that include failure to enroll Tr

ate
n

al

Subjects at a rate sufficient to achieve Trial

performance goals; material

deviations from the Protocol or reporti

unauthorized
ng

requirements; circumstances that in Sponspr’'s

opinion pose risks to the health or wellbeing
Trial Subjects; or regulatory agency actig
relating to the Trial or the Sponsor Drug
Comparator Drug. Immediate Termination
Trial, shall not affect the Institution an
Principal Investigator rights for the payments
which
termination of this Trial .

(3) Immediate Termination of
Institution and/or  Principal Investigatq
Institution and/or Principal Investigator reset
the right to terminate the Trial immediate
upon notification to  Sponsor

INC Research if requested to do so by

Trial by

of
ns
or
of
d

to

they became eligible before the

r.
ve

ly

and/or

the

ktoroukd’vek zmluvnou stranou.

b. Dokontenie skuSania. SkuSanie sa, talyitejto
zmluvy, povaZzuje za ukdené po doko¥eni

vSetkych ¢innosti poZzadovanych protokolom pre

vSetkych @astnikov skdSania, ktori boli zaradeni
do skuSania; po odovzdani vSetkych prislusnych
Udajov poZzadovanych protokolom, dokumentov

skaSania a vzoriek biologického materialu; a
prijati vSetkych platieb splatnych
z0 zmluvnych stran.

c.Predtasné ukodenie skuSania. PoKiaddjde

k precdasnému ukoteniu skuSania, tak ako |e

uvedené nizSie,
odovzdani  vSetkych

zmluva bude ukena po
prislusnych

po
niektorej

Gdajov

pozadovanych protokolom, dokumentov skud3ania

a vzoriek biologického materialu zadavareé a po
prijati  vSetkych platieb splatnych
z0 zmluvnych stran.

(1) Ukongenie skuSania na zaklade oznamen

Zadavaté si vyhradzuje pravo ukeit skisanie

niektorej

ia.

zlubovd’ného dévodu na zéklade pisomného

oznadmenia s vypovednou lehotou tritI§80)
kalendarnych dni, ktoré bude déemé institucii
a zodpovednému skasajucemu.

(2) Okamzité ukotenie skuSania zadavéoen.

Zadavaté si dalej vyhradzuje pravo okamzZite

ukortit sku3anie na zaklade pisomného
oznamenia institacii a zodpovednému
skaSajucemu  z dévodov, ktoré  radu

neschopnas zaradi’ do skuSania dostatoy

pocet Wastnikov skdSania tak, aby bolo mozné

dosiahnd ciele stanovené pre vykonanie

skdSania; podstatné nedovolené odchylky
protokolu alebo poZiadaviek tykajacich
podavania hlaseni; okolnosti, ktoré pad

nazoru zadavala predstavuju riziko ohrozenja
zdravia alebo blahacastnikov skuSania; aleho
slvisiace

konanie  regulenych  dradov
so skuSanim alebo liekom zadéavate resp.
komparativnym liekom. Okamzitym uk&enim
SkdSania, nie je dotknuty narok Institlcie
Zodpovedného Skolifa na platby, na ktoré in

vznikol narok uz pred uk@enim SkuSania

alebo v jeho désledku.

(3) Okamzité ukotenie skudSania zo strany
inStitucie a/alebo zodpovedného skusSajuceho.

InStitlcia a/alebo zodpovedny skuSajuci
vyhradzuja pravo okamzite ukéiti skdSanie na
zaklade oznamenia dameného zadavaievi

al/alebo spolénosti INC Research v pripade, 7
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responsible IEC or if such termination
required to protect the health of Trial Subje
Immediate Termination of Trial, shall not affe
the Institution and Principal Investigator righ
for the payments to which they became eligi
before the termination of this Trial .

18.2.Payment upon Termination. If the Trial

terminated early in accordance with this Agreem
Sponsor will provide a termination payment equal
the amount owed for work already performed ug
and including the effective date of termination,
accordance with Attachment A (Payment Terms),
payments already made. The termination payment
include any non-cancelable expenses, other tharef
personnel costs, so long as they were prop
incurred and prospectively approved by Sponsor,
only to the extent such costs cannot reasonabl
mitigated. If the Trial was never initiated becawude
disapproval by the IEC, Sponsor will reimbul
Institution for IEC fees and for any other expertbes
were prospectively approved, in writing, by Spons
Trial termination does not affect Sponsor’s lighil
and Institution rights arising as a result of theall|
Subject health damage.

18.3.Return of Materials. Unless INC Resea
instructs otherwise in writing, Institution and firripal
Investigator will promptly return all materials slied
by INC Research, at Sponsor's expense, for 1
conduct, including CRFs, and any Sponsor-supg
Equipment (hereinafter defined). Institution wikarn
and/or destroy any unused Sponsor Drug
Comparator Drug and ancillary supplies,
applicable, at Sponsor’s expense.

19. Insurance.

19.1.Institution and Principal Investigator will secy
and maintain in full force and effect throughoue
performance of the Trial (and following terminatioh
the Trial to cover any claims arising from the Tjri
insurance coverage for medical professional ligh
with limits in accordance with Applicable Law foll g
medical professionals conducting the Trial.

19.2.Sponsor will secure and maintain in full for
and effect insurance coverage to fulfill th
indemnification  obligations expressed in t

is
ots.
ct
Its
ble

to poZaduje zodpovedna IEC, alebo ak je t
ukonienie nevyhnutné v zaujme ochra
zdravia @astnikov skuSania. Okamzity
ukonienim SkuSania, nie je dotknuty nar
InStitlcie a Zodpovedného 3kolite na platby,
na ktoré im vznikol narok uz pred ukgmim
SkuSania alebo v jeho désledku

is 18.2.Platby pri ukodeni zmluvy.
ent, prectasného  ukatenia skiSania v sulade s tod
to zmluvou zadavate uhradi odstupné zodpovedaj(
to diZznejciastke za pracu vykonanu do a vratane dat
in ukortenia zmluvy, v sulade s Prilohou A (Platoh
esspodmienky), pdom od tejtociastky budu odpditané
willuz uhradené platby. Odstupné bude rigah vSetky
ut  vydavky, ktoré nie je mozné zrtiSiiné ako buduce
erlypersonélne naklady, poKiasznikli opravnene a bol
and vopred schvalené zadaviden, a to iba do tej miery
y beZe také naklady nemozno rozumne zhiRokid sa
skuSanie nikdy nezalo z dévodu jeho neschvaler
nezavislou etickou komisiou, zadavateuhradi
institacii v3etky poplatky wené IEC atiez vSetk
ostatné vydavky, ktoré boli vopred pisomne schv&
zadavatbom. Ukortenie SkuSania taktiez nema vpl
na zodpovednas zadavatta a pripadné narok
InStitacie vzniknuté v doésledku poskodenia zdrg
Ucastnikov skuSania.

se

501
i

ch 18.3.Vratenie  materidlov. Pokia spol@&nog’
INC Research pisomne nestanovi inak, instit
a zodpovedny skd3ajaci sa povinni, na nakl
[rial zadavatéa, bezodkladne vrdti v3etky materialy
lied dodané spoknog’ou INC Research natély skusanig
vratane formuldrovn CRF avSetkého vybave
or (definovaného nizSie) dodaného zadakate
as Institacia vrati a/alebo z#i vSetky nepouZité lieky
zadavatka, alebo aj komparativny liek a doplnko
spotrebny materiél, na naklady zadavate

19. Poistenie.

re
th

19.1.InStitacia a zodpovedny skuSajuci su povi
uzavrig’ a po celt dobu trvania skuSania (ako aj
ukonteni skuSania na caly krytia akychkévek
narokov  vyplyvajlucich  zo skdSania) udrziay
v plnom rozsahu v platnosti zmluvu na poistné ler
zodpovednosti pri vykonavani lekarskeho povolg
s obmedzeniami v sulade s platnou legislativowg
pre vSetkych  profesionalnych  zdravotnicky
pracovnikov vykonavajucich skiSanie.

=D

ce
eir
his

19.2.Aby sa mohli splni povinnosti tykajluce s
odSkodnenia v rdmci tejto zmluvy v sulade s plat
legislativou, zadavafe zabezp& a bude udrZiava
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Agreement herein in accordance with Applicable L{

aw. Vv plnej platnosti a &innosti poistné krytie.
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20.Debarment, Exclusion, Licensure and Respo
Institution certifies that to the best of its knedge that
neither it nor any Trial research staff, includitige
Principal Investigator and subinvestigators, asdrieted
or prevented under any healthcare or medicinedriany
taking part in clinical research activities and
Institution will not knowingly use in any capacithe
services of any person who is so restricted or gred
under any such laws with respect to the servicadgy
performed under this Agreement. During the ternthaf
Agreement and for one (1) year thereafter, thetinitn
and Principal Investigator will immediately notifthe
Sponsor and INC Research, in writing, if they beeqd
aware of any such restriction or prevention beipgliad
to the Principal Investigators, subinvestigatorsany of
the Trial research staff. Institution certifies tthtaand, to
the best of its knowledge, the Principal Investigatre
not the subject of any past or pending governmemts
regulatory investigation, inquiry, warning or erdement
action, including a government-mandated corpo
integrity agreement and has not violated any apble
anti-kickback or false claims laws or regulatioetated
to its conduct of research that has not been disdldo
the Sponsor. Institution will promptly notify Spansf it
becomes aware of any such action regarding conggi
with ethical, scientific or regulatory standards fibe
conduct of research if such action relates to event
activities that occurred prior to or during the ipdrin
which Trial was conducted.

21. Assignment and Delegation. Sponsor may at any
and upon written notice to Institution and Printi
Investigator assume the obligations and rights
INC Research or substitute INC Research with amg
independent contractor. None of the rights or @bians
under this Agreement will be assigned or subcoteth
by Institution or Principal Investigator to anotheithout
the prior written consent of Sponsor, and the esg)
agreement of Institution, Principal Investigat
INC Research, and the requisite new assignesg
subcontractor. Principal Investigator and/or |nitn
must notify Sponsor, in advance, prior to moving
another location. This Agreement will bind and muo
the benefit of the successors and permitted assifytise
Sponsor.

n&6. Zamedzenie pristupu, vyiénie, licencia a odozva
InStitucia potvrdzuje, Ze pdd jej najlepSieho vedomia $
nanu ani na vyskumnych pracovnikov skd3ania, vrat
zodpovedného skuSajuceho a pomocnych skuSajl
neuplatiuje obmedzenie alebo zakaz caghova’ sa
tHeinickych skdSani, na zéklade akeflkek zdravotnicke]
alebo medicinskej legislativy. InStiticia neby
vo vz‘ahu k sluzbam vykondvanym v ramci tejto zmiy
ev Ziadnom rozsahu vedome vyu#ivasluzby osoby
u ktorej plati takéto obmedzenie alebo zakazcéaP
platnosti tejto zmluvy a jeden (1) rok po jej vygn$ bude
inStiticia a zodpovedny skuSajaci okamZzite pisom
rformou informové zadavatta a spolénos’ INC
Research, ak zistia, Ze sa na zodpovedného skéhaij
pomocnych  skiSajacich  alebo na  niektore
z vyskumnych pracovnikov skuSania uplae akékdvek
obmedzenie alebo zakaz. InStitucia potvrdzuje, te
alsama, a pdih jej najlepSieho vedomia ani zodpoved
skdSajuci nie su predmetom Ziadneho viadn
ratgSetrovania alebo vySetrovania regulatora, Sedre
napomenutia alebo sudneho nariadenia, vratane ¥qQ
o podnikovej integrite nariadenej viadou, ktorézazalo
v minulosti alebo prebieha, aze v slvisldg
s vykondvanym vyskumom, ktory nebol poskytn
apadavatéovi, neporuSila Ziadne uplatnfreé zakony
alebo predpisy tykajuce sa prijimania nezékonn
provizii alebo vnaSania neopravnenych pozZiadavidk
sa inStiticia dozvie o takomto konani tykajucom
suladu vykondvaného vyskumu s etickymi, vedeck
alebo regulenymi normami, okamzZite to o0znén
zadavatkovi za predpokladu, Ze takéto konanie ma s
s udalosami alebo aktivitami, ktoré prebehli pr¢
za&tatim skuSania alebo gas priebehu skusania.

ligdle Poverenie a prenesenie pravomoci. Zaddvatéze
paiedykd’vek, na zaklade pisomného o0znadme
adrweného institdcii a zodpovednému skuSajuce
tipeevzia zavazky a prava spaioosti INC Research alel
spol@&nog” INC Research  nahratli akymkdvek
cnezavislym dodavafem. Institicia alebo zodpovedr
skuSajuci nesmie preniesziadne prava ani zavazh
reyplyvajace z tejto zmluvy na nikoho iného, ani méss
05 tymto umyslom uzavriesubdodavatiskl zmluvu, bez
poedchadzajuceho pisomného  suhlasu  zad&v
avyslovného  suhlasu institlcie, zodpovedn
wkasajuceho, spataosti INC Researc
a prislusného nového nodite prav a zavazkov alel

a/alebo institucia bud¥ahova na ind adresu, musia td
skutaznog” vopred oznénti zadavatBovi. Tato zmluva,
bude zavazna abude ptatpre nastupcov zadavidite
a opravnené osoby poverené zaddiaate na ktoré budt
prenesené zavazky a prava.
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22.Equipment. Sponsor may provide, or arrange fq
vendor to provide, certain equipment for use

Institution and Principal Investigator during thenduct
of the Trial (“Equipment”). Equipment use, ownefs
and disposition terms are further outlined in Atitaent
C (Equipment Use, Ownership & Disposition).

23. Anti-Bribery and Anti-Corruption Laws. Institutio
and Principal Investigator acknowledge that Spomasat
INC Research are bound by anti-bribery and 4
corruption laws. As such, Sponsor and INC Rese
employees, agents, contractors and/or represerdadire
prohibited from making or offering payment (or dmipg

of value), directly or indirectly, to employees daficials

of any foreign government, public internatior
organization, political party, or candidates forlifial

office in order to retain any business or securg

improper advantage. Institution and Principal Irigzgor
shall ensure that neither they nor any of theiicefs,
employees, collaborators, directors, consultangents,
representatives or sub-contractors take any aetiuoh
could render Sponsor or INC Research liable unider
anti-bribery and anti-corruption laws.

24.Sponsor_as Third Party Beneficiary. The parties
this Agreement recognize and agree that Sponses
the benefit of this Agreement as a third party fieizay
and agree that Sponsor may enforce such rightere
directly itself or indirectly through INC Research.

25.Survival of Obligations. Obligations relating
Financial Arrangements, Confidential Informatig
Inventions, Records, Publications, Publicity, Debant,
Exclusion, Licensure and Response, and Indemnifica
survive termination of this Agreement, as do anlyep
provision in this Agreement or its Attachments thgtits
nature and intent remains valid after the term lo#
Agreement.

26.Entire  Agreement. This Agreement contains

complete understanding of the parties and willplathe
Effective Date, supersede all other agreements daat
the parties concerning the specific Trial. This dgmnent
may only be extended, renewed or otherwise ameimd
writing, by the mutual consent of the parties. Naiwer
of any term, provision or condition of this Agreameor
breach thereof, whether by conduct or otherwiseann
one or more instances will be deemed to be or oo

)r2d. Vybavenie. Zadavate mbzZze poskytntl uriité
bybavenie alebo zaobstérdodavatéa, ktory zabezpg
toto vybavenie, ktoré budl institicia a zodpove
hiskUSajuci pouzivapoias vykonavania skusanidiglej len
“vybavenie”). PouZivanie vybavenia, vlastnict
a podmienky upravujuce disponovanie s vybavenini
podrobne Specifikované v Prilohe C (PouZiva
vlastnictvo a disponovanie s vybavenim).

n23.Zakony proti Uplatkarstvu a protikorémé zakony.
Intitlcia a zodpovedny skuSajuci beri na vedorbie
ntadavat a spolénog’ INC Research su viazani zakon
aproti Uplatkarstvu a protikorgpymi zakonmi. Zadavate
a zamestnanci spaloosti INC Research, jej zastupcov
dodavatelia a/alebo ich zastupcovia maju z§
vykonava® alebo ponuké platby (alebo ¢okolvek
ndlodnotné) priamo alebo nepriamo zamestnancom
predstavitéom zahraninych vlad, verejnych
amedzinarodnych organizacii, politickych stran alé
kandidatom na politicky Grad s €@ ziskd alebo
udrza® akukdvek obchodnl¢innog’ alebo zabezg#’
akukd’vek nenalezitd vyhodu. Institicia a zodpoveq

P

[

ramestnanci, spolupracovnici, riaditelia, konzulig
agenti, zastupcovia alebo subdodavatelia ¢szdiadne
konanie, ktoré by mohlo navadi zodpovednas
zadavatta alebo spoknosti INC Research vram
zékonov proti Uplatkarstvu a protikortnych zadkonov.

5 2d. Zaddvaté ako oprdvnend osoba tretej stra
takmluvné strany sa stotdju a uznavajlu, Ze zadavit
¢erpd vyhody tejto zmluvy ako opravnena osoba ti
igtrany a uznavaju, Ze zadavatsi mdZe tieto pravi

uplatnt priamo alebo nepriamo prostrednictv(
spolanosti INC Research.

t@5. Pretrvanie  povinnosti. Povinnosti  suvisig
rs finarkknymi  dohovormi, dbévernymi informaciam
vynalezmi, zaznamami, publikaciami, reklamg

itzamedzenim pristupu, vyénim, licenciou a odozvol
1 ako aj s od3kodnenim pretrvaju aj po wam tejto
zmluvy, ako aj vSetky ostatné ustanovenia tejtouzml
talebo jej priloh, ktoré svojou povahou &lom ostanu
v platnosti po ukoteni platnosti tejto zmluvy.

tlxs. Celistvos zmluvy. Tato zmluva obsahuje celist
dohodu zmluvnych stran a k datumu vstupu do pléitn
wnahradi vSetky ostatné zmluvy adohody me
zmluvnymi stranami tykajice sa daného sku3aniao
edmluva moZe by rozSirend, obnovend alebo in
pozmenena pisomne, na zaklade vzajomného dohc
vdetkych zmluvnych stran. Ziadne upustenie

akejkd’vek podmienky alebo ustanovenia tejto zmlu
[ alebo jej poruSeni&j uz spravanim alebo inak, v jedng

skuSajuci zabezp@, aby oni ani ich veddci pracovnic

mi
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as a further or continuing waiver of any such te

rmlebo viacerych pripadoch, sa nebude povaZma
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provision or condition, or any prior, contemporange@r
subsequent breach thereof, of any other term, gicvior
condition of this Agreement whether of a same
different nature. In case of any discrepancy betw
English and Slovak language versions, Slovak lagg
version of this Agreement shall prevail.

27. Conflict with Attachments. To the extent that terons
provisions of this Agreement conflict with the terrand
provisions of the Protocol, the terms and provisiar
this Agreement will control as to legal and busi
matters, and the terms and provisions of the Pobtoitl

control as to technical research and scientific tens
unless expressly agreed in writing between thegzart

28.Relationship of the Parties. The relationship
Institution and Principal Investigator to Sponsoone of
independent contractor and not one of partnergtgpnt
and principal, employee and employer, joint ventane
otherwise.

29. Force Majeure. Neither party will be liable for agl
in performing or failure to perform obligations wrdhis
Agreement if such delay or failure results frg
circumstances outside its reasonable control (duct)
without limitation, any act of God, governmentatiawg,
accident, strike, terrorism, bioterrorism, lock-a@utother
form of industrial action) promptly notified to thether
party (“Force Majeure”). Any incident of Force Maje
will not constitute a breach of this Agreement ahd
time for performance will be extended according
however, if it persists for more than thirty (3@lendar
days, then the parties may enter into discussiatis av
view to alleviating its effects and, if possiblgreeing on
such alternative arrangements as may be reasonadlle
of the circumstances.

30.Governing Law. Subject to the terms of the T
conduct as outlined above, this Agreement shall
governed by and construed in accordance with thie ¢
Slovak Republic, without giving effect to confliof law
provisions. In case of legal dispute, that is redtled by
mutual agreemet, the parties agree to submit sisglute
for decision to general courts of Slovak Republic.

laistanovenia tejto zmluvygi uz rovnakého alebo inéh

etejto zmluvy budd upravovgpravne a obchodné aspek

[

d'alSie alebo pokraljice upustenie od takej podmien

sitasné alebo nasledné poruSenie zmluvy sa ne
geovaZovél za upustenie od inej podmienky ale

charakteru. V pripade rozporu medzi anglickou
slovenskou verziou tejto Dohody je rozhodujlca iee
Dohody v slovenskom jazyku.

27.Rozpor s prilohami. V pripade, Ze podmienky al
ustanovenia tejto zmluvy budd v rozpore s podmignik
a ustanoveniami protokolu, podmienky a ustanovg

zatid® ¢o podmienky a ustanovenia protokolu by
upravova technické, vyskumné avedecké aspe
pokia’ sa zmluvné strany nedohodnu vyslovne in
v pisomnej forme.

@B.Vztah  zmluvnych  stran. \Wah inStitcie
a zodpovedného skuSajuceho k zaddeaiesa povazuije
za vZ'ah medzi nezavislym dodavében
a objednavat®m, a nie za partnerskytieh, ani za wah
medzi zastupcom a prikazcom, zamestnan
a zamestnavatem, ani za vgah vramci spoléného
podnikuci iny vzt'ah.

29.Vy33ia moc. Ziadna zmluvna strana nebude tn
zodpovednasza omeSkanie pri plneni alebo za neplng
ppovinnosti, ktoré jej vyplyvaja z tejto zmluvy, @k také
omeskanie alebo neplnenie spdsobené oktémaismimo
ramca rozumnej kontroly (vratane, okrem iného, lzas
vyS88ej moci, vladneho nariadenia, nehody, Strg
teroristického utoku, bioteroristického Utoku, Wju
alebo inej protestnej akcie zamestnancov), o ktolyaa
druhd zmluvna strana bezodkladne informovadialg]
len “vySSia moc”). Akykdvek zasah vySSej moci nebu
predstavové poruSenie tejto zmluvy alehota na

plnenie sa pot potreby preidi. Ak vSak zasah vy35¢
moci bude pretrvava dlhSie ako tridsa (30)
kalendarnych dni, v takom pripade mézu zmluvnéngt
otvorit’ diskusiu s ciBom zmierni dopady takého zasal
vyS88ej moci a, pokia moZno, dohodnll sa na
alternativnych rieSeniach, ktoré budd rozumné zg/ca
okolnosti.

[i80. Rozhodujuce pravo. Okrem podmienok upravujig
Wekonavanie skuSania tak, ako je uvedené vysste,
zmluva sa riadi abola vypracovana v sulg
so zakonmiSlovenskej republiky, §om jej ustanovenii
nie sU v rozpore so zakonnymi ustanoveniami. Vguhég
sporu, ktory nebude vyrieSeny dohodou sa zmiu
strany dohodli, Ze spor predloZia na rozhodn
prislusnému vSeobecnému sudu v Slovenskej republi

31.Notices. All notices required under this Agreem

alebo takého ustanovenia, ani akélek predchadzajuce
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will be in writing and be deemed to have been gi
when hand delivered, sent by overnight courier
certified mail, as follows, provided that all urgenatters,
such as safety reports, will be promptly commuridg
via telephone, and confirmed in writing:

vestanoveniami tejto zmluvy budd v pisomnej for
abudu sa povaZzovaza odovzdané, ak budld odovzdd
do ruk adresata, odoslané kuriérnou postou stdafm
aitdo druhého tila alebo ako dopotena listova zasielka n
prislusnd adresu, uvedenu nizSie, za predpokladu
vSetky naliehavé zéleZitosti, ako napriklad hléesé
tykajuce sa bezpeosti, budd bezodkladne ozname

Sponsor / Zadavalte

ThromboGenics NV

Gaston Geenslaan 1

B-3001 Leuven

Belgium / Belgicko

Attention / Na vedomie: Clinical Department
Telephone / Telefon: +3216751310

Email / E-mail: info@thrombogenics.com
With a copy to / Kopiu zaslite:

INC Research, LLC

3201 Beechleaf Court, Suite 600
Raleigh, North Carolina 27604-1547 USA

Re / Predmet: Project Code / Projektovy kéd 1010179
Attention / Na vedomie: Site Contracts Departmedtdelenie pre zmluvy s pracoviskami

Institution / Institdcia:
Fakultnd nemocnica Tréim
Legionarska 28

911 71 Trenin, Slovak Republic - Slovenska republika
Attention / Na vedomie: MUDr. Stanislav Pastvagdtor - medicinsky riadite

Telephone / Telefon: +421 32 6566 250

Principal Investigator / Zodpovedny skd3ajlci:
Skolskéa 75

010 04 Zilina

Slovak Republic - Slovenské republika

Attention / Na vedomie: MUDr. Marek Karik, PhD.
Telephone / Telefon:

Email / E-mail:

[SIGNATURE PAGE FOLLOWS]

telefonicky a potvrdené pisomne:

[NASLEDUJE PODPISOVA STRA
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This Agreement will become effective upon signatofe Tato Zmluva nadoblda platnibsdiiom jej podpisu

each contracting party and legally binding on tlay [dstranami Zmluvy a &innog” diom nasledujicim po dni

following its publication in the Central Registef |gej zverejnenia v Centralnom registri zmlav veden
agreement, managed by the Office of the Government.Uradom viady SR.

Agreed to and accepted:

Dohodnuté a schvéalené:

INC RESEARCH

INSTITUTION / INSTITUCIA

Signature / Podpis

Signature / Podpis

Printed Name / Meno p&kovym pismom

Printed Name / Meno gliivym pismom

Title / Titul

Title / Titul

Date / Datum

INSTITUTION / INSTITUCIA

Date / Datum

PRINCIPAL INVESTIGATOR /
ZODPOVEDNY SKUSAJUCI

Signature / Podpis

Signature / Podpis

MUDr. Marek Ka ¢&erik, PhD.

Printed Name / Meno p&kovym pismom

Printed Name / Meno gliivym pismom

Principal Investigator / Hlavny skusajuci

Title / Titul

Title / Titul

Date / Datum

Date / Datum

PI: MUDr. Marek Ké&erik, PhD. | Institution: University hospital Trend ThromboGenics NV THR-317-002
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ATTACHMENT A
PAYMENT TERMS

A-1. General Terms. Payee (hereinafter defined) wil

compensated as outlined on Attachment B (Finar
Arrangements Worksheet) for Trial Subjects propg¢

enrolled in the Trial. This amount constitutes tioé
compensation for the work to be completed by
Institution and Principal Investigator, including aork
and care specified in the Protocol for the Tribkdng with
all overhead and administrative services.
compensation will be available for Trial Subjeatsadled
in the Trial in violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Sul
will be made quaterly and based on CRF data enteyg
Institution and Principal Investigator supportingaled
Trial Subject visitation. Institution and Princip
Investigator shall be paid in full for each Subjeidt in
accordance with Attachment B (Financial Arrangersg
Worksheet) only upon completion of all procedures
the corresponding visit according to the Protoclblthe
procedures of the corresponding visit are not cetepl
in full, then each procedure performed will be p
according to the corresponding amount from Attaafin
B (Financial Arrangements Worksheet). For e
payment, including any Screen Failures (as def
below) that may be payable under the terms of
Agreement, Payee will be paid the total amount e
less 10%, for the Final Payment (hereinafter deffin
Monitoring will occur approximately every ten (1€)
twelve (12) weeks based on site enrollment

completion of data entry. Payee must submit angl
invoices within thirty (30) calendar days after thite
close-out visit. Any invoices received thereafteaymmot
be paid. Payee will have sixty (60) calendar ddies ¢he
date of the site close-out visit to dispute any rpemt
discrepancies or missing payments. Payee who is
legally able to issue invoices will be paid based &y
signed bank account data log or other documents
approved by INC Research.

A-3. Screen Failures. A Screen Failure is a conse
Trial Subject who fails to meet the screening \dsiteria,
not due to Protocol deviations, and is thus najildie for

enrollment into the Trial. Screen Failures will
reimbursed, if at all, as outlined in Attachment
(Financial Arrangements  Worksheet) based

procedures completed pursuant to the protocol.

PRILOHA A
PLATOBNE PODMIENKY
Bel. VSeobecné

ustanovenia.  Prijemcovi

Gcastnikov skdSania riadne zaradenych do skuSaaia

vykonov a starostlivosti Specifikovanychprotokole ku
NkaSaniu, ako aj vSetkych mimoriadnych nékla
a poskytnutych administrativnych sluzieb. Zsstnikov
skdSania, ktori budu zaradeni do skuSania vroz
s protokolomnebude poskytnutd Ziadna nahrada.

jécl. Platobné podmienky. Platby za kazdéhmsinika
2cbkUSania sa uskutoia Stveroéne a budul sa odvijeod

ado formuldrov  CRF spolu s navStevami

stostant plng Uhradu  za kazdu navsteveastnika
fskiSania v sulade s Prilohou B (Harok fisrarch

ndostane prijemca platby celkovl splatnd sumu, m
e1l0% za poslednd platbu (definovana
Monitorovanie sa bude vykon&vapriblizne kazdych
adds& (10) az dvands(12) tyzdiov na zéklade néaboru 1
ipracovisku a vyplnenia vstupnych Udajov. Prijen
platby musi predloZi vSetky konéné faktary do
tridsiatich (30) kalendarnych dni od navstevy $anie
ukonienia skuSania. Faktary prijaté po tomto datu

$etdesiat (60) kalendarnych dni od datumu navst
s cidom ukorgenia skuSania na vyrieSenie rozpo
atipkajacich sa platieb alebo chybajucich plati
Prijemcovi platby, ktory nie je pravne spésoh
vystavova faktlry, budi platby uhradené na zaklg
npeEtipisaného zaznamu z bankovéhitu talebo inéhg
dokumentu schvaleného spotog’ou INC Research.

be
B-3. Neuspedné skriningy. Za neuspesny skrining
povaZzuje kazdy dastnik skuSania, ktory poskytol s
suhlas sé&ag’ou v skuSani, ktory vSak nesplnil kritér
skriningového vySetrenia, apreto nie je vhodr
kandiddtom na zaradenie do skuSania. Neusp
skriningy (ak nejaké su) budda preplatené na zak
Prilohy B (Harok finatinych dohovorov).

thmstka predstavuje pInd nahradu za pracu vykor
inStituciou a zodpovednym skuSajucim vratane vtk

Gdajov zadanych institiciou a zodpovednym skuSai(
zaraden
Ucastnikov skiSania. InStiticia a Zodpovedny ski$a

dohovorov) az po doka@eni vSetkych postupov pr
prislusnu navstevu pdd protokolu. Ak nebudd vykonar
aidetky postupy pre prislusnld navstevu, tak za Kka
neykonany postup bude uhradena prislusna suma u&e
aghPrilohe B (Harok finatnych dohovorov). Pri kazde
negldtbe, vratane neulspesnych skriningov (definoy
thizSie), ktoré moézZu hy splatné v rdmci tejto zmluvy

niz§

nemusia by uhradené. Prijemca platby bude tma

platby
didéfinovany nizSie) bude poskytnuta fidad nahrade
eiliyedena v Prilohe B (Harok finemych dohovorov) za

L
L

anu
%
Hov

pore

ci
ych
jac

e
e
Zdy
rden
2
ané

nus
ie).

a
nca

me

evy
ov
eh.
ily
de

sa
0]
ia
ym
esSné
lade

PI: MUDr. Marek K&erik, PhD. | Institution: University hospital Tre
Doc Name: SVK Tripartite CTA (INC) | Doc Final: [2752018]

n¢ ThromboGenics NV THR-317-002
Page / Strana 22 of / z 40



Confidential | Déverné

A-4. Pass-through payments from Sponsor. Payments
under this Agreement are pass-through payments

Sponsor that will be sent after such paymentsereived
by INC Research from Sponsor. INC Research shak

no liability for any failure to make payments ifquered
funding is not provided to INC Research in advahyge
Sponsor.

A-5. Payment for administration cost of Agreem
negotiation. Sponsor (through its agent INC Red9d
undertakes that will pay Institution one-time n
refundable fee for administration cost of Agreem
negotiation in amount of 1,000.00 EURO (one thods
Euros) within 30 days from the date of receipt lo¢
invoice issued by an institution following the Agraent
execution.

A-6. Non-Procedural Costs. Payee will be paid

additional non-procedural costs that are pre-apgudsy
Sponsor, as set forth in Attachment B (Finan
Arrangements Worksheet). To request payment fohn
costs, Payee will remit an itemized invoice to Symror
its designee with documentation and rece
substantiating agreed-upon pass-through expensas.
non-procedural pass-through expenses will be ime
only in the amount actually incurred with no mark-up
to the maximum amounts shown in Attachment
(Financial Arrangements Worksheet).

A-7. Einal Payment. At the conclusion of the Trial,
CRFs and Trial-related documents will be promptiyde
available for Sponsor review. The Final Payment sl
paid once: all CRFs have been completed and rete
data queries have been satisfied; all Sponsor DsU
returned; and all close out issues are resolved
procedures completed, including final IEC notifioat
All queries must be resolved within five (5) busiaalaysg
of receipt by Institution and/or Principal Investigr any
time during the Trial. Sponsor or its designee

perform final reconciliation of all payments madedate
against total amount due and will promptly pay Ra
amounts remaining unpaid, if any. Payee will prdynj
reimburse Sponsor amounts overpaid within thir@)
calendar days of notification by Sponsor or designe

A-8. Taxes.

5 Aue Opravnené platby od zadavide Platby na Uhrad
fromdmci tejto zmluvy su opravnené platby od zaddeat
ktoré budi odoslané po prijati platby od zaddim
hapolanog’ou INC Research. Spdlnog’ INC Research
nie je zodpovedna za neuhradenie platby, ak zagl&
neposkytne spotmosti INC Research poZadova
financie.

ent

ré-5. Platba za administrativne zabe¥peie uzavretig
ormluvy. Zadavateé (prostrednictvom Spodmosti INC
eResearch) sa zavazuje, Ze uhradi InStitlcii jecoon@a
andplatu za administrativne zabezpeie uzavretia tejt
t Zmluvy v sume 1.000,00 EUR (slovom: jedentisic elar
30 dni odo da obdrzania faktary vystavenej Institdci
po uzavreti Zmluvy.

fér-6. Neproceduralne naklady. Prijemcovi platby by
uhradené dodatoé neprocedurdlne naklady, ktoré
cidbpredu odsuhlasené zadavate, v sulade s Prilohou
selarok finargnych dohovorov). Pri Ziadosti o uhrader
takychto nakladov postupi prijemca platby zad&dimate
mfebo jeho poverenému zastupcovi zaevidovanu fak
#polu s dokumentaciou a prijmovymi dokladmi, kt
icddokazuju  dohodnuté opravnené vydavky. Ka
neproceduralny opravneny vydavok bude mo
fBkturova’ iba v skuténej vySke bez marze, ato (
maximalnej ¢iastky uvedenej v Prilohe B (Harg
finanénych dohovorov).

al\-7. Poslednd platba. Pri ukéeni skdSania musia by
vSetky formulare CRF adokumenty  suvisid
so skuSanim bezodkladne spristupnené zad@wat
ikenahliadnutiu. Poslednd platba bude uhradend,uaki
ovyplnené a odovzdané vsetky formulare CRF; ak b

buda vratené vSetkylieky zadavatts; aak budd
vyrieSené a uzavreté vSetky problémy a dékoé vSetky
postupy vratane zavemeho oznamenia adresované
WIEC. VSetky poziadavky musia byyrieSené do piaticl
(5) pracovnych dni od prijatia takej poZiadaV
ymstiticiou a/alebo zodpovednym skd3ajucim ¢gsg
bicelého trvania skuSania. Zadavatdebo nim poveren
3zastupca urobi komau bilanciu vSetkych platie
uhradenych k danému datumu a porovna ich s celk
diZnou sumou a bezodkladne uhradi prijemcovi plg
vSetky ciastky, ktoré mu eSte neboli zaplatené, pbk
také budd. Prijemca platby bezodkladne refung
zadavatkovi vSetky preplatky, ato do tridsiatich (3
kalendarnych dni od datenia oznamenia zaslané
zadavatom alebo jeho poverenym zastupcom.

A-8. Dane.

aispokojené vSetky poziadavky na poskytnutie Udagd;

e
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(1) Payments shown in Attachment B (Finang

ial RIgtby uvedené v Prilohe B (Harok figagch
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Arrangements Worksheet) do not include value ad
tax (“VAT"). If the Payee is VAT registered, and
VAT is required under the Applicable Law, VA
should be added and shown on the invoice by
Payee at the applicable VAT rate, along with Pagy
VAT registration number. If VAT reverse char
mechanism applies under Applicable Law, Payee
not add VAT to the invoice, and the appropri
wording should be displayed on the invoice
accordance with Applicable Law.

(2) Payee acknowledges and agrees that it is s
responsible for the payment of any and

contributions and taxes imposed by any applic:
authority with respect to or measured by compeosa
paid to Payee under this Agreement. INC Resear
Sponsor will not be responsible for the withholdorg
payment of any such required contributions or ta
Payee accepts full responsibility for reporting

payments received, under this Agreement, to
relevant taxation authorities as required by Aglle
Law.

A-9. Necessary Procedures. Payee will be reimburse
valid necessary visits and procedures not covenretin
Attachment B (Financial Arrangements Workshe
Payment for any necessary procedure due to pd
safety will be reimbursed at the agreed upon urst i
Attachment B (Financial Arrangements Worksheet)
available, or if there is no such unit cost in Altment B
(Financial Arrangements Worksheet), Payee will
compensated based on actual costs incurred byuliti
and Principal Investigator, and will require a gepa
invoice with documentation for the medical necegseit
the procedure. Sponsor’s or INC Research’s prittten
consent will be obtained, unless it will compromtke
integrity of the Trial or affect Trial Subject safe in
which case Sponsor will be notified within 24 hoafter
the fact.

A-10. Payee - Institution. The payments will be madg
the following Payee and address:

deddohovorov) nezatiaju da z pridanej hodnotyd{alej
if len “DPH"). Ak je prijemca platby registrovany
T platcom DPH, auhradenie DPH poZaduje plg
thelegislativa, stag’ou faktiry musi by prislusng
pe’ sadzba DPH spolu silavym identifika&¢nym cislom
je prijemcu platby. Pokia sa uplaiuje mechanizmu
will preddavkov DPH pd@ platnej legislativy, prijemc
ate platby na faktire DPH nezahrnie. V takom pripadé
in na faktire musi uviésprislusna formulacia v sulag

s platnou legislativou.

plely(2) Prijemca platby berie na vedomie a suhlasi, 7
all vyhradne zodpovedny za zaplatenie vSetk
able prispevkov a dani vyrubenych zodpovednym Urag
i
h owvyplatenej prijemcovi platby vramci tejto zmluyv

Spola&nog’ INC Research  a zadavite nenes(
xes zodpovednas za zadrZzanie platby akychkaek
all poZzadovanych preddavkov alebo dani. Prijemca pl
thepreberd UpInd zodpovednbgza nahlasenie vsetkyq

platieb prijatych vramci tejto zmluvy prisludny

daiovym Uradom v sulade s platnou legislativou.

dAe®. Nevyhnutné postupy. Prijemcovi platby bu
uhradené vydavky na odévodnené nevyhnutné navs
ed.postupy, ktoré nepokryva Priloha B (Harok figrarch
itbotiovorov). Platby za akékeek nevyhnutné postup
suvisiace s bezprog’ou pacienta budu uhrade
Vi vySke dohodnutej jednotkovej ceny z Prilohy
(Harok finagnych dohovorov), ak je dana. Ak

bePrilohe B (Héarok finatnych dohovorov) takat
jednotkova cena nenachadza, prijemca platby |
kompenzovany vo vySke vzniknutych skirtgch
nakladov institacie a zodpovedného skuSajucehépipr
bude potrebowa osobitnd faktiru s dokumentacic
potvrdzujucou zdravotnl nevyhnutmiopostupu. Bude
potrebné ziska predchadzajuci pisomny suhl
zadavatta alebo spoknosti INC Research, inak
takyto postup bude povaZavaza naruSenie integrit
skuSania alebo ohrozenie beapesti (Eastnika skisanig
V takom pripade bude do 24 hodin od vzniku tg
skutaznosti nutné informouazadavatea.

q

> £610. Prijemca platby - InStitacia. Platby buda uhrad
uvedenému prijemcovi platby na nizSie uvedenu adre

Payee Name / Meno prijemcu platby: University hiadirencin - Fakultha nemocnica Tém
Payee Address / Adresa prijemcu platby: Legioné?ska

911 71 Trenin, Slovak Republic — Slovenska republi
Payee Tax Identification Number / iiavé identifika&né

ka
¢islo prijemcu platby: SK 2021254631

Payee Bank Account Details / Podrobnosti bankovg&ho prijemcu platby:

Bank Name / Nazov banky: Statna pokladnica, a.s.

a tykajucich sa alebo vymeranych padkompenzaci¢
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Bank Account Number(islo Gtu: 7000280438/8180

IBAN Number / IBAN: SK23 8180 0000 0070 0028 0438

SWIFT Code / BIC (k6d Swift): SPSRSKBAXXX

Email address for remittance information / E-madi@ad
viera.hofierkova@fntn.sk

resa na zaslanie informacie o prevode:

A-11. Payee-Principal Investigator. The researcang
payments will be made to the following payee i
address:

rA-11. Prijemca platby-Zodpovedny skudSajdaci. Platby

avgskumného grantu budd vyplacané nasledujuc
prijemcovi a na nasledujucu adresu:

emu

Payee Name / Meno prijemcu plathftJDr. Marek Ka
Payee Address / Adresa prijemcu platby:
Personal ID/Rodnéislo:

¢erik, PhD.

Payee Bank Account Details / Podrobnosti bankovgho prijemcu platby:

Bank Name / Nazov banky:
Bank Account Number(islo Gtu:

IBAN Number / IBAN: SWIFT Code / BIC (kéd Swift):

Email address for remittance information /

marekkacerik@gmail.com

E-maflovadresa na zaslanie

informacie o prevq

nde:

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

g

Payee NameMUDr. Alexandra Radekova
Payee Address

Date of birth:

Bank Name:

IBAN Number:

SWIFT Code:

Payee NameviUDr.Michaela Lorinc
Payee Address:

Date of birth:
Bank Name:
IBAN Number:
SWIFT Code:

Payee NameviUDr. Jamshed Anwarzai
Payee Address:

Date of birth:
Bank Name:
IBAN Number:
SWIFT Code:

rAnl2. Prijemcovia platieb-pomocni skusajuci.
amgiskumného grantu budd vyplacané nasledujuc
prijemcovi a na nasledujdcu adresu:

Meno prijemcu platbyMUDr. Alexandra Raéekova
Adresa prijemcu platby:

Datum narodenia:
Néazov banky:
IBAN:

SWIFT:

Meno prijemcu platbyMUDr.Michaela L&rinc
Adresa prijemcu platby:

Datum narodenia:
Néazov banky:
IBAN:

SWIFT:

Meno prijemcu platbyMUDr. Jamshed Anwarzai
Adresa prijemcu platby:

Datum narodenia:
Néazov banky:
IBAN:

SWIFT:

Platby

emu
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In case of changes in the Payee’s bank accounilsie
Payee is obliged to inform INC Research in writibgf
no amendment to this Agreement shall be required.

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

issued 1

Attn. Investigator Payment Department

INC Research UK Limited

Riverview, The Meadows Business Park, Station Aa
Blackwater

Camberley,

Surrey

GU17 9AB, UK

VAT: GB806650142

ptAk dojde k zmene podrobnosti bankovéktulprijemcu

platby, prijemca platby je povinny pisomne inforrad

spola@nog’ INC Research. Ziadna zmena tejto zmluvy

nie je potrebna.

nd-11. Faktary. VSetky faktdry musia By vystavené

a zaslané na nizSie uvedenu adresu:

oho

Re / Predmet: Project Code / Projektovy kéd 1010179
E-mail: SM_InvestigatorPayments@INCResearch.com

All payment related queries may be directed to:

SM_InvestigatorPayments@INCResearch.com

Each invoice must contain: (1) Sponsor's na
(2) Protocol number, (3) project code,
Investigator’'s name, (5) a summary of the reimbunesat
to be made in compliance with the Attachment
(Financial Arrangements Worksheet), and (6) ifPlagee
is VAT registered, the VAT registration number &r
VAT reverse charge mechanism applies, the note “\
reverse charge applicable”.

Payee will not receive any payments for pass thrg
expenses whereby Payee has failed to produce &
copy invoices or other documentation cleg
substantiating that the expenditures were ac
reasonable, and verifiable in the amount submifted
compensation.

~

4) Prinbi@éel'slo protokolu,

tkSeotazky sulvisiace s platbami posielajte na
mailovu adresu:

azda faktira musi obsahavgl) Meno zadavata, (2)
(3) projektovy kod, (4)
zodpovedného skusSajuceho, (5) sumar nahrady nakl

IBoré budl vykonané v sulade s Prilohou B (H4

finanénych dohovorov) a (6) daveé identifika&né cislo,
Bk je prijemca platby registrovany platca DPH al

mer|

ale

10
ndo
rok

q

pbo

Abzndmku “uplatuje sa mechanizmus preddavkov DPH”

ak sa uplatuje mechanizmus preddavkov DPH.

Ugrilemca platby nedostane Ziadne platby za od6vad
wotyidhvky, ak prijemca platby nepredlozi skirtd kopiu
riaktdr a inych dokumentov jasne dokazujucich, 4et
valdavky boli skuténé, odévodnené a ovellited, a Ze ich

vySka zodpovedéiastke, ktord institacia Ziada nahrédi
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ATTACHMENT B
FINANCIAL ARRANGEMENTS WORKSHEET
FINANCE SUMMARY BOX

Invoice Currency / Mena na fakture:
Payment Base / Platba zaloZen& na:

Effective Date / Datum nadobudnutia platnosti:

INC Contracting Entity / Zmluvny subjekt spdétmsti
INC:

PRILOHA B
HAROK FINAN CNYCH DOHOVOROV
TABULKA FINAN CNEHO SUHRNU

EURO - EURO

Visit baspdooedure based if applicable / Pagdtu
navstev alebo procedur, ak je to aplikovaée

TAgreement will become effective upon signature of
each contracting party and legally binding on thay
following its publication in the Central Registeff
agreement, managed by the Office of the Governnignt.
Tato Zmluva nadobuda platrtosdiom jej podpisu
stranami Zmluvy a &innog’ diiom nasledujucim po dni
jej zverejnenia v Centralnom registri zmlav vedenom
Uradom vlady SR.
INC Research UK Limited

o
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INSTITUTION BUDGET- ROZPO CET INSTITUCIE

Trial Subject Visits (inclusive of applicable overhead): |  Visit Cost
I
Screening £ 230.10
Visit 2 3 266.30
Visit 3 € 66.90
Visit 4 3 286.30
Visit 5 € 66.90
Visit 6 € 286.30
Visit 7 € 66.90
Visit 8 3 179.90
WVisit 9 End of Study Visit € 107.00

Total Per Trial Subject Cost for all Completed Visits: 1,596.60

Additional Treatment Related Costs (inclusive [ applicarw
[

Urine Pregnancy Test Collection and Dip Stick onvisit 1, 2, 4

€ 17.25
and 6
Vitreous Sample (handling)® € 29.90
Anterior Champer Aqueous Humor Sampling” on visit 2 and 6 | € 339.25
Re-Consent (due to Protocol amendment) € 2415
Unscheduled Visit® INVOICE
Screen Failure* INVOICE

Additional Study Related Costs
(inclusive of applicable overhead)?

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

€1,000.00

" Cost inclusive of but is not limited to, the fallowing: staff time with the Trial Subject during procedures, CRF/eCRF completion, meeting attendance,
audits, and monitoring visits.

 If applicable, will be reimbursed after CRF data is entered by Institution.
®To be paid based on actual procedures performed, plus applicable additional senices and overhead.

# Pursuant to section A-3 (Screen Failures) of Attachment A (Payment Terms), reimbursement will be made based on actual procedures parformed, not to
exceed the total amount of the Screening Visit, for one (1) screen failure per site and thereafter at a ratio of ane (1) screen failure for every three (3}
subjects randomized in the trial (1:3} for a maximum of five (5) screen failures for the life of the study. Failure to adhere to the above limits will not create
Sponsor or INC Research liability for any compensation attributed to the non-adherence to these terms and conditions of payment.

® Avitreous sample will be collected from any Trial Subject who undergoes a vitrectomy at any time during the Trial.

T Only at sites that perform aqueous humour sampling, in Trial Subjects who consent to the procedure.

® Will be reimbursed after receipt of invoice reflecting actual costs.

"INVOICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms).

Payments will be prorated based on number of visits completed; visit payments will be based upon CRFs completed. If a visit is not completed in full,
reimbursement will be made for actual procedures performed.

All costs above include applicable overhead (operating costs).
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PRINCIPAL INVESTIGATOR BUDGET- ROZPO CET ZODPOVEDNEHO SKUSAJUCEHO

Trial Subject Visits (inclusive of applicable overhead)': Visit Cost
... |
Screening € 214.80
Visit 2 € 243.50
Visit 3 € 62.50
Visit 4 £ 267.20
Visit & € 62.50
Visit 6 € 267.20
Visit 7 € 62.50
Visit & £ 167.90
Visit 9 End of Study Visit € 99.80

Total Per Trial Subject Cost for all Completed Visits: € 1,452.90

Additional Treatment Related Costs (inclusive of applicable overhead)®

Urine Pregnancy Test Caollection and Dip Stick on visit 1, 274 & 1725
and 6
Vitreous Sample (handling)? € 2990
Anterior Champer Aqueous Humor Sampling” on visit 2 and 6 | € 339.28
Re-Consent (due to Protocol amendment) € 2415
Unscheduled Visit® INVOICE
Screen Failure* INVOICE
Reasonable
travel/meal
expenses will
be reimbursed
as per EC
Subject Travel Reimbursment, if applicable® appruvled I.CF i
to be invoiced
based on actual
travel expenses,
up to € 50.00
per Patient per
visit

' Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, CRF/eCRF completion, meeting attendance,
audits, and monitoring visits.

? If applicable, will be reimbursed after CRF data is entered by Institution.
*To be paid based on actual procedures performed, plus applicable additional senvices and overhead.

* Pursuant to section A-3 (Screen Failures) of Attachment A (Payment Terms), reimbursement will be made based on actual procedures performed, not to
exceed the total amount of the Screening Visit, for one (1) screen failure per site and thereafter at a ratio of one (1) screen failure for every three (3)
subjects randomized in the trial {1:3) for a maximum of five (5) screen failures for the life of the study. Failure to adhere to the above limits will not create
Sponsor or INC Research liability for any compensation attributed to the non-adherence to these terms and conditions of payment.

¥ Trial Subject travel costs for site visits will be reimbursed based on INC Research receipt of invoice and receipts reflacting actual costs.
® A vitreous sample will be collected from any Trial Subject who undergoes a vitrectomy at any time during the Trial.

" Only at sites that perform aqueous humour sampling, in Trial Subjects who consent to the procedure.

% Will be reimbursed after receipt of invoice reflecting actual costs.

"INVOICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms).

Payments will be prorated based on number of visits completed; visit payments will be based upon CRFs completed. If a visit is not completed in full,
reimbursement will be made for actual procedures performed.
All costs above include applicable overhead (operating costs).
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MUDr. ALEXANDRA RA CEKOVA SUB-INVESTIGATOR BUDGET- MUDr. ALEXANDRA RA CEKOVA
ROZPOCET SPOLUSKUSAJUCEHO

Trial Subject Visits {inclusive of applicable overhead)®: | Visit Cost
- |
Screening £ 16110
Visit 2 £ 186.40
Visit 3 £ 46.90
Visit 4 £ 200.40
Visit 5 € 46.90
Visit 6 £ 20040
Visit 7 € 46.90
Visit 8 £ 125.90
Visit 9 End of Study Visit € 74.90

Total Per Trial Subject Cost for all Completed w .“1,89.H

Additional Treatment Related Costs (inclusive of applicable overhead)®

Urine Pregnancy Test Collection and Dip Stick on visit 1, 2, 4

€ 17.25
and B
Vitreous Sample (handling)® € 23.90
Anterior Champer Aqueous Humor Sampling” on visit 2 and 6 | € 339.25
Re-Consent (due to Protocol amendment) £ 2415
Unscheduled Visit® INVOICE
Screen Failure* INVOICE

' Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, CRF/eCRF completion, meeting attendance,
audits, and monitoring visits.

* If applicable, will be reimbursed after CRF data is entered by Institution.

*To be paid based on actual procedures performed, plus applicable additional senvices and overhead.

* Pursuant to section A-3 (Screen Failures) of Attachment A (Payment Terms), reimbursement will be made based on actual procedures performed, not to
exceed the total amount of the Screening Visit, for one (1) screen failure per site and thereafter at a ratio of one (1) screen failure for every three (3)
subjects randomized in the trial (1:3) for a maximum of five (5) screen failures for the life of the study. Failure to adhere to the above limits will not create
Sponsor or INC Research liability for any compensation attributed to the non-adherence to these terms and conditions of payment.

© Avitrzous sample will be collected from any Trial Subject who undergoes a vitrectomy at any time during the Trial.

" Only at sites that perform aqueous humour sampling, in Trial Subjects who consent to the procedure.

® Will be reimbursed after receipt of invoice reflecting actual costs.

"INVQICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms).

Payments will be prorated based on number of visits completed; wisit payments will be based upon CRFs completed. If a visit is not completed in full,
reimbursement will be made for actual procedures performed.

All costs above include applicable overhead (operating costs).
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MUDr. MICHAELA LORINC SUB-INVESTIGATOR BUDGET- MUDr . MICHAELA LORINC
ROZPOCET SPOLUSKUSAJUCEHO

Trial Subject Visits (inclusive of applicable overhead)’; |  Visit Cost
I
Screening £ 80.50
Visit 2 £ 93.20
Visit 3 € 2340
Visit 4 £ 100.20
Visit 5 £ 2340
Visit b € 100.20
Visit 7 € 2340
Visit 8 £ 63.00
Visit 9 End of Study Visit € 3740

Total Per Trial Subject Cost for all Eompletedw u ‘44“

Additional Treatment Related Costs (inclusive of applicable overhead)’

Urine Pregnancy Test Collection and Dip Stick onvisit 1, 2, 4
and 6

Vitreous Sample (handling)®

£ 17.25

h

29.90
Anterior Champer Aqueous Humor Sampling” an visit 2 and 6 | € 3925

Re-Consent (due to Protocol amendment) £ 2415
Unscheduled Visit® INVOICE
Screen Failure® INVOICE

" Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, CRF/eCRF completion, meeting attendance,
audits, and monitoring visits.

 If applicable, will be reimbursed after CRF data is entered by Institution.
*To be paid based on actual procedures performed, plus applicable additional senices and overhead.

* Pursuant to section A-3 {Screen Failures) of Attachment A (Payment Terms), reimbursement will be made based on actual procedures performed, not to
exceed the total amaunt of the Screening Visit, for one (1) screen failure per site and thereafter at a ratio of one (1) screen failure far every three (3)
subjects randomized in the trial {1:3) for a maximum of five (5) screen failures for the life of the study. Failure to adhere to the above limits will not create
Sponsor or INC Research liability for any compensation attributed to the non-adherence to these terms and conditions of payment.

© Avitreous sample will be collcted from any Trial Subject who undergoes a vitrectomy at any time during the Trial.
" Only at sites that perform agqueous humour sampling, in Trial Subjects who consent to the procedure.

® Will be reimbursed after receipt of invaice reflecting actual costs.

"INVOICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms).

Payments will be prorated based on number of visits completed; visit payments will be based upon CRFs completed. If a visit is nat completed in full,
reimbursement will be made for actual procedures performed.

All costs above include applicable averhead (operating costs).
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MUDr. JAMSHED ANWARZAI SUB-INVESTIGATOR BUDGET- MUD r. JAMSHED ANWARZAI
ROZPOCET SPOLUSKUSAJUCEHO

Trial Subject Visits (inclusive of applicable overhead): |  Visit Cost
.
Screening £ 80.50
Visit 2 € 93.20
Visit 3 £ 2340
Visit 4 £ 100.20
Visit & € 2340
Visit 6 £ 100.20
Visit 7 £ 2340
Visit & € 63.00
Visit 9 End of Study Visit £ 3740

Total Per Trial Subject Cost for all Eompletedw u '441

Additional Treatment Related Costs (inclusive of applicable overhead)”

Urine Pregnancy Test Collection and Dip Stick on visit 1, 2, 4

£ 17.25
and b
Vitreous Sample (handling)® € 29.90
Anterior Champer Aqueous Humor Sampling” on visit 2 and 6 | € 339.25
Re-Consent (due to Protocal amendment) £ 2415
Unscheduled Visit® INVOICE
Screen Failure* INVOICE

" Cost inclusive of, but is not limited to, the following: staff time with the Trial Subject during procedures, CRF/eCRF completion, meeting attendance,
audits, and monitoring visits.

* If applicable, will be reimbursed after CRF data is entered by Institution.
*To be paid based on actual procedures performed, plus applicable additional senices and overhead.

* Pursuant to section A-3 (Screen Failures) of Attachment A (Payment Terms), reimbursement will be made based on actual procedures performed, not to
exceed the total amount of the Screening Visit, for one (1) screen failure per site and thereafter at a ratio of one (1) screen failure for every three (3)
subjects randomized in the trial (1:3) for a maximum of five (5) screen failures for the life of the study. Failure to adhere to the above limits will not create
Sponsor or INC Research liability for any compensation attributed to the non-adherence to these terms and conditions of payment.

© Anvitreous sample will be collected from any Trial Subject who undergoes a vitrectomy at any time during the Trial.
" Only at sites that perform aqueous humour sampling, in Trial Subjects who consent to the procedure.

*Will be reimbursed after recaipt of invaice reflecting actual costs.

“INVOICE" = invoiced items will be reimbursed by Sponsor under terms in Attachment A (Payment Terms).

Payments will be prorated based on number of visits completed; visit payments will be based upon CRFs completed. If a visit is not completed in full,
reimbursement will be made for actual procedures performed.

All costs above include applicable overhead (operating costs).
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ATTACHMENT C

EQUIPMENT USE, OWNERSHIP & DISPOSITION

C-1.Use. During the term of this Agreement, Institut
and Principal Investigator may use Equipment oraly
purposes of this Trial.

C-2.Ownership. Until the termination of this Agreeme
this Equipment remains the property of the respeq
vendors that have provided the Equipment to Spoaiso
must be returned either within a reasonable pearfdiome
upon request by Sponsor, not to exceed five (5)nbas
days, or immediately upon termination of this Agneat.
Institution and/or Principal Investigator agree regurn
the Equipment in the manner directed by Sponso
substantially the same condition as when receivgq
Institution and/or Principal Investigator. Institut agrees
to be financially responsible to cover any loss
destruction to Equipment while in Institution’'s a
Principal Investigator's care, which exceeds omdin
wear and tear and/or lacks a reasonable cg
relationship to proper performance of the Triatitution
and Principal Investigator further agree that um
otherwise authorized in writing by the Sponsor loif 1
Trial, Institution and Principal Investigator witlot alter
the Equipment in any way. Institution must not atishny
components or software, if applicable, without egsi
approval of the Sponsor. Any software provided
Institution and/or Principal Investigator may noe
duplicated. Institution and Principal Investigatme not
permitted to use the Equipment for any other puef
than for the performance of this Trial in accordamgth
the Protocol. Neither Sponsor nor INC Researchamys
liability for damages of any sort, including perab
injury or property damage, resulting from the ude
Equipment except to the extent that such damages
caused by the negligence or willful misconduct
Sponsor or INC Research, as applicable, and exaepe
extent that a personal injury constitutes a comglaes
Trial Subject injury to be paid by Sponsor as dest in
this Agreement.

C-3. Disposition. After completion of Trial conduct or
an earlier time specified by Sponsor, Institutioil v
arrange for return of Equipment and Sponsor maseidad
Sponsor’'s expense, to Sponsor or a location desidr
by Sponsor. Alternatively the Institution and Prpat

PRILOHA C

POUZIVANIE, VLASTNICTVO A DISPONOVANIE
S VYBAVENIM

o8-1.PouZivanie. R&as trvania tejto zmluvy moZ
finstitacia a zodpovedny skuSajuci poufivgbavenie iba
na (Eely tohto skuSania.

nG-2. Vlastnictvo. AZ po uko¥enie tejto zmluvy ostav
tioto vybavenie vlastnictvom prislusnych dodakate
r ktori toto vybavenie poskytli zadavéitei, ana
poZiadanie zadavdia musi by vratené bd’ v rozumnej
¢asovej lehote nepresahujucejtp@) pracovnych dni
alebo ihnd’ po ukorteni tejto zmluvy. Institacia a/alel
zodpovedny skuSajaci suhlasia, Ze vybavenie v
rsimpbosobom, ktory «f zadavate ato v podstats
I \brovhakom stave, vakom ho inStiticia a/ale
zodpovedny skuSajuci prevzali. Institacia suhlasibude
ofeq’ finantnl zodpovednasza krytie akychkbvek stréat
ndlebo znienia vybavenia, pokym bude zverené
astarostlivosti institicie a zodpovedného skuSajac
wldaré bude presahowgeho bezné opotrebovanie, a/ale
ktoré vznikne v dbsledku nedost&eého préinného
ewtahu na zaistenie riadneho vykonavania skusg
Okrem toho inStiticia a zodpovedny skuSajuci s
Ze poki@ zadavate tohto skudSania neustanovi in

' nebudd Ziadnym spbsobom zasahowdo vybavenia
tostiticia nesmie do vybavenia inStalévaZziadne
bkomponenty alebo softvér, ak je to relevantné,
vyslovného suhlasu zadavide Akykd'vek softver
gmoskytnuty institucii a/alebo zodpovednému skusajic
sa nesmie kopirova Institicia a zodpovedny sku3aj(
nesmu pouzZiva vybavenie na iny &el, ako je
nvykonavanie tohto skiSania v sulade s protokol
dadavaté ani spolénog’ INC Research nenesu Ziad
veedpovednasza Skody akéholwek druhu vratane ujm
ofr zdravi spOsobenej osobam alebo 3kéd na maj
vyplyvajlcich z pouzivania vybavenia, okrem pripad
kedy také Skody boli spbésobené nedbantieas
zadavatka alebo spoknosti INC Research alebo i¢
umyselnym nesprdvnym konanim, ad situacie,
a okrem pripadov, kedy ujma na zdravi spésol
osobdm zodpoveda poranenigastnika skuSania, Z
ktoré mu prinalezi odSkodné, ktoré musi uhig
zadavatg tak ako je ustanovené v tejto zmluve.

aC-3. Disponovanie vybavenim. Po uk@mmi skldSanid
valebo skér, pokh toho, ako to @i zadavat® inStitucia
zariadi vratenie vybavenia a materialov zaddlztea

(v pisomnej forme), indtiticia a zodpovedny ski&aju

D
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naaklady zadavata zadavatéovi alebo na miesto sené
zadavatbom. Alternativne si institicia a zodpoved

Investigator may retain the Equipment at a mutu

abklSajuci mbdZzu, na zaklade pisomného schval
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agreed amount equal to the depreciated value of
Equipment at the end of the Trial upon prior writ

Sponsor approval.

thdavatéom, vybavenie v obojstranne dohodnutej sy
govnajucej sa zniZzenej hodnote zariadenia na K

me
oNci

sklUSania neclta
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ATTACHMENT D

PRILOHA D

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # THR-317-
002

UCAST CLENA TiMU SKUSANIA NA
PROTOKOLE C. THR-317-002

MUDr.

Alexandra Racédekova, date of birth:
having principal place of business
(“Sub-
Investigator) will be involved in the conduct oft
Trial for the above referenced Protocol.

bydliskom: .
(,pomocny skd3ajaci*) sa Zastni
hpriebehu skdSania vo vysSie uvedenom protoko

at

MUDr. Alexandra Raéekové, datum narodenia:

o

Participation in the Trial is subject to IN

Research’s prior written approval.

schvalena spotmog’ou INC Research.

QJcag’ na skaSani musi Bypredtym pisomne

D

Sub-Investigator represents and warrants that s

h&omocny skdSajaci vyhlasuje a zanje, Ze:

- is an experienced health care professional;

skijseny zdravotnicky pracovnik,

- will keep in strict confidence all study related celd dokumentaciu a vSetky informéacie spojené
documents and all study related information; so skuSanim bude udrZiawaprisnej tajnosti,

- if not provided by the Principal Investigatoresh— zadovaZzi kopiu protokolu ajeho pripadnych
will obtain a copy of the Protocol and itslodatkov, ak ich neposkytne zodpovedny
amendments (if any) skusajuci,

- will strictly adhere to the Protocol and |ts- bude striktne dodrZiavgrotokol a jeho pripadng
amendments (if any); dodatky,

-she has read the Principal Investigators si  preéitala povinnosti  zodpovedného
obligations under the present Clinical Trnakasajuceho  vyplyvajuce z tejto zmluyy

Agreement and agrees to comply with th
obligations (including but not limited to th
obligations of Confidentiality, Inventions
compliance with Applicable Law, Protocq
Insurance) to the extent that these obligatioreteg
to Sub-Investigator performance under {
Agreement;

eeeklinickom skuSani a zavéazuje sa ich dodr#ia
gvratane povinnosti tykajucich sa zachovava
5,mi¢anlivosti, vynalezov, dodrzZiavania prislusny
Ipravnych predpisov, protokolu, poistenia), ato
blrozsahu, do akého sa tieto povinnosti tykaju plag
hipoluskiSajuceho skdSania padejto zmluvy,

va
nia
ch
do
2Ni

- will work under the supervision and direction
the Principal Investigator and will comply with tl
Principal Investigator's instructions;

of bude pracowa pod doliadom a vedenin
negodpovedného skiSajuceho a bude dodrEigizo

pokyny,

- has obtained all the necessary approvals ang
made the necessary notifications to the Institu
in accordance with any applicable employm
regulations regarding the performance of
services under the present Clinical
Agreement;

Tr

| hasziskala vSetky potrebné suhlasy a zas
tipotrebné oznamenia institdcii v sula
eatprislusnymi  pracovnopravnymi predpismi

vztahu k poskytovaniu svojich sluzieb padtejto
i@mluvy o klinickom skusani,

lala
de

- is not receiving payment from the Institution 1
her services under the present Clinical T
Agreement, as part of her everyday |
responsibilities for which she is employed;

0- za sluzby poskytované na zaklade tejto Zmld

rimedostava od institicie mzdu vramci plne
abvojich kazdodennych pracovnych povinnosti,
ktoré je zamestnana,

vy,
nia
na

- may not assign his/her services under the pte
Clinical Trial Agreement to any other party, n
may she subcontract any of the services, wit
the INC Research's prior written conse

amluvy o klinickom skdasani Ziadnej inej strane
naatbezpéit ich poskytovanie prostrednictvo
ndodavatéa bez predchadzajiuceho pisomng
suhlasu spolkmosti INC Research.

semesmie postupisvoje sluzby vyplyvajluce z tejto

ani
m
5ho

Sub-Investigator shall be reimbursed for each T,

azda

ri@lpoluskisajucemu skiSania bude preplatena k
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Subject’s visit conducted as outlined in Attachm
A. (Payment Terms) and Attachment B. (Finan
Arrangements Worksheet Finance Summary Bo,

emivSteva dastnika Klinického skuSania, ako
civadza v prilone A. (Platobné podmien
X@ v prilohe B. (Harok finadtnych dohovoroy
Tabuka finareného suhrnu).

KY)

Agreed to and Accepted: / Suhlasim a prijimam:

MUDr. Alexandra Raéekova
NAME/MENO

Sub-Investigator / Pomocny skuSajuci
TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENT E

PRILOHA E

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # THR-317-

UCAST CLENA TIMU SKUSANIA NA
PROTOKOLE C. THR-317-001

001

MUDr. Michaela Lorinc, date of birthh MUDr. Michaela Lorinc, datum narodeni
.......... having principal place of business|at............... bydliskom
.................................................................................................... (,pomocny

(“Sub-Investigator) will be involved in the condy
of the Trial for the above referenced Protocol.

ctkuSajuci®) sa ztastni priebehu skisania vo vys
uvedenom protokole.

Participation in the Trial is subject to IN

Research’s prior written approval.

schvalena spotmog’ou INC Research.

QJcag’ na skaSani musi Bypredtym pisomne

D

Sub-Investigator represents and warrants that s

h&omocny skdSajaci vyhlasuje a zanje, Ze:

- is an experienced health care professional;

skijseny zdravotnicky pracovnik,

- will keep in strict confidence all study related celd dokumentaciu a vSetky informéacie spojené
documents and all study related information; so skuSanim bude udrZiawaprisnej tajnosti,

- if not provided by the Principal Investigatoresh— zadovaZzi kopiu protokolu ajeho pripadnych
will obtain a copy of the Protocol and itslodatkov, ak ich neposkytne zodpovedny
amendments (if any) skusajuci,

- will strictly adhere to the Protocol and |ts- bude striktne dodrZiavgrotokol a jeho pripadng
amendments (if any); dodatky,

-she has read the Principal Investigators si  preéitala povinnosti  zodpovedného
obligations under the present Clinical Trakasajuceho  vyplyvajuce z tejto zmluyy

Agreement and agrees to comply with th
obligations (including but not limited to th
obligations of Confidentiality, Inventions
compliance with Applicable Law, Protocq
Insurance) to the extent that these obligatioreteg
to Sub-Investigator's performance under t
Agreement;

eeeklinickom skuSani a zavéazuje sa ich dodr#ia
gvratane povinnosti tykajucich sa zachovava
5,mi¢anlivosti, vynalezov, dodrzZiavania prislusny
Ipravnych predpisov, protokolu, poistenia), ato
blrozsahu, do akého sa tieto povinnosti tykaju plag
hipoluskiSajuceho skdSania padejto zmluvy,

va
nia
ch
do
2Ni

- will work under the supervision and direction
the Principal Investigator and will comply with tl
Principal Investigator's instructions;

of bude pracowa pod doliadom a vedenin
negodpovedného skiSajuceho a bude dodrEigizo

pokyny,

- has obtained all the necessary approvals ang
made the necessary notifications to the Institu
in accordance with any applicable employm
regulations regarding the performance of
services under the present Clinical
Agreement;

Tr

| hasziskala vSetky potrebné suhlasy a zas
tipotrebné oznamenia institdcii v sula
eatprislusnymi  pracovnopravnymi predpismi

vztahu k poskytovaniu svojich sluzieb padtejto
i@mluvy o klinickom skusani,

lala
de

- is not receiving payment from the Institution 1
her services under the present Clinical T
Agreement, as part of her everyday |
responsibilities for which she is employed;

0- za sluzby poskytované na zaklade tejto Zmld
rimedostava od institicie mzdu vramci plne
abvojich kazdodennych pracovnych povinnosti,
ktoré je zamestnana,

vy,
nia
na

- may not assign his/her services under the pte
Clinical Trial Agreement to any other party, n
may she subcontract any of the services, wit
the INC Research's prior written conse

amluvy o klinickom skdasani Ziadnej inej strane

naatbezpéit ich poskytovanie prostrednictvo
ndodavatéa bez predchadzajiuceho pisomng
suhlasu spolkmosti INC Research.

semesmie postupisvoje sluzby vyplyvajlice z tejto

ani
m
5ho

Sub-Investigator shall be reimbursed for each T
Subject’s visit conducted as outlined in Attachm

rilpoluskisajucemu skdsania bude preplatena k

azda
sa

amivSteva dastnika klinického skuSania, ako
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A. (Payment Terms) and Attachment B. (Finan
Arrangements Worksheet Finance Summary Bo

ciavadza v prilohe A. (Platobné podmienky) a
xprilohe B. (Harok finasnych dohovorov Tabllka
financného suhrnu).

Agreed to and Accepted: / Suhlasim a prijimam:

MUDr. Michaela Lérinc
NAME/MENO

Sub-Investigator / Pomocny skuSajuci
TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENT F

PRILOHA F

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # THR-317-

UCAST CLENA TiMU SKUSANIA NA
PROTOKOLE C. THR-317-001

001
MUDr. Jamshed Anwarzai, having principal MUDr. Jamshed  Anwarzai, bydliskom:
place of buSINESS Al ..o

(“Sub-lvestigator) will be involveq
in the conduct of the Trial for the above refereh
Protocol.

| (,pomocny skld3ajuci*) sa zastni priebehy
cekuSania vo vysSie uvedenom protokole.

Participation in the Trial is subject to IN

Research’s prior written approval.

schvalena spotmog’ou INC Research.

QJcag’ na skaSani musi Bypredtym pisomne

D

Sub-Investigator represents and warrants that h

e: omoEny skuSajlci vyhlasuje a zanie, Ze:

- is an experienced health care professional;

skijseny zdravotnicky pracovnik,

- will keep in strict confidence all study relat
documents and all study related information;

ed cell dokumentaciu a vSetky informéacie spoj
so skuSanim bude udrZiawaprisnej tajnosti,

D

1

- if not provided by the Principal Investigat(
he/she will obtain a copy of the Protocol and
amendments (if any)

DI+ zadovazi kopiu protokolu ajeho pripadny
itkbdatkov, ak ich neposkytne zodpoved
skusajuci,

ny

- will strictly adhere to the Protocol and
amendments (if any);

ts- bude striktne dodrziavarotokol a jeho pripadn
dodatky,

[N

-he has read the Principal Investigator’s obligai
under the present Clinical Trial Agreement &
agrees to comply with these obligations (includ
but not limited to the obligations of Confidenttgli
Inventions, compliance with Applicable La
Protocol, Insurance) to the extent that th
obligations relate to Sub-Investigator/Stu
Coordinator/ Study Nurse’s performance under
Agreement;

0— si pre&ital povinnosti zodpovedného skuSajlce
ingplyvajluce ztejto zmluvy o klinickom skus
irmgzavazuje sa ich dodrziavdvratane povinno
tykajacich  sa  zachovavania  dahlivosti,
vyynalezov, dodrziavania prisluSnych pravny
epeadpisov, protokolu, poistenia), ato do rozsg
dgo akého sa tieto povinnosti tykaju plne
thipoluskusSajuceho/koordinatora skusania/zdravg
sestry skiSania péd tejto zmluvy,

Tl’
st

2ho

ch
\hu,
nia
tnej

- will work under the supervision and direction
the Principal Investigator and will comply with tl
Principal Investigator's instructions;

of bude pracowa pod doliadom a vedenin
negodpovedného skiSajuceho a bude dodrEigizo

pokyny,

N

- has obtained all the necessary approvals ang
made the necessary notifications to the Institu
in accordance with any applicable employm
regulations regarding the performance of his
services under the present Clinical Ti
Agreement;

| Aadskal vSetky potrebné suhlasy a zaslal potre
tiomnamenia  institdcii v stlade s prisludny
eptacovnopravnymi predpismi vo tahu

k poskytovaniu svojich sluzieb pbal tejto zmluvy
ia klinickom skusant,

sbné
mi

- is not receiving payment from the Institution 1
his services under the present Clinical T
Agreement, as part of his everyday |
responsibilities for which he is employed,;

0- za sluzby poskytované na zalkiaejto Zmiuvy,
riakdostava od institicie mzdu vramci plne
obvojich kazdodennych pracovnych povinnosti,
ktoré je zamestnany,

nia
na

- may not assign his/her services under the pte
Clinical Trial Agreement to any other party, n
may he subcontract any of the services, without
INC Research's prior written conse

amluvy o klinickom skdasani Ziadnej inej strane
thebezpeit ich poskytovanie prostrednictvo
ndodavatéa bez predchadzajuceho pisomng
suhlasu spolkmosti INC Research.

semesmie postupisvoje sluzby vyplyvajluce z tejto

ani
m
5ho

Sub-Investigator shall be reimbursed for each T,

azda

ri@lpoluskisajucemu skiSania bude preplatena k
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Subject’s visit conducted as outlined in Attachm
A. (Payment Terms) and Attachment B. (Finan
Arrangements Worksheet Finance Summary Bo,

emivSteva dastnika Klinického skuSania, ako

ciavadza v prilohe A. (Platobné podmienky) 3
Xprilohe B. (Harok finatinych dohovorov Talika
financného sahrnu).

1 V

Agreed to and Accepted: / Suhlasim a prijimam:

MUDr. Jamshed Anwarzai
NAME/MENO

Sub-Investigator / Pomocny skuSajuci
TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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