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Clinical Trial Agreement

Dohoda o klinickom skdSani

Protocol + N

protokol ¢. [ NN = |

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

Této Dohoda o klinickom skusani (d’alej ako
,,Dohoda”) uzatvorena v stlade s § 269 ods. 2
zdkona ¢. 513/1991 Zb. Obchodného
zakonnika v zneni neskorSich predpisov
(dalej len ,,Obchodny zakonnik"), s § 29 az §
44 zakona ¢. 362/2011 Z. z. o liekoch a
zdravotnickych poméckach a odoplneni
niektorych zadkonov Vv zneni neskorsich
predpisov (d’alej len ,,zakon o liekoch™) a
prislusnych ustanoveni zakona ¢. 576/2004 Z.
z. (dalej len ,zdkon o zdravotnej
starostlivosti") medzi

INC Research UK Limited with registered offices
located in the United Kingdom at Riverview, The
Meadows Business Park, Station Approach,
Blackwater, Camberley, Surrey GU179AB, UK,
including its affiliates, subsidiaries, and specifically
its parent company INC Research, LLC (hereinafter
“INC Research”)

INC Research UK Limited so zapisanym
sidlom umiestnenym v Spojenom kralovstve
na adrese Riverview, The Meadows Business

Park, Station Approach, Blackwater,
Camberley, Surrey GUL179AB, Spojené
kralovstvo  vratane jej  pridruzenych

a dcérskych spolocnosti, a predovsetkym jej
materskej spoloc¢nosti INC Research, LLC
(d’alej ako ,,INC Research”)

and

a

University hospital Trencin

Legionarska 28

911 71 Trencin, Slovak Republic

ID: 00610470

VAT: 2021254631

EU VAT: SK 2021254631

Represeted by: Ing. Miroslav Gajdusek, director
(“Institution™)

Fakultna nemocnica Trencin
Legionarska 28

911 71 Trencin, Slovenska republika
ICO: 00610470

DIC: 2021254631

ICDPH: SK 2021254631

Zast.: Ing. Miroslav Gajdusek, riaditel
(,,InStitucia”)

and

(“Principal Investigator”)

a

(,,Zodpovedny skusajuci”)

when signed by all parties, is effective as of date of
last signature.

sa po podpise vSetkych stran stava platnou
odo dna posledného podpisu.

By separate agreement, ThromboGenics NV with
a principal place of business at Gaston Geenslaan 1,
B-3001 Leuven, Belgium (“Sponsor”) has engaged
INC RESEARCH, LLC, a contract research
organization, with a principal place of business in
the United States at 3201 Beechleaf Court, Suite
600, Raleigh, NC 27604-1547 USA acting as an

Na zaklade samostatnej dohody spoloc¢nost’
ThromboGenics NV so sidlom na adrese
Gaston Geenslaan 1, B-3001 Leuven,
Belgicko (,,Sponzor”) zaviazala spolo¢nost’
INC RESEARCH, LLC, zmluvnd vyskumnu
organizaciu so sidlom na adrese 3201
Beechleaf Court, Suite 600, Raleigh, NC
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independent contractor, to act on behalf of Sponsor
for the purposes of transferring certain obligations
in connection to this Agreement, said obligations
including negotiations and execution of the
Agreement and payment administration of grant
amounts described hereunder.

27604-1547 USA, ktora konad ako nezavisly
subdodavatel’, aby konala v mene Sponzora
na ucely prevodu wurcitych povinnosti
stvisiacich s touto  Dohodou. Tieto
povinnosti budt zahffiat: vyjednavanie a
vykon Dohody a spravu platieb sim grantu
uvedené nizsie.

Sponsor wishes to support a clinical trial entitled

I (Protocol”) to be

conducted at Institution and to involve Trial

Subjects (“Trial”).

Sponzor si zela podporit’ klinické skusanie
S nazvom

(dalej ako ,,Protokol”), ktoré bude vykonané
v Institucii a bude zahinat Pokusné osoby
(,,Skusanie”).
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The parties agree as follows:

Strany sa dohodli na nasledujucom:

1. Investigators and Research Staff. 1. VysSetrovatelia a vyskumnici.
1.1 Principal Investigator. The Principal | 1.1 Zodpovedny sktisajici. Zodpovedny
Investigator skusajuci,
will be responsible for the direction of the I bude zodpovedny za riadenie
Trial in accordance with applicable Sktgania v sulade s prislusnymi
Institution policies and this Agreement. predpismi Institucie a touto Dohodou
1.2 Subinvestigators and Research  Staff. | 1.2 Pomocni vySetrovatelia a
Institution and Principal Investigator will vyskumnici. Institacia a Zodpovedny
ensure that only individuals who are skusajuci zabezpecia, aby pri vykone
appropriately trained and qualified assist in Skusania v ulohe pomocnych
the conduct of the Trial as subinvestigators vySetrovatelov a  vyskumnikov
or research staff. napomahali len jednotlivci, ktori su
spravne vyskoleni a kvalifikovani.
1.3 Obligations of Institution and Principal | 1.3 Povinnosti Institacie a
Investigator. Institution and Principal Zodpovedného sku§ajticeho.
Investigator are responsible to Sponsor for Indtitucia a Zodpovedny skuasSajtci
compliance by all Trial personnel with the ru¢ia Sponzorovi za to, Ze vSetci
terms of this Agreement. Institution and pracovnici podiel’ajiici sa na Skusani
Principal Investigator will ensure that any budi dodrziavat ustanovenia tejto
personnel who assist in the conduct of the Dohody. Institicia a Zodpovedny
Trial are informed of and agree to abide by skusajtci zabezpecia, aby boli vSetci
all terms of this Agreement applicable to pracovnici, ktori napomahaju pri
the activities they perform. Institution will vykone Skusania, informovani o
determine which of the obligations in this vSetkych ustanoveniach tejto
Agreement it will delegate to Principal Dohody, ktoré sa tykaja nimi
Investigator. Institution and Principal vykonavanych ¢innosti, a dodrziavali
Investigator will assume all those ich. Institicia  stanovi,  ktoré
responsibilities  assigned  under  all povinnosti z tejto Dohody deleguje
applicable  laws, rules, regulations, na  Zodpovedného  skusajuceho.
guidelines and standards including without Indtitucia a Zodpovedny skuSajtci
limitation all relevant International prevezmu vSetky povinnosti, ktoré
Conference on Harmonization Good ukladajii vSetky prislusné zakony,
Clinical Practice (“ICH GCP”) guidelines pravne  predpisy, smernice a
and standards, and all applicable laws Standardy  vratane  (nie  vSak
relating to the confidentiality, privacy and vyhradne)  vSetkych  prislusnych
security of patient information smernic a S$tandardov OsvedCenej
(“Applicable Law™). Klinickej ~ praxe  Medzinarodnej
konferencie o harmonizacii (,,JCH
GCP”) a vsetkych prislusnych
pravnych predpisov tykajucich sa
dovernosti, ochrany sukromia a
zabezpecenia Udajov o pacientoch
(,,Prislusné pravne predpisy”).
1.4 No_Substitution. Institution and Principal | 1.4 Zékaz nahradzania. Institucia a
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Investigator may not reassign the conduct

of the Trial to a different Principal
Investigator ~ without  prior  written
authorization ~ from  Sponsor.  Any

replacement Principal Investigator will be
required to agree to the terms and
conditions of this Agreement in a separate

Zodpovedny skuSajuci nesmii bez
predchadzajuceho pisomného sthlasu
Sponzora opétovne previest’ vykon
Skusania na iného Zodpovedného
skasajuceho. Vsetky osoby, ktoré
nahradia Zodpovedného sktisajtuceho,
budu musiet’ sthlasit’ s podmienkami

writing. In the event Sponsor does not tejto Dohody v  samostatnom

approve a  replacement  Principal pisomnom dodatku. V pripade, Ze

Investigator, Sponsor may terminate this Sponzor neodsuhlasi vymenu

Agreement in accordance with the Zodpovedného skusajiceho, moze

Termination provisions below. Sponzor ukoncit’ platnost’ tejto
Dohody v sllade s ustanoveniami o
ukonceni platnosti, ktoré¢ st uvedené
nizsie.

15 Delegation of Duties by Principal | 1.5 Delegacia povinnosti Zodpovednym
Investigator. Principal Investigator may skuasajucim. Zodpovedny skusajici
delegate duties and responsibilities to moze delegovat  povinnosti a
subinvestigators or research staff only to zodpovednost  na  pomocnych
the extent permitted by Applicable Law vysetrovatel'ov alebo vyskumnikov v
governing the Trial conduct, as described rozsahu  povolenom  Prislusnymi
below. pravnymi predpismi, ktorymi sa riadi

Vykon skusania, ako je popisané
nizsie.

1.6 Compliance with Institutional Policies. | 1.6 Dodrziavanie pravidiel Institacie.
Principal Investigator will comply with the Zodpovedny skusajuci bude
policies and  procedures of the dodrziavat’  pravidla  a postupy
organization(s) with  which  Principal organizacie alebo organizacii, pod
Investigator is affiliated, including any ktoré tento Zodpovedny sktsajuci
applicable financial policies. Principal spada, a to vratane vSetkych
Investigator will notify Sponsor promptly prislusnych finan¢nych pravidiel.
of any conflict between the terms of this Zodpovedny skusajici bezodkladne
Agreement and any such policy or oznami  Sponzorovi  akykol'vek
procedure, and the parties will attempt to rozpor medzi ustanoveniami tejto
reach an appropriate accommodation. Dohody a vsSetkymi takymito

predpismi ¢i postupmi a strany sa
pokisia o dosiahnutie vhodného
prisposobenia.

2. Protocol.  Institution and  Principal | 2. Protokol. In$titacia a Zodpovedny

Investigator will conduct the Trial in accordance
with the Protocol.

skasajuci budi vykonavat’ Skusanie v sulade
s Protokolom.

2.1

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

2.1

Dodatky. Protokol je mozné menit
len formou pisomnych Dodatkov
podpisanych Sponzorom aj
Zodpovednym skiSajucim. Strany
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Protocol Amendments are also subject to
approval by the responsible Independent
Ethics Committee (“IEC”).

berat na vedomie, Ze Dodatky
k protokolu podliehaju schvéleniu
prislusnym Etick&d Komisia Institacie
(,,EK™).

2.2 Emergency Amendments. If it is necessary | 2.2 Dodatky v pripade nudze. Ak bude
to change the Protocol on an emergency nevyhnutné zmenit Protokol v
basis for the safety of the Trial Subjects pripade nudze z dévodu bezpeénosti
(hereinafter defined), Institution and/or Pokusnych os6b (definované nizsie),
Principal Investigator will notify Sponsor Institicia  a/alebo  Zodpovedny
and the responsible IEC as soon as skusajuci tuto skutocnost oznamia
practicable but, in any event, no later than Sponzorovi a prislusnej EK hned’ ako
five working days after the change is to bude mozné, ale v ziadnom
implemented. Any emergency change to pripade nie neskdér ako pat
the Protocol must be followed by a written pracovnych dni po zavedeni danej
Amendment. zmeny. Akakol'vek zmena Protokolu

v pripade nidze musi byt nésledne
potvrdena pisomnym Dodatkom.

2.3 No Additional Research. No additional | 2.3 Zékaz doplnkoveho vyskumu. Na
research may be conducted on Trial Pokusnych osobach sa nesmie pocas
Subjects during the conduct of the Trial, vykonu SkuSania vykonavat Ziadny
unless it is approved by Sponsor and dalsi vyskum, okrem pripadov, kedy
documented as a companion protocol or an je tento schvaleny zo strany
Amendment to the original Protocol. Such Sponzora aje doloZzeny vo forme
prohibited research activities include sprievodného protokolu ¢i Dodatku
analyses of biological samples from Trial pbvodného Protokolu. Tieto
Subjects for any non-therapeutic purpose. zakazané vyskumné ¢innosti

zahfnaji  analyzy  biologickych
vzoriek  Pokusnych  o0séb  na
akékol'vek ucely, ktoré sa netykaju
liecby.

3. Independent Ethics Committee. Before the | 3. Nezavisla eticka komisia. Pred

Trial is initiated, Institution and Principal | zacatim SkuSania zabezpe¢i Institucia a

Investigator will ensure that both the Trial and the
informed consent form are approved by an IEC that
complies with all applicable regulations. Institution
and Principal Investigator will further ensure that
the Trial is subject to continuing oversight by the
IEC throughout its conduct.

Zodpovedny skusajuci,

aby SkuSanie aj

formular informovaného suhlasu odsuhlasila
EK ako zodpovedajuce vSetkym prislusnym
pravnym predpisom. Institicia a Zodpovedny
skusajici d’alej zarucia, ze SkiSanie bude
pocas jeho priebehu podliehat neustalemu

dozoru EK.
3.1 Trial Disapproval. If, through no fault of | 3.1 Neschvalenie sktGsania. Ak bez
Institution or Principal Investigator, the zavinenia Institucie alebo
Trial is disapproved by the IEC, this Zodpovedného  skusajuceho EK

Agreement will immediately terminate with
no penalty to the Institution or Principal
Investigator, as outlined below.

Skusanie neschvali, platnost’ tejto
Dohody bude okamzite ukoncena, a
to bez akejkol'vek sankcie voci
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InStithcii ¢i
skasajucemu  a
uvedeného nizsie.

Zodpovednému
podla  postupu

4.

Trial Conduct. Institution and Principal

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

4.
Zodpov

edny

skiSania.  InStitdcia a
skuSajuci  budu vykonavat

Vykon

Sktisanie v sulade s Protokolom, pisomnymi
pokynmi Sponzora alebo nim uréenej osoby a
Prislusnymi pravnymi predpismi

5.

Sponsor  will provide

Sponsor _ Drug.

Institution with sufficient quantities of the Sponsor
product that is being studied (“Sponsor Drug”) to
conduct the Trial.

5.

Lie¢ivo sponzora. Sponzor poskytne

Institacii také mnozstvo skimaného vyrobku
Sponzora (,,Lieivo sponzora™), ktoré bude
dostatocné na vykonanie SkiiSania.

51 Custody and Dispensing. Institution and | 5.1 Uschova a davkovanie. Institucia a
Principal Investigator will adhere to Zodpovedny skusajuci budu
Applicable Law and industry standards dodrziavat’ Prislusné pravne predpisy
requiring careful custody and dispensing of a odvetvové  Standardy, ktoré
Sponsor Drug, as well as appropriate vyZaduju starostlivé uchovavanie a
documentation of such activities. likvidaciu Lieciva sponzora, ako aj

spravne zadokumentovanie tychto
¢innosti.

5.2 Control.  Institution and  Principal | 5.2 Kontrola. Institicia a Zodpovedny
Investigator will maintain appropriate skuSajiici si zachovajii primeranu
control of supplies of Sponsor Drug and kontrolu nad zasobami Lieciva
will not administer or dispense it to anyone sponzora a nebudi ho podavat ¢i
who is not a Trial subject, or provide vydavat’ nikomu, kto nie je Pokusnou
access to it to anyone except osobou, ani neposkytni k nemu
subinvestigators or Trial research staff. pristup  nikomu  inému  nez

pomocnym vySetrovatel'om a
vyskumnikom zapojenym do
Skusania.

5.3 Use. Institution and Principal Investigator | 5.3 Pouzivanie. InStiticia a Zodpovedny
will use Sponsor Drug only as specified in skisajuci  budi pozivat Liecivo
the Protocol. Any other use of Sponsor sponzora  vyhradne spdsobom
Drug constitutes a material breach of this popisanym v Protokole. Akékol'vek
Agreement. iné pouzitie LieCiva sponzora bude

predstavovat’ podstatné poruSenie
tejto Dohody.

5.4 Ownership of Sponsor Drug. Sponsor Drug | 5.4 Vlastnictvo lieciva sponzora. Liecivo
is and remains the property of Sponsor. sponzora je azostdva vlastnictvom
Sponsor grants Institution and Principal Sponzora. Sponzor  neudel'uje
Investigator no express or implied Institacii ani Zodpovednému
intellectual property rights in the Sponsor skisajucemu ziadne vyslovné ani
Drug or in any methods of making or using predpokladané prava  duSevného

vlastnictva s ohladom na LieCivo
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the Sponsor Drug.

sponzora ani na akékol'vek spdsoby

vyroby ¢i  pouzivania LieCiva
sponzora.
55 Payment for Sponsor Drug. Institution and | 5.5 Platba za Liecivo sponzora.Institicia
Principal Investigator will not charge a a Zodpovedny skuSajuci nebudu
Trial subject or third-party payer for uctovat Pokusnym osobam alebo
Sponsor Drug or for any services platcom z tretich stran platby za
reimbursed by Sponsor under this Lie¢ivo sponzora ani za akékol'vek
Agreement. sluzby, ktoré Sponzor podla tejto
Dohody preplati.
6. Research Grant. Funding will be made by | 6. Vyskumny grant. Financovanie bude
way of grant payments in accordance with | poskytnuté vo forme platieb grantu v stlade s
Attachment B. The grant represents Institution’s | Prilohou B. Grant predstavuje vysku
and Principal Investigator’s costs of conducting the | nakladov  InStiticie a  Zodpovedného

Trial. All amounts are inclusive of all direct,
indirect, overhead and other costs, including
laboratory and ancillary service charges, and will
remain firm for the duration of the Trial, unless
otherwise agreed in writing by the parties. Neither
the Institution nor the Principal Investigator will
directly or indirectly seek or receive compensation
from patient(s) participating in the Trial (“Trial
Subject(s)”) or third-party payers for any material,
treatment or service that is required by the Protocol
and provided or paid by Sponsor, including, but not
limited to, Sponsor Drug, Trial Subject screening,
physician and nurse services, diagnostic tests, and
Sponsor Drug administration.

skuSajiiceho v suvislosti s vykondvanim
Skusania. VsSetky sumy zahfiiaji vSetky
priame, nepriame, rezijné a ostatné naklady
vratane poplatkov za laboratérium a
podporné sluzby a zostdvaju pocas doby
Skusania pevne stanovené, ak sa strany
pisomne nedohodni inak. InStiticia ani
Zodpovedny skusajuci nebudu priamo alebo
nepriamo vyhl'adavat ¢i dostavat’
kompenzéciu od pacientov, ktori sa
zucCastiiuju  SkuSania (,,Pokusné osoby™),
alebo platcov z tretich stran za akykol'vek
material, liecbu ¢ sluzbu, ktora je
vyzadovana Protokolom a je poskytovana
alebo platend Sponzorom vratane (nie vSak
vyhradne) LieCiva sponzora, skriningu
Pokusnych  o0sob, sluzieb lekara a
zdravotnych sestier, diagnostickych testov a
podavania Lieciva sponzora.

7. Trial Subject Enrollment. Institution and
Principal Investigator have agreed to enroll Trial
Subjects in the Trial in accordance with the
Protocol.

7. Zapis _pokusnej osoby. Institicia a
Zodpovedny skusajtici sthlasia, ze zapiSu
Pokusné osoby do Skasania v sulade s
Protokolom.

7.1 Multi-Center  Studies.  Sponsor may | 7.1 Stadie  vo  viacerych  centrach.
discontinue patient enrollment if the total Sponzor ma pravo prestat’ zapisovat’
enrollment needed for a multi-center Trial pacientov v pripade, ze v Skdsani vo
has been achieved. viacerych centrach uz bol dosiahnuty

celkovy pocet potrebnych zapisov.

8. Informed Consent. Institution and Principal | 8 Informovany suhlas. InstitGcia a

Investigator will obtain a written Informed Consent
Form (“ICF”) for each Trial Subject explaining the

Zodpovedny skuSajuci ziskaji pisomny
Formular informovaného suhlasu (,,FIS”) pre
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Trial Subject’s rights in connection with its
relationship with the Institution and Principal
Investigator. Institution and Principal Investigator
will maintain a signed original of that ICF in the
Trial Subject’s record. Institution and Principal
Investigator will provide Sponsor or its designee an
opportunity to review and approve the content of
the ICF, including any revisions made during the
course of the Trial, before it is used. Institution and
Principal Investigator will allow Sponsor or its
designee to inspect signed ICFs or photocopies
thereof during monitoring visits or audits.
Institution and Principal Investigator will submit
any modifications it may propose to the ICF to
Sponsor or its designee for review and written
approval by Sponsor before submitting the ICF for
IEC approval. The Principal Investigator will
ensure that every Trial Subject signs an ICF
approved by Sponsor and the Institution’s IEC
before the Trial Subject begins participating in the
Trial. When required, the approved ICF will be
modified to reflect amendments to the Protocol.

kazdt Pokusni osobu s vysvetlenim prav
Pokusnej osoby v stvislosti s jej vztahom k

Instittcii a Zodpovednému skuSajucemu.
Institicia a Zodpovedny skuasajuci  si
ponechaju  podpisany origindl FIS v

zaznamoch Pokusnej osoby. InStiticia a
Zodpovedny skuSajuci poskytni Sponzorovi
alebo nim poverenej osobe mozZnost’
zoznamit’ sa s obsahom FIS a odsuhlasit’ ho
vratane  vSetkych  revizii, ktoré budu
vykonané pocas SkusSania, a to pred tym, nez
sa pouziju. Institucia a Zodpovedny skusajuci
umoznia pocas monitorovacich navstev ¢i
auditu Sponzorovi alebo nim uréenej osobe
skontrolovat’ podpisané¢ formulare FIS alebo
ich fotokdpie. Institicia a Zodpovedny
skasajuci zasli vsetky zmeny FIS, ktoré
mozu navrhnut, Sponzorovi alebo nim
poverenej osobe s cielom oboznamenia sa a
udelenia pisomného suhlasu zo strany
Sponzora, a to pred zaslanim formulara FIS
na schvélenie zo strany EK. Zodpovedny
skasajuci zabezpe¢i, aby kazda Pokusna
osoba podpisala formular FIS schvaleny
Sponzorom a EK Institacie pred tym, nez sa
tato Pokusnd osoba zacne zucastnovat
Skusania. Ak sa to bude vyzadovat, bude
schvéaleny formular FIS zmeneny tak, aby
odrazal dodatky v Protokole.

9. Adverse Events. Institution and Principal
Investigator will report adverse events experienced
by Trial Subjects in accordance with instructions in
the Protocol and applicable regulations. This
includes, where required, prompt reporting by
telephone. If a Trial Subject is physically injured by
the Sponsor Drug or properly performed Trial
procedures and the Institution, Principal
Investigator and other individuals participating in
the conduct of the Trial have followed the Protocol,
all applicable laws and regulations and all
directions of Sponsor, Sponsor will reimburse the
reasonable costs of medical expenses necessary to
treat the injury.

9. Neziaduce udalosti. InStitlicia a
Zodpovedny skusajuci oznamia neziaduce
udalosti, ktoré zaziju Pokusné osoby, a to v
sulade s pokynmi v Protokole a prislusnymi
pravnymi predpismi. To zahfna okamzité
podanie spravy prostrednictvom telefonu v
pripadoch, kedy sa to vyzaduje. V pripade, zZe
sa Pokusnd osoba fyzicky zrani Lie¢ivom

sponzora alebo  spravne  vykonanymi
Sktsobnymi postupmi a Institucia,
Zodpovedny  skusajuci a ostatné  osoby

zacastnujuce sa vykonu SkuSania postupovali
podla Protokolu, vsetkych prislusnych
pravnych predpisov anoriem a vsetkych
pokynov  Sponzora, Sponzor  preplati
primerané néklady za lekéarske oSetrenie,
ktoré bude nevyhnutné na oSetrenie zranenia.

10. Protected Health Information. The parties

10. Chrénené (daje o zdravotnom stave.
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recognize a common goal of securing all
individually identifiable health information and
holding such information in confidence and
protecting it from unauthorized disclosure.
Institution and Principal Investigator represent and
warrant that it will comply with the provisions of
any Applicable Laws relating to the confidentiality,
privacy and security of such information.

Strany uznavaju spolo¢ny ciel' zabezpecenia
vsetkych osobne identifikovatelnych udajov
0 zdravothom stave auchovavania tychto
Udajov v dbvernosti, ako aj ich ochrany pred
neopravnenym spristupiiovanim. Institiicia a
Zodpovedny skuSajuci prehlasuju a rucia za
to, ze budi dodrziavat’ vSetky ustanovenia
Prislusnych pravnych predpisov tykajice sa
dbévernosti, ochrany a zabezpecenia tychto
Gdajov.
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10.1  Authorization to Use and Disclose Health | 10.1  Povolenie pouzit a zverejnit udaje
Information. Institution and Principal 0 zdravotnom _ stave. Institucia a
Investigator will obtain a written privacy Zodpovedny skusajuci ziskaju pre
authorization,  complying  with  all kazda Pokusnii osobu pisomné
Applicable Law, for each Trial Subject formulare povolenia vyuzitia
which will enable Institution and Principal osobnych Gdajov, ktoré budi v stlade
Investigator to provide Sponsor and other so vSetkymi PrisluSnymi pravnymi
persons and entities designated by Sponsor predpismi a ktoré umoznia Institicii a
with  completed case report forms Zodpovednému skusajicemu
(“CRFs”), source documents and all other poskytovat’ Sponzorovi a ostatnym
information required by the Protocol. osobam a subjektom, ktoré urci
Sponsor, though not a covered entity, Sponzor, vyplnené formulare spravy o
recognizes that, pursuant to this pripade (,,FSP”), zdrojova
Agreement, it has the responsibility to dokumentaciu a vSetky ostatné
protect all individually identifiable patient informacie vyzadované Protokolom.
information and to restrict the use of such Sponzor, ktory aj napriek tomu, Ze nie
information to those persons and entities, je povinnym subjektom, uznava, Ze
including consultants, contractors, podra tejto Dohody ma zodpovednost’
subcontractors and agents, who must have za  ochranu  vSetkych  osobne
access to such information in order to identifikovatenych udajov
fulfill their assigned duties with respect to 0 pacientoch aza obmedzenie
the Trial. Such use also will be restricted to pouzitia tychto tdajov na tie osoby
those permitted in the authorization forms a subjekty (vratane poradcov,
and neither Sponsor nor any party to whom dodavatelov, subdodavatel'ov
Sponsor may  disclose individually a zastupcov), ktori k nim musia mat’
identifiable health information may use pristup, aby mohli plnit svoje
such information to recruit research stanovené lohy tykajtce sa Skusania.
subjects to additional studies, to advertise Toto pouzivanie sa obmedzi len na tie
additional studies or products, or to sposoby, ktoré budd povolené vo
perform marketing or marketing research. formularoch povoleni aani Sponzor,
Institution and Principal Investigator will ani ziadna strana, ktorej Sponzor
provide Sponsor or INC Research an moze poskytnut’ individualne
opportunity to review and approve the identifikovatelné tdaje o zdravotnom
content of the authorization (including any stave, nesmu vyuzit' tieto udaje na
revisions made during the course of the nabor skiimanych os6b do dalsich
Trial) before it is used. stadii, na propagaciu d’alsich stadii ¢i

produktov alebo na marketing ¢i
vykonavanie marketingoveho
vyskumu. Institicia a Zodpovedny
skUsajuci poskytni Sponzorovi alebo
spolo¢nosti INC Research moznost’
zoznamit’ sa s obsahom povolenia a
odsthlasitt ho (vratane vSetkych
revizii, ktoré budi vykonané pocas
SkuSania), a to pred tym, nez sa
pouziju.

11. Confidential Information. During the | 11. Doverné informacie. Pocas priebehu

course of the Trial,

Institution and Principal

Sktisania moézu InStiticia a Zodpovedny

Page/Strana 10 of/z 49

s <« ThromboGenics_ | \ST P! CTA 14Mar2017_Final




1.

Confidential/ Doverné

Investigator may receive or generate information
that is confidential to Sponsor or a Sponsor

skuSajaci prijimat’ ¢i vytvarat’ informacie,
ktoré st v suvislosti so Sponzorom C¢i

affiliate. pridruZzenym subjektom Sponzora

povazované za doverné.

11.1  Definition. Except as specified below, | 11.1  Definicia. Okrem pripadov
Confidential Information includes all uvedenych niZsie, Doverné
information provided by Sponsor or INC informacie zahiiaju vsetky
Research, or developed for Sponsor or INC informécie poskytnuté Sponzorom
Research, Inventions (hereinafter defined) alebo spolo¢nostou INC Research
and all data collected during the Trial, alebo vytvorené pre Sponzora i
including  without limitation  results, spolo¢nost’ INC Research, Vynalezy
reports, technical and economic (definované nizsie) a vSetky udaje
information, the existence or terms of this zhromazdené pocas SkuSania vratane
or other Trial agreements with the Sponsor (nie vsak vyhradne) vysledkov,
or INC Research, commercialization and technickych a hospodarskych tdajov,
Trial strategies, trade secrets and know- existencie alebo podmienok tejto
how disclosed by Sponsor to Institution or alebo inej Dohody o sktSani so
Principal Investigator directly or indirectly, Sponzorom ¢i spolo¢nostou INC
whether in writing, electronic, oral or Research, komercializaciou a
visual transmission, or which is developed stratégii ~ SkaSania,  obchodnych
under this Agreement. tajomstiev. a  know-how, ktoré

Sponzor oznami Institucii alebo
Zodpovednému skusajicemu priamo
alebo nepriamo, ¢i uz prenosom
pisomnou, elektronickou, Ustnou
alebo vizuéalnou formou, alebo ktoré
bud( vyvinuté v rdmci tejto Dohody.

11.2  Exclusions. Confidential Information does | 11.2  Vynimky.  DO&verné  informacie

not include information that is in the public nezahfiiaju informacie, ktoré sa

domain prior to disclosure by Sponsor or
INC Research; becomes part of the public
domain during the term of this
confidentiality obligation by any means
other than breach of this Agreement by
Institution or Principal Investigator; is
already known to Institution or Principal
Investigator at the time of disclosure and is
free of any obligations of confidentiality; or
is obtained by Institution or Principal
Investigator, free of any obligations of
confidentiality from a third party who has a
lawful right to disclose it.

verejne zndme pred ozndmenim zo
strany Sponzora alebo spolo¢nosti
INC Research, ktoré sa stanu verejne
znamymi pocas trvania tohto zavazku
dévernosti inym spdsobom nez
poruSenim tejto Dohody zo strany
Institicie  alebo  Zodpovedného
skasajuceho, ktoré su uz zname
Institcii  alebo  Zodpovednému
skasajuicemu v dobe oznamenia a
nevztahuji sa na ne Ziadne
povinnosti uchovavania dovernosti,
alebo ktoré ziska Institicia alebo
Zodpovedny sktsajuci bez
akychkol'vek povinnosti uchovavania
dovernosti od tretej strany, majucej
zakonné pravo oznamovat’ ich.
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11.3  Obligations of Confidentiality. Unless | 11.3  Povinnosti stvisiace s dévernostou.
Sponsor provides prior written consent, Okrem pripadu, ked  Sponzor
Institution and Principal Investigator may poskytne predchadzajaci pisomny
not use Confidential Information for any sthlas, Institicia ani Zodpovedny
purpose other than that authorized in this skusajuci nesmu vyuzivat Doverné
Agreement, nor may Institution or Principal informacie na Ziadne iné ucely, nez
Investigator disclose Confidential su tie, ktoré su povolené v tejto
Information to any third party except as Dohode, ani tato InStitucia ¢i
authorized in this Agreement or as required Zodpovedny skusajuci nesmu
by law. Required disclosure of Confidential zverejiiovat Doverné  informacie
Information to the IEC or to an applicable ziadnej tretej strane, okrem spdsobu
regulatory  authority is  specifically povoleného touto Dohodou alebo tak,
authorized. ako je pozadované  zidkonom.

Vyslovne sa povoluje spristupnenie
tych Dévernych informacii, ktoré si
vyziada ~EK  alebo  prislusny
regulacny urad.

11.4  Disclosure Required by Law. If disclosure | 11.4  Spristupnenie vyzadované pravnymi
of Confidential Information beyond that predpismi. Ak Prislusné pravne
expressly authorized in this Agreement is predpisy  vyzaduji  zverejnenie
required by Applicable Law, that disclosure Ddvernych informéacii v rozsahu
does not constitute a breach of this vacsom, nez tato Dohoda vyslovne
Agreement so long as Institution and pripista,  nepredstavuje  takéto
Principal Investigator notify Sponsor in zverejnenie porusenie tejto Dohody
writing as far as possible in advance of the za predpokladu, ze to Institicia a
disclosure so as to allow Sponsor to take Zodpovedny  skuSajici  pisomne
legal action to protect its Confidential oznamia Sponzorovi €o najviac Vv
Information, discloses only  that predstihu, ako je to mozné, aby mal
Confidential Information required to Sponzor moznost’ podniknut’ pravne
comply with the legal requirement, and kroky na ochranu svojich Dbvernych
continues to maintain the confidentiality of informacii, a Ze InStiticia a
this Confidential Information with respect Zodpovedny skusajuci zverejnia len
to all other third parties. tie Doverné informacie, ktoré su

pozadované na splnenie pravnej
povinnosti, a neprestani zachovavat’
dévernost’ tychto Dovernych
informacii s ohladom na vSetky
ostatné tretie strany.

11.5  Survival of Obligations. For Confidential | 11.5  Zachovanie platnosti povinnosti.
Information other than Trial Data and Povinnosti nepouzivania a
Biological Sample Analysis Data, these nespristupnenia vztahujuce sa na
obligations of nonuse and nondisclosure doverné informéacie, s vynimkou
survive termination of this Agreement and Skusobnych udajov a Udajov
continue for a period of five (5) years after oanalyze biologickych  vzoriek,

termination. Permitted uses and disclosures
of Trial Data are described in Section 15

zostavaju platné aj po ukonceni
platnosti tejto Dohody, a to po dobu
piatich (5) rokov po tomto ukonéeni.
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(Publications) of this Agreement.

Povolené sposoby vyuZzitia
a spristupnenia SkuSobnych udajov
sU popisané v ¢lanku 15 (Publikacie)
tejto Dohody.

11.6  Return of Confidential Information. If | 11.6  Vréatenie dovernych informécii. Ak
requested by Sponsor in writing, Institution Sponzor pisomne o to poziada,
and Principal Investigator will return all Institicia a Zodpovedny skusSajici
Confidential Information, at Sponsor’s vratia vSetky Doverné informacie na
expense, except that required to be retained naklady Sponzora, okrem tych
at the Trial site by Applicable Law. informdcii, ktoré PrisluSné pravne
However, Institution and  Principal predpisy  vyzaduju, aby  boli
Investigator may retain a single archival uchovavané na Sktisobnom
copy of the Confidential Information for pracovisku. Institacia a Zodpovedny
the sole purpose of determining the scope skusajuci si vSak moézu uchovat
of obligations incurred under this jednu archivnu képiu Ddvernych
Agreement. informécii, vyhradne na ucely

uréenia rozsahu povinnosti, ktoré
vznikli na zaklade tejto Dohody.

12. Trial Data, Biological Samples, and | 12. Skusobné daje, Biologické vzorky a

Records. Zé&znamy.

12.1  Trial Data. During the course of the Trial, | 12.1  SkiiSobné tudaje. Pocas priebehu
Institution and Principal Investigator will Skusania  budd  InStitucia a
collect and submit certain data to Sponsor Zodpovedny skusajuci
or its agent, as specified in the Protocol. zhromazd’ovat’ a zasielat’ urcité tidaje
This includes CRFs (or their equivalent) or Sponzorovi alebo jeho zastupcovi
electronic data records, as well as any other tak, ako to stanovuje Protokol. Medzi
documents or materials created for the Trial ne patria formulare FSP (alebo im
and required to be submitted to Sponsor or rovnocenné) ¢&i elektronické datové
its agent, such as X-ray, MRI, or other zaznamy, ako aj vSetky ostatné
types of medical images, ECG, EEG, or dokumenty a materialy vytvorené pre
other types of tracings or printouts, or data Sktganie, ktoré musia byt zaslané
summaries (collectively, “Trial Data”). Sponzorovi alebo jeho zastupcom,
Institution and Principal Investigator will ako napriklad roéntgenové snimky,
ensure accurate and timely collection, snimky magnetickej rezonancie C¢i
recording, and submission of Trial Data. ostatné typy lekarskych snimok,

EKG, EEG alebo iné typy vysledkov
¢i vytlackov alebo zhrnutia udajov
(spolo¢ne oznacované ako
»Skusobné udaje”). InStitacia a
Zodpovedny skuSajuci zabezpecia
presné a vcasné zhromazdovanie,
zaznamenavanie a zasielanie
Skusobnych udajov.

a. Ownership of Trial Data. Subject to the | a. Vlastnictvo skuSobnych tdajov. S

non-exclusive license that permits certain

vyhradou prava nevyhradnej licencie,
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uses by Institution
Investigator, Sponsor
owner of all Trial Data.

and/or  Principal
is the exclusive

ktord povoluje uréité spOsoby
vyuzitia Instituciou a/alebo
Zodpovednym skusajucim, je
Sponzor  vyhradnym  vlastnikom
vSetkych Skusobnych udajov.

b. Non-Exclusive License. Sponsor grants | b. Nevyhradna licencia. Sponzor
Institution and Principal Investigator a poskytuje Institicii a Zodpovednému
royalty free non-exclusive license, with no skusajucemu bezodplatni nevyhradna
right to sublicense, to use Trial Data for licenciu na vyuZzivanie Skuasobnych
internal research or educational purposes. udajov na ucely interného vyskumu ¢i

vzdelavacie ucely. Tato licencia
nezahfna pravo poskytovat’
sublicencie.

c. Medical Records. Medical records relating | c. Lekéarske zaznamy. Lekarske
to Trial Subjects that are not submitted to zaznamy tykajlce sa Pokusnych
Sponsor may include some of the same osbb,  ktoré  nebudd  zaslané
information as is included in Trial Data; Sponzorovi, moézu zahffat' isté
however, Sponsor makes no claim of informécie, ktoré su rovnaké ako
ownership to those documents or the informacie zahrnuté v Sktsobnych
information they contain. udajoch. Sponzor si vsak

nevyhradzuje  vlastnictvo  tychto
dokumentov alebo udajov, ktoré
obsahuju.

d. Personal Information Protection. Each | d. Ochrana osobnych uddajov. Obe
party represents and warrants that strany prehlasuji arucia za to, ze
procedures compatible with  relevant pouziju postupy spliajuce prislusné
personal information and data protection pravne predpisy a normy o ochrane
laws and regulations will be employed so osobnych Udajov a dat, aby nedoslo
that processing and transfer of such k zmareniu spracovania a prenosu
information and data identifiers will not be identifikatorov tychto Gdajov a dat.
impeded.

12.2  Biological Samples. If so specified in the | 12.2  Biologické vzorky. Ak to stanovuje

Protocol, Institution and  Principal
Investigator may collect and provide to
Sponsor or its designee biological samples
(e.g., blood, urine, tissue, saliva, etc.)
obtained from Trial Subjects for testing that
is not directly related to patient care or
safety monitoring, including
pharmacokinetic, pharmacogenomic, or
biomarker testing (“Biological Samples”).

Protokol, Institicia a Zodpovedny
skuSajiici mozu zhromazdovat a
poskytovat’ Sponzorovi alebo nim
uré¢enému subjektu biologické vzorky
(napr. krv, mo¢, tkanivo, sliny atd’.),
ktoré ziskaju od Pokusnych osdb, a
to na testovanie, ktoré nie je priamo
spojené so starostlivost'ou o pacienta
¢i sledovanie jeho bezpecnosti,
vratane farmakokinetického,
farmakogenomického a
biomarkerového testovania
(,,Biologické vzorky™).
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Investigator will retain all records and
documents pertaining to the Trial for a
period in accordance with Applicable Law
and regulations and the Protocol. Institution
and Principal Investigator will retain
Records, under storage conditions
conducive to their stability and protection,
for a period of fifteen (15) years after
termination of the Trial unless Sponsor
authorizes, in writing, earlier destruction.
At the end of such required retention

a. Use. Institution and Principal Investigator | a. Pouzivanie. Institacia a Zodpovedny
will not use Biological Samples collected skusajtci nebudu pouzivat
under the Protocol in any manner or for any Biologické  vzorky zhromazdené
purpose other than that described in the podl'a Protokolu, a to ziadnym inym
Protocol. sposobom ani na ziadny iny ucel, nez

stanovuje Protokol.

b. Sample Data. Sponsor or its designees will | b. Udaje o0 vzorkach. Sponzor alebo nim
test Biological Samples as described in the stanovené osoby budu testovat
Protocol. Unless otherwise specified in the Biologické vzorky tak, ako to
Protocol, Sponsor will not provide the popisuje Protokol. Ak nie je v
results of such tests (“Sample Data”) to the Protokole stanovené inak, Sponzor
Institution or Principal Investigator or Trial neposkytne vysledky tychto testov
Subject. Sample Data will be treated as (,Udaje o vzorkach”) Intitacii,
Trial Data; therefore, if Sponsor provides Zodpovednému  skaSajicemu  ani
Sample Data to the Institution or Principal Pokusnej  osobe. S Udajmi
Investigator, that data will be subject to the o vzorkach bude nakladané ako so
permitted use of Trial Data as outlined in Sktsobnymi tdajmi. Preto v pripade,
this Agreement. 7¢ Sponzor poskytne Udaje o

vzorkach Institucii alebo
Zodpovednému sktsajucemu, budi
tieto udaje  podlichat  rezimu
povoleného vyuzitia SkuSobnych
Udajov tak, ako to stanovuje tato
Dohoda.

12.3 Records. Institution and  Principal | 12.3  Z&znamy. Institacia a Zodpovedny
Investigator will ensure that Trial Subject’s skusajuci zabezpecia, aby Skusobné
Trial  records, which include the zaznamy Pokusnej osoby, ktoré
Institution’s and Principal Investigator’s zahfniaji kopie vSetkych Skuasobnych
copies of all Trial Data as well as relevant udajov a vSetkych prislusnych
source documents (collectively, zdrojovych dokumentov Institicie a
“Records™), are kept up to date and Zodpovedného skuisajuceho (stihrnne
maintained in accordance with Applicable oznacované ako ,,Zaznamy”), boli
Law. aktualne a uchovavané v sdlade s

Prislusnymi pravnymi predpismi.
a. Retention.  Institution and  Principal | a. Uchovéavanie. Institacia a

Zodpovedny skusajici si uchovaju
vSetky zaznamy a dokumenty
tykajice sa SkuSania po dobu
stanoven  PrisluSnymi  pravnymi
predpismi, normami a Protokolom.
Institicia a Zodpovedny skusajuci si
uchovaju Zaznamy v skladovacich
podmienkach, ktoré budu prispievat’
k ich stabilite a ochrane, a to po dobu
patnastich (15) rokov po ukonéeni
Sktisania, ak Sponzor pisomne
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period, neither Institution or Principal
Investigator will destroy any such records
until it has obtained Sponsor’s prior written
permission to do so; provided, however,
that if Sponsor does not give written
permission to Institution or Principal
Investigator to destroy such records within
thirty (30) days of Institution’s or Principal
Investigator’s request to Sponsor, then
Institution and Principal Investigator may
forward all such records to Sponsor, at
Sponsor’s expense, or continue to retain
such records. Institution and Principal
Investigator  further agree to permit
Sponsor to ensure that the records are
retained for a longer period if necessary, at
Sponsor expense, under an arrangement
that protects the confidentiality of the
records (e.g., secure off-site storage).

nepovoli ich skorSie zniCenie. Na
konci tohto obdobia uchovavania
Institicia ani Zodpovedny skusajtci
neznicia ziadne predmetné zdznamy,
pokym neziskaju predchédzajuci
pisomny sthlas od Sponzora, Ze tak
mézu ucinit. Ak vSak Sponzor
neposkytne pisomny suhlas so
zni¢enim predmetnych zdznamov do
tridsiatich (30) dni od toho, ako ho
Institucia alebo Zodpovedny
skasajuci o to poziadaju, Institicia a
Zodpovedny skuaSajuci moézu zaslat

vsetky predmetné zaznamy
Sponzorovi na néklady Sponzora
alebo nadalej tieto zaznamy

uchovavat’. Institicia a Zodpovedny
skasajuci d’alej suhlasia, Ze umoznia
Sponzorovi zaistit, aby boli zdznamy
uchovavané v pripade potreby po
dlh§iu dobu, a to na naklady
Sponzora a spdsobom, ze bude
chranena dovernost’ tychto zaznamov
(napr. bezpecné skladovanie mimo
pracoviska).

13. Inspections and Audits. 13. Dozor a audit.

13.1  Access. Upon reasonable request, Sponsor, | 13.1  Spristupnenie. Na zaklade
authorized representatives of Sponsor, odovodnenej  ziadosti  Sponzor,
and/or authorized representatives of the povereni  z&stupcovia  Sponzora
applicable regulatory authority, may during a/alebo povereni zastupcovia
regular business hours examine and copy: prislusného regulaéného tradu mézu
all CRFs and other Trial records (including poCas beznej pracovnej  doby
Trial Subject records and medical charts; Studovat’ a vytvarat’ kopie: vSetkych
Trial Subject consent documents; drug formulérov FSP a ostatnych
receipt and disposition logs); examine and Skasobnych  zaznamov  (vratane
inspect the facilities and other activities zdznamov Pokusnych 0sob
relating to the Trial or the IEC; and observe a lekarskych tabuliek, dokumentov
the conduct of the Trial. so sthlasom  Pokusnych  0s6b,

predpisy lie¢iva a zdznamy
0 vydévani), skumat' a kontrolovat
zariadenia a ostatné ¢innosti tykajuce
sa Skusania alebo EK a pozorovat
priebeh Skusania.

13.2  Notice. Institution and/or  Principal | 13.2  Upozornenie.  Institucia  a/alebo
Investigator will inform Sponsor within Zodpovedny skagajuci budu

twenty-four (24) hours of any effort or

informovat’ Sponzora do dvadsiatich
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request by the government, applicable
regulatory authority or other persons to
inspect or contact the Institution, Principal
Investigator or research staff with regard to
the Trial; will provide Sponsor with a copy
of any communications sent by such
persons; and will provide Sponsor the
opportunity to participate in any proposed
or actual responses by  Principal
Investigator or Institution to such
communications.

Styroch (24) hodin o akejkol'vek
snahe ¢ poziadavke  vlady,
prislusnych regula¢nych uradov ¢i
inych o0s6b na inSpekciu ¢i
kontaktovanie Institdcie,
Zodpovedného skuSajuceho alebo
vyskumnikov v sQvislosti  so
Skusanim, poskytni  Sponzorovi
képiu vSetkej komunikécie zaslanej
tymito  osobami a  umoznia
Sponzorovi podielat’ sa na kazdej
navrhovanej ¢i skutocnej odpovedi
Zodpovedného skuSajuceho alebo
InstitGcie na tak(to komunikaciu.

13.3  Cooperation. Institution and Principal | 13.3  Spolupraca. Institacia a Zodpovedny
Investigator will ensure the full cooperation skuisajuci zabezpec€ia plnt spolupracu
of the Institution, Principal Investigator, Institacie, Zodpovedného
researchers, and IEC members with any skusajiceho, vyskumnikov a ¢lenov
such inspection and will ensure timely EK  pri vSetkych  takychto
access to applicable records and data. inSpekciach a zabezpeCia veasny
Institution and/or Principal Investigator pristup k prislusnym zéznamom a
will promptly resolve any discrepancies udajom. Institacia a/alebo
that are identified between the Trial Data Zodpovedny skusajuci bezodkladne
and the Trial Subject’s medical records. vyrieSia vSetky nezrovnalosti, ktoré
Institution and/or Principal Investigator budd identifikované medzi
will promptly forward to Sponsor copies of Sktgobnymi udajmi a lekarskymi
any inspection findings that Institution or zdznamami Pokusnej osoby.
Principal Investigator receives from a InstitGcia  a/alebo  Zodpovedny
regulatory agency in relation to the Trial. skusajtci bezodkladne zasla
Whenever feasible, Institution and/or Sponzorovi kopie vSetkych zisteni
Principal Investigator will also provide in$pekcii, ktoré budu Institicii alebo
Sponsor  with an  opportunity  to Zodpovednému skusajucemu
prospectively review and comment on any doru¢ené =z regulaéného uradu v
Institution and/or Principal Investigator stvislosti so Skusanim. Kedykol'vek
responses to regulatory agency inspections to bude uskuto¢nitelné, Institucia
in regard to the Trial. a/alebo Zodpovedny skusajuci taktiez

poskytna  Sponzorovi  moZnost
vopred sa zoznamit s akymikol'vek
odpovedami  Institacie  a/alebo
Zodpovedného  skusajicecho  na
inS$pekcie regula¢nych uradov v
suvislosti so Skuisanim a komentovat’
ich.

14, Inventions. If the conduct of Trial results in | 14. Vynalezy. Ak vykonavanie Ski$ania

any invention or discovery whether patentable or

not

Investigator

Institution

promptly

(“Invention”),
will

and Principal
inform  Sponsor.

vyusti v akykol'vek vynalez ¢i objav, bez
ohladu na to, ¢i bude patentovatelny, alebo
nie (,,Vynalez”), InStiticia a Zodpovedny
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Institution and Principal Investigator will assign all
interest in any such Invention to Sponsor, free of
any obligation or consideration beyond that
provided for in this Agreement. Institution and
Principal Investigator will provide reasonable
assistance to Sponsor in filing and prosecuting any
patent applications relating to Invention, at
Sponsor’s expense. Sponsor grants Institution and
Principal Investigator a royalty free non-exclusive
license, with no right to sublicense, to use
Inventions for internal research or educational
purposes.

skasajuci  buda  bezodkladne informovat
Sponzora. Institiicia a Zodpovedny skusajuci
prevedu vsetky naroky na vSetky takéto
Vynélezy na Sponzora, bez akychkol'vek
povinnosti ¢i uhrad okrem tych, ktoré
stanovuje  tito  Dohoda. InStitGicia a
Zodpovedny skuSajuci poskytnii primerant
sucinnost’ Sponzorovi pri podavani a vedeni
vSetkych patentovych prihlasok tykajucich sa
Vynélezu, a to na naklady Sponzora. Sponzor
poskytuje  Institucii a  Zodpovednému
skasajuicemu  bezodplatni  nevyhradnu
licenciu na vyuzivanie Vynalezov na ucely
interného vyskumu ¢&i vzdelavacie ucely.
Tato licencia nezahfiia pravo poskytovat
sublicencie.

15. Publications. Sponsor does not object to
publication by Institution or Principal Investigator
of the results of the Trial based on information
collected or generated by Institution and Principal
Investigator, whether or not the results are
favorable to the Sponsor Drug. However, to ensure
against inadvertent disclosure of Confidential
Information or unprotected Inventions, Institution
and Principal Investigator will provide Sponsor an
opportunity to review any proposed publication or
other type of disclosure before it is submitted or
otherwise disclosed. If part of a multi-center trial,
Institution and Principal Investigator agree that the
first publication is to be a joint publication
involving all centers. Principal Investigator is free
to decline to participate or be listed as an author in
the joint publication. If a joint manuscript has not
been submitted for publication within twelve (12)
months of completion of Clinical Study Report,
Institution and/or Principal Investigator are free to
publish  separately, subject to the other
requirements of this Agreement and subject to prior
review and approval by Sponsor.

15. Publikécie. Sponzor  nevznasa
namietky voci publikacii vysledkov Skusania
Institaciou alebo Zodpovednym skuSajucim
na zaklade informacii zhromazdenych C¢i
vytvorenych Institiciou a Zodpovednym
skasajucim, bez ohl'adu na to, ¢i su vysledky
priaznivé pre Lie¢ivo sponzora, alebo nie.
Aby sa vSak poistil proti neumyselnému
zverejneniu  Ddvernych informacii alebo
nechranenych ~ Vynalezov, InStitucia a
Zodpovedny skuSajuci poskytni Sponzorovi
moznost  zoznamit sa  so  vSetkymi
navrhovanymi publikéaciami alebo
zverejnenim iného typu, a to pred tym, nez
budt zaslang, ¢i inak zverejnené. Ak ide o
sucast skuSania vo viacerych centrach,
Institicia a Zodpovedny skusSajuci suhlasia,
ze prva publikacia bude spolocnou
publikaciou zahfhajucou vSetky centra.
Zodpovedny skusajici ma pravo odmietnut’
ucast na spolocnej publikacii alebo byt
uvedeny ako autor. Ak nebude spolocny
rukopis zaslany na publikaciu do dvanastich
(12) mesiacov po dokonéeni hlasenia o

klinickej stadii, Institicia a/alebo
Zodpovedny  skaSajici maju pravo
publikovat ho samostatne, S Vvyhradou

ostatnych poziadaviek tejto Dohody, na
zaklade predchadzajuceho sthlasu Sponzora.

16. Publicity. No party will use the name of
another party or any of its employees for

16. Propagicia. Ziadna zo  stran
nevyuzije bez pisomného sthlasu dalsej
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promotional or advertising purposes without
written permission from the other party. However,
Sponsor reserves the right to identify the Principal
Investigator and Institution in association with a
listing of the Protocol in the National Institutes of
Health (NIH) Clinical Trials Data Bank, other
publicly available listings of ongoing clinical trials,

strany nazov ¢i meno tejto d’alSej strany ani
ziadneho z jej zamestnancov na propagacné
¢i reklamné tcely. Sponzor si vSak
vyhradzuje pravo uviest Zodpovedného
skuSajiiceho a InStituciu v stvislosti so
zaznamom Protokolu v Databanke Gdajov o
klinickych skuSaniach (Clinical Trials Data

or other patient recruitment services or | Bank) Narodného institatu zdravia (National

mechanisms. Institute of Health, NIH), ostatnymi verene
dostupnymi zdznamami o prebiehajlcich
klinickych sktsaniach alebo inymi sluzbami
¢i mechanizmami n&boru pacientov.

17. Indemnification.  Sponsor  agrees to | 17. Zaistenie. Sponzor suhlasi, ze zaisti,

indemnify, defend or cover costs of defense for, | bude hajitt alebo pokryje naklady na

and hold harmless (“Indemnify”) the Trial | obhajobu abude  kryt  (,,Zaistenie”)

investigators; any institution at which the Trial is
conducted, its officers, agents, and employees; and
the IEC that approved the Trial (collectively,
“Indemnified Parties”) against any claim filed by a
third party for damages, costs, liabilities, expenses
arising out of a Trial Subject injury, the design of
the Trial, or the specifications of the Trial protocol.
Trial Subject injury means a physical injury or
drug-related  psychiatric event caused by
administration or use of the Sponsor Drug required
by the Protocol that the Trial Subject would likely
not have received if the Trial Subject had not
participated in the Trial. Sponsor further agrees to
reimburse Institution and/or Principal Investigator
for the actual cost of diagnostic procedures and
medical treatment necessary to treat a Trial Subject
injury. Institution and Principal Investigator agree
to provide or arrange for prompt diagnosis and
medical treatment of any medical injury
experienced by a Trial Subject as a result of the
Trial Subject’s participation in the Trial. Institution
and Principal Investigator further agree to promptly
notify Sponsor of any such medical injury.

Skumajucich  vySetrovatelov, akukol'vek
institdciu, v ktorej prebicha Skusanie, jej
predstavitel'ov, zastupcov a zamestnancov a
EK, ktoré¢ schvalilo SkuSanie (spoloc¢ne
oznacCovani ako ,Zaistené subjekty”), pred
akymkol'vek narokom, ktory poda tretia
strana, tykajicim sa ndhrady Skody,
nakladov, rucenia ¢i vydavkov spdsobenych
Zranenim pokusnej osoby, projektu SkuSania
alebo $pecifikacii Skasobného protokolu. Pod
pojmom Zranenie pokusnej osoby sa rozumie
fyzické zranenie ¢i psychiatrickd prihoda
vztahujuca sa na lieCivo, ktoré boli
sposobené podanim ¢i  uzitim Lieciva
sponzora, ktoré vyzaduje Protokol, a ktoré by
Pokusna osoba pravdepodobne neutrpela, ak
by sa nezucastnovala SkuSania. Sponzor
d’alej suhlasi s tym, Ze preplati Institcii
a/alebo Zodpovednému skusajucemu
skuto¢né naklady diagnostickych postupov a
lekarskej starostlivosti, ktoré budu potrebné
na lieCbu zranenia Pokusnej osoby. Institucia
a Zodpovedny skusajuci suhlasia, Ze
poskytni alebo zabezpecia bezprostredné
stanovenie diagnézy a lekarsku starostlivost
pre vSetky zranenia Pokusnych osob, ktoré
budu spdsobené ucast'ou Pokusnej osoby na
Skusani. Institucia a Zodpovedny skusajuci
d’alej stihlasia s tym, Ze bud( bezodkladne o
tychto zraneniach informovat’ Sponzora.

17.1  Exclusions. Excluded from this agreement

to Indemnify are any claims for damages

17.1  Vynimky. Dohoda o zaisteni sa

nevztahuje na Zziadne naroky na
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resulting from (a) failure by an Indemnified
Party to comply with the Protocol or
written instructions from Sponsor (b)
failure of an Indemnified Party to comply
with any applicable  governmental
regulations, or (c) negligence or willful
misconduct by an Indemnified Party.

odSkodnenie, ktoré buda spdsobené
(a) nedodrzanim Protokolu alebo
pisomnych  pokynov  Sponzora
Zaistenou stranou, (b) nedodrzanim
prislusnych nariadeni vlady zo strany
Zaistenej strany alebo ()
nespravnym pocinanim si Zaistenej
strany, bez ohl'adu na to, ¢i k nemu
doslo z nedbalosti, alebo umyselne.

17.2  Notice and Cooperation. Institution and | 17.2  Oznamenie a spolupréca. Institacia a
Principal Investigator agree to provide Zodpovedny skusSajici suhlasia s
Sponsor with prompt notice of, and full tym, Ze bezodkladne oznamia
cooperation in handling, any claim that is Sponzorovi vSetky naroky, ktoré
subject to indemnification. If so requested podliehaju zaisteniu, a budd s nim
by Sponsor, Institution and Principal plne spolupracovat’ pri ich zvladani.
Investigator agree to authorize Sponsor to Ak o to Sponzor poZziada, Institicia a
carry out the sole management of defense Zodpovedny skiSajuci suhlasia S
of an indemnified claim. In such case tym, Ze splnomocnia Sponzora k
Sponsor should not place its own interests vykonu vyhradného riadenia
before the Institution’s or Principal obhajoby zaisteného néaroku. V
Investigator interests. takomto  pripade vSak nesmie

Sponzor  uprednostiiovat’  svoje
zauyjmy pred zaujmami InStitucie
alebo Zodpovedného skusajticeho.

17.3  Settlement or Compromise. No settlement | 17.3 ~ Zmier _alebo  vyrovnanie. Bez
or compromise of a claim subject to this predchédzajuceho pisomného suhlasu
indemnification provision will be binding Sponzora nebude Sponzora
on Sponsor without Sponsor’s prior written zavizovat ziadny zmier alebo
consent. Sponsor will not unreasonably vyrovnanie vzhladom na narok, na
withhold such consent of a settlement or ktory sa vztahuje tento ¢lanok o
compromise. zaisteni. Sponzor nebude bezddvodne

odmiectat’ udelovanie suhlasu
S0 zmierom ¢i vyrovnanim.

17.4  INC Research expressly disclaims any and | 17.4  Spolo¢nost INC  Research sa

all liability whatsoever in connection with vyslovne zrieka vsetkej

the Sponsor Drug or the Trial Protocol
except to the extent that such liability arises
from INC Research’s negligent act,
omission or willful misconduct.

zodpovednosti akéhokol'vek druhu,
ktora sa spaja s LieCivom sponzora
alebo so SkuSobnym protokolom, s
vynimkou rozsahu, v ktorom vznikne
takato  zodpovednost’ v dbsledku
nedbalostného ¢inu, nekonania ¢i
umyselného nespravneho pocinania
spolo¢nosti INC Research.
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18. Termination. 18. Ukondéenie platnosti.

18.1  Termination Conditions. This Agreement | 18.1  Podmienky ukoncenia platnosti.
terminates upon the earlier of any of the Platnost’ tejto Dohody vyprsi po tom,
following events: ako nastane skorSia z nasledujucich

udalosti:

a. Disapproval by IEC. If, through no fault of | a. Neschvélenie zo strany EK. Ak bez
Institution or Principal Investigator, the zavinenia Institacie alebo
Trial is never initiated because of IEC Zodpovedného sktisajuceho Skusanie
disapproval, this Agreement will terminate nikdy neza¢ne z dévodu neschvalenia
immediately. vyborom EK, platnost’ tejto dohody

bude okamzite ukoncena.

b. Trial Completion. For purposes of this | b. Dokoncenie sktiania. Pre ucely tejto
Agreement, the Trial is considered Dohody sa bude povazovat’ Skusanie
complete after conclusion of all Protocol- za ukoncené po dokonceni vsetkych
required activities for all enrolled Trial ¢innosti, ktoré st  vyzadované
Subjects; receipt by Sponsor of all relevant Protokolom pre vSetky zapisané
Protocol-required data, Trial documents Pokusné osoby, po tom, ako Sponzor
and Biological Samples; and receipt of all prijme vSetky relevantné udaje
payments due to either party. vyzadované protokolom, Skusobnu

dokumentéciu a Biologické vzorky
apo prijati vsetkych platieb, ktoré
ma zaplatit’ ktordkol'vek zo stran.

C. Early Termination of Trial. If the Trial is | c. Predcasné  ukoncenie  SkuSania.
terminated early as described below, the V pripade, Ze bude Skusanie
Agreement will terminate after receipt by ukoncené predcasne spdsobom, ktory
Sponsor of all relevant Protocol-required je popisany nizSie, bude platnost
data, Trial documents and Biological Dohody ukongena potom, ako
Samples and receipt of all payments due to Sponzor prijme vSetky relevantné
either party. udaje  vyZzadované  Protokolom,

Skusobnu dokumentaciu
a Biologické vzorky abudu prijaté
vSetky platby, ktoré mala zaplatit’
ktorakol'vek zo stran.

Q) Termination of Trial Upon Notice. Sponsor | (1) Ukoncenie Sktisania  vypoved’ou.
reserves the right to terminate the Trial for Sponzor si vyhradzuje pravo ukoncit’
any reason upon thirty (30) days written Sktsanie z akéhokol'vek dovodu po
notice to Institution and Principal doruceni pisomnej vypovede
Investigator. Institacii a Zodpovednému

skusajicemu. Vypovedna lehota je
tridsat’ (30) dni.

(2) Immediate Termination of Trial by | (2) Okamzité ukoncenie SkuSania zo

Sponsor. Sponsor further reserves the right
to terminate the Trial immediately upon
written notification to Institution and

strany Sponzora. Sponzor si dalej
vyhradzuje pravo okamzite ukoncit’
Skiisanie na zaklade pisomného
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Principal Investigator for causes that
include failure to enroll Trial Subjects at a
rate sufficient to achieve Trial performance

goals; material unauthorized deviations
from the  Protocol or  reporting
requirements;  circumstances that in

Sponsor’s opinion pose risks to the health
or well being of Trial Subjects; or
regulatory agency actions relating to the
Trial or the Sponsor Drug. Immediate
Termination of Trial, shall not affect the
Institution and Principal Investigator rights
for the payments to which they became
eligible before the termination of this Trial.

oznamenia Institacii a
Zodpovednému  skusajucemu  z
dévodov, ktoré zahfnaju nezapisanie
takého poctu Pokusnych osob, ktory
by bol dostatoény na dosiahnutie
cielov vykonu SkuSania, zavazné
neopravnené odchylky od Protokolu
alebo hlasenych poziadaviek,
okolnosti, ktoré podla nazoru
Sponzora  predstavuju  ohrozenie
zdravia Pokusnych o0s6b, alebo
¢innosti regulacného uradu, ktoré sa
tykaju SkuSania, Lieciva sponzora.
Okamzitym ukonCenim Skusania, nie
je dotknuty narok InStitucie a
Zodpovedného skolitel'a na platby,
na ktoré im vznikol narok uz pred
ukoncenim SkuSania alebo Vv jeho
dosledku.

3 Immediate Termination of Trial by | (3) Okamzité ukoncenie SktiSania zo
Institution and/or Principal Investigator. strany Institacie a/alebo
Institution and/or Principal Investigator Zodpovedného skusajuceho.
reserves the right to terminate the Trial InstitGcia  a/alebo  Zodpovedny
immediately upon notification to Sponsor if skuSajici  si  vyhradzuju  pravo
requested to do so by the responsible IEC okamzite ukonc¢it Skusanie po
or if such termination is required to protect ozndmeni Sponzorovi, a to v pripade,
the health of Trial Subjects. Immediate 7e ich oto poziada prislusnd EK,
Termination of Trial, shall not affect the alebo ak je toto ukonéenie
Institution and Principal Investigator rights vyzadované  z dbvodov  ochrany
for the payments to which they became zdravia Pokusnych 0s6b. Okamzitym
eligible before the termination of this Trial. ukon¢enim SkuSania, nie je dotknuty

narok Institicie a Zodpovedného
Skolitela na platby, na ktoré im
vznikol nédrok uz pred ukoncenim
Skuisania alebo v jeho dosledku.

18.2  Payment upon Termination. If the Trial is | 18.2  Platba po ukonleni. Ak bude

terminated early in accordance with this
Agreement, Sponsor will provide a
termination payment equal to the amount
owed for work already performed up to and
including the effective date of termination,
in accordance with Attachment B, less
payments already made. The termination
payment will include any non-cancelable
expenses, other than future personnel costs,
so long as they were properly incurred and
prospectively approved by Sponsor, and,

SktiSanie predc¢asne ukoncené podla
tejto Dohody, Sponzor poskytne
platbu pri ukonceni, ktora sa bude
rovnat' Ciastke splatnej za pracu
vykonanu az do dna, kedy ukoncenie
nadobudne platnost’ (vratane), a to v
stlade s Prilohou B, okrem pripadu,
ked uz tieto platby boli zaplatené.
Platba pri ukonceni bude zahrnat
vSetky nevyhnutné vydavky (okrem
buducich personalnych nékladov), za
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only to the extent such costs cannot
reasonably be mitigated. If the Trial was
never initiated because of disapproval by
the IEC, Sponsor will reimburse Institution
for IEC fees and for any other expenses
that were prospectively approved, in
writing, by Sponsor. Trial termination does
not affect Sponsor’s liability and Institution
rights arising as a result of the Trial Subject
health damage.

predpokladu, ze tieto vzniknu riadne
a budd spatne schvalené Sponzorom,
a len v rozsahu, v ktorom nebude
mozné tieto ndklady rozumne znizit'.
Ak Skusanie nikdy neza¢ne z dovodu
neschvalenia zo strany EK, Sponzor
preplati InStitacii poplatky EK a
vSetky ostatné vydavky, ktoré boli
spatne pisomne schvéalené
Sponzorom. Ukoncéenie SkusSania
taktiez nema vplyv na zodpovednost’
Sponzora a pripadné naroky
InstitGcie  vzniknuté v dosledku
poskodenia zdravia Pokusnych osob.

18.3  Return of Materials. Unless INC Research | 18.3  Vréatenie materialov. Okrem pripadu,
instructs otherwise in writing, Institution ked” spolo¢nost’ INC Research doda
and Principal Investigator will promptly iné pisomne pokyny, Institicia a
return all materials supplied by Sponsor, at Zodpovedny skusajaci bezodkladne
Sponsor’s expense, for Trial conduct, vratia vSetky materialy, ktoré boli
including CRFs, and any Sponsor -supplied dodané pre vykon  SkuSania
Equipment. Institution will return and/or Sponzorom, vratane FSP a vSetkého
destroy, as applicable and at Sponsor’s Vybavenia, ktoré dodal Sponzor.
discretion and expense, any unused Institucia vrati a/alebo zni¢i podla
Sponsor Drug. potreby a na néklady Sponzora
vSetky nepouzité Lieciva sponzora.
19. Insurance. The Institution and Principal | 19. Poistenie. Institicia a Zodpovedny

Investigator will secure and maintain in full force
and effect throughout the performance of the Trial
(and following termination of the Trial to cover any
claims arising from the Trial) insurance coverage
for medical professional liability with limits in
accordance with local standards for all medical
professionals conducting the Trial.

skasajuci zabezpeia a budu zachovavat’ v
plnej platnosti a ucinnosti pocas vykonu
SktiSania (a po ukonceni SkuSania s cielom
pokrytia vSetkych narokov vyvstavajtcich zo
SktiSania) poistné krytie za lekarsku
profesiondlnu zodpovednost s limitmi v
stlade s miestnymi Standardmi, ktoré sa bude

vzt'ahovat na vsetkych lekarov
vykonavajucich Skasanie.
20. Debarment, Exclusion, Licensure and | 20. Zakazanie, vylicenie, poskytnutie

Response. Institution and Principal Investigator
each certify that it/she/he is not debarred or restricted
from conducting clinical research and will not use in
any capacity the services of any person debarred or
restricted from conducting clinical research under
Applicable Law with respect to services to be
performed under this Agreement. Institution and
Principal Investigator each also certify that it/she/he
is not excluded from any governmental health care
program, Institution and Principal Investigator

licencie a odpoved'. Institicia aj Zodpovedny
skusajuci potvrdzuju, ze im nebolo zakazané
alebo obmedzené pravo vykonavat klinicky
vyskum a ze nebudu vyuZivat' na zaklade
ziadnej kompetencie sluzby Ziadnej osoby,
ktora je vylu¢ena z vykonavania klinického
vyskumu, alebo jej bolo pravo vykonavat’ ho
obmedzen¢ podla Prislusnych pravnych
predpisov v suavislosti so sluzbami, ktoré maju
byt vykonavané podl’a tejto Dohody. Institiicia
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further certify that it/she/he is not subject to a
government  mandated  corporate  integrity
agreement and has not violated any applicable anti-
kickback or false claims laws or regulations.
During the term of this Agreement and for three
years after its termination, Institution and Principal
Investigator will notify Sponsor promptly in writing
[to the extent possible, within two (2) business
days] if either of these certifications needs to be
amended in light of new information or if
Institution or Principal Investigator becomes aware
of any material issues related to the medical
licensure of any associated Trial researchers
(including the Principal Investigator). Institution
and Principal Investigator will cooperate with
Sponsor regarding any responsive action necessary.

aj Zodpovedny skusajuci taktieZ prehlasujt, ze
nie su vyluceni zo ziadneho Statneho programu
zdravotnej  starostlivosti.  Institicia  aj
Zodpovedny skusajuci d’alej prehlasuju, zZe
nepodliehaju spolo¢nej dohode 0
bezthonnosti nariadenej Stitom a Ze
neporusili ziadne prislusné pravne predpisy
alebo normy tykajliice sa zakazu provizii ¢i
neopravnenych  narokov. Pocas  doby
platnosti tejto Dohody a pocas troch rokov po
jej ukonéeni Institucia alebo Zodpovedny
sktsajuci bezodkladne Sponzorovi pisomne
oznamia (v ramci moznosti do dvoch (2)
pracovnych dni), Ze ktorékol'vek z tychto
prehlaseni musi byt pozmenené vo svetle
novych informécii, alebo ak sa Institicia ¢i
Zodpovedny  sktsajuci  dozvedia O
akychkol'vek podstatnych otazkach
tykajucich sa udelovania lekarskych licencii
s ohladom na ktoréhokol'vek vyskumnika,
ktory sa zcastiiuje SkuSania. InStitucia a
Zodpovedny skusajuci budi spolupracovat’
so Sponzorom s ohladom na akukol'vek
potrebn( odpoved’.

21. Assignment and Delegation. Sponsor may
at any time and upon written notice to Institution
and Principal Investigator assume the obligations
and rights of INC Research or substitute INC
Research with another independent contractor.
None of the rights or obligations under this
Agreement will be assigned or subcontracted by
Institution or Principal Investigator to another
without the prior written consent of Sponsor, and
the express agreement of Institution, Principal
Investigator, INC Research, and the requisite new
assignee or subcontractor. Principal Investigator
and/or Institution must notify Sponsor, in advance,
prior to moving to another location. This
Agreement will bind and inure to the benefit of the
successors and permitted assigns of the Sponsor.

21. Prevod a delegéicia. Sponzor mdze
kedykol'vek po predchadzajicom pisomnom
oznameni  Institicii a  Zodpovednému
skiajucemu prevziat prava a povinnosti
spolo¢nosti INC Research alebo nahradit
spolo¢nost’ INC Research inym nezavislym
dodavatelom. Ziadne z prav a povinnosti
podla tejto Dohody nebude prevedené
Institaciou alebo Zodpovednym skuSajucim
na iny subjekt, ¢&i  postipené na
subdodavatel’a bez predchadzajiaceho
pisomného suhlasu Sponzora a vyslovnej
dohody Institacie, Zodpovedného
skuSajiceho, spoloénosti INC Research a
pozadovaného nového nadobudatel’a daného
prava ¢i  subdodavatela. Zodpovedny
skusajiici a/alebo Institlicia musia vopred
Sponzorovi oznamit’, Ze sa stahuju na iné
miesto. Tato Dohoda bude zavézovat
pravnych nastupcov a povolenych nastupcov
Sponzorov a bude pre nich platna.

22. Survival of Obligations. Obligations | 22. Zachovanie  platnosti  povinnosti.
relating to Research Grant, Confidential | Povinnosti tykajuce sa Vyskumného grantu,
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Information, Inventions, Records, Publications,
Publicity, Debarment and Exclusion, and
Indemnification survive termination of this
Agreement, as do any other provision in this
Agreement or its Attachments that by its nature and
intent remains valid after the term of the

Agreement.

Dovernych informacii, Vynalezov,
Zéznamov, Publikacii, Propagécie, Zakazov a
vyluk a Zaistenia zostavaju v platnosti po
ukonceni platnosti tejto Dohody, tak ako
vSetky ostatné ustanovenia tejto Dohody ¢i
jej priloh, ktoré zddévodu svojej povahy
aucelu zostanu platné po vyprSani doby
platnosti tejto Dohody.

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

23. Uplnd  dohoda. Tato  Dohoda
obsahuje Uplny dohovor medzi stranami
a bude odo Dnia uCinnosti nahradzat vsetky
ostatné dohody medzi stranami tykajuce sa
daného SkuSania. Tuto Dohodu mozno
predizit, obnovit' alebo inak pisomne menit
len na zéklade vzajomného suhlasu stran.
Ziadne zrieknutie sa ktorejkol'vek
podmienky, ustanovenia alebo Klauzuly tejto
Dohody alebo ich porusenie, ¢i uz
prostrednictvom spravania sa, ¢i inak,
jednorazové alebo opakované, nebude
povazované za dalSie ¢i  pokracujuce
zrieknutie sa takejto klauzuly, ustanovenia ¢i
podmienky alebo akékol'vek takéto uvedené
predoslé, subezné C¢i nasledné porusenie
akéhokol'vek iného ustanovenia, podmienky
alebo klauzuly tejto Dohody rovnakej alebo
inej povahy nebude takto vykladané. V
pripade rozporu medzi anglickou a
slovenskou verziou tejto Dohody je
rozhodujica verzia Dohody v slovenskom
jazyku..

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

24. Rozpor s prilohami. V rozsahu,
v ktorom si podmienky ¢i ustanovenia tejto
Dohody odporuja s podmienkami
a ustanoveniami  Protokolu, budu mat
ustanovenia Dohody prednost, ak ide
0 pravne aobchodné =zalezitosti. Ak ide
0 zalezitosti technického vyskumu a vedecké
zalezitosti, budth mat’ prednost’ podmienky a
ustanovenia Protokolu. Uvedené plati, ak sa
strany pisomne nedohodnu inak.

25. Relationship  of the Parties. The
relationship of Institution and Principal Investigator
to Sponsor is one of independent contractor and not
one of partnership, agent and principal, employee

25. Vztah stran. Vztah InStitacie a
Zodpovedného skusajuceho k Sponzorovi je
vztahom nezavislého dodavatela, a nie
formou partnerstva, vztahom
splnomocneného a zmocnitela, zamestnanca
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and employer, joint venture, or otherwise.

a zamestnavatela, spolo¢ného podniku ani
ziadny iny.

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

26. Vys&ia moc. Ziadna zo stran nebude
niest zodpovednost’ za zdrzanie pri plneni
povinnosti podla tejto Dohody alebo ich

nesplnenie, ak takéto zdrzanie alebo
nesplnenie spdsobili okolnosti mimo  jej
primerani  kontrolu (vratane, nie vSak

vyhradne, akéhokol'vek pripadu vyssej moci,
Statneho zasahu, nehody, Strajku, terorizmu,
bioterorizmu, vyluky ¢i inej formy
priemyselnej Cinnosti), a ak bolo toto
zdrzanie alebo nesplnenie okamzite nahlasené
druhej strane (,,Vyssia moc”). Ziadny pripad
VysSej moci nebude predstavovat porusenie
tejto Dohody alehota na splnenie bude
primeranym sposobom predizena. Ak vsak
pretrvava po dobu dlh$iu ako tridsat’ (30) dni,
strany mozu zacat’ rokovat’, aby zmensili jeho
dopady, a ak je to mozné, dohodli sa na
alternativnych opatreniach, ktoré budu za
vsetkych okolnosti primerané.

217. Governing Law. Subject to the terms of the
Trial Conduct as outlined above, this Agreement
shall be governed by and construed in accordance
with the laws of Slovak Republic, without giving
effect to conflict of law provisions. In case of legal
dispute, that is not settled by mutual agreemet, the
parties agree to submit such dispute for decision to
general courts of Slovak Republic.

217. Rozhodné pravo. S vyhradou
podmienok Vykonu skusania, ktoré su
uvedené vyssie, sa bude tito Dohoda riadit’
a interpretovat’ v sulade S pravnym
poriadkom Slovenskej republiky bez pouzitia
koliznych noriem. V pripade sporu, ktory
nebude vyrieSeny dohodou sa zmluvné strany
dohodli, ze spor predloZia na rozhodnutie
prislusnému vSeobecnému sudu v Slovenskej
republike.

28. Notices. All notices required under this
Agreement will be in writing and be deemed to
have been given when hand delivered, sent by
overnight courier or certified mail, as follows,
provided that all urgent matters, such as safety
reports, will be promptly communicated via
telephone, and confirmed in writing:

28. Oznémenia. Vsetky oznamenia, ktoré
su touto Dohodou vyzadované, budu pisomné
a budu sa povazovat’ za poskytnuté v pripade
osobného dorucenia, zaslania
prostrednictvom no¢ného kuriéra alebo
doporucenou postou na adresu nizSie, za
predpokladu, Ze vSetky naliehavé zaleZitosti,
ako napriklad spravy o bezpe€nosti, budu
okamzite  oznamované  prostrednictvom
telefonu a nésledne pisomne potvrdené:

SPONSOR:

SPONZOR:

ThromboGenics NV

ThromboGenics NV

Gaston Geenslaan 1

Gaston Geenslaan 1
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B-3001 Leuven, Belgium

B-3001 Leuven, Belgicko

Attention: Clinical Department

Do rak: Clinical Department

Telephone:

Telefon: |

With a copy to:

So zaslanim képie na adresu:

INC Research, LLC

INC Research, LLC

3201 Beechleaf Court, Suite 600

3201 Beechleaf Court, Suite 600

Raleigh, NC 27604-1547 USA

Raleigh, NC 27604-1547 USA

Attention: Site Contracts Department

Do ruk: Site Contract Department

e I v —
Telephone: Telefon: |G
Institution: Institacia:

Fakultna nemocnica Trencin

Legionarska 28

911 71 Trencin, Slovak Republic
Attention: Ing. Miroslav Gajdusek, director

Fakultnd nemocnica Tren¢in
Legionérska 28

911 71 Trencin, Slovenska republika

Do rak: Ing. Miroslav Gajduasek, riaditel’

Telephone: +421 32 6566 250

Telefon: +421 32 6566 250

Principal Investigator:

Telephone: _

Zodpovedny skusajuci:

]
I
Telefén: _

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANKA S PODPISMI]

Page/Strana 27 of/z 49

s <« ThromboGenics_ | \ST P! CTA 14Mar2017_Final



1.

Confidential/ Doverné

This Agreement will become effective upon signature
of each contracting party and legally binding on the
day following its publication in the Central Register of
agreement, managed by the Office of the Government.

Tato dohoda nadobuda platnost’ diiom jej podpisu
stranami dohody a u¢innost’ dilom nasledujicim po dni
jej zverejnenia v Centralnom registri zmlav vedenom
Uradom vlady SR.

Agreed to and Accepted: / Sthlasim a prijimam:

Agreed to and Accepted: / Sthlasim a prijimam:

INSTITUTION/ INSTITUCIA

INC RESEARCH UK Limited

Signature/ Podpis

Signature/ Podpis

Printed Name/ Meno tla¢enymi pismenami

Printed Name/ Meno tla¢enymi pismenami

Director / Riaditel’

Director, Clinical Operations

Title/ Funkcia

Title/ Funkcia

Date/ Datum

Date/ Datum
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PRINCIPAL INVESTIGATOR/ ZODPOVEDNY
SKUSAJUCI

Signature/ Podpis

Printed Name/ Meno tla¢enymi pismenami

PRINCIPAL INVESTIGATOR/ ZODPOVEDNY
SKUSAJUCI

Title/ Funkcia

Date/ Datum
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Attachment A

Priloha A

Protocol

Protokol

The clinical Trial to be performed pursuant to this
Agreement shall be that set forth in the Protocol dated
I o incorporated into this Agreement
attached hereto by reference in addition to all current
and future amendments thereto, which is incorporated
into this Agreement by reference and entitled:

Klinické skusanie, ktoré ma byt podla tejto Dohody
vykonané, bude popisané v Protokole zo dia |||l
, ktory je sti¢ast’'ou tejto Dohody a je K nej
pripojeny spolu so vSetkymi jej sG¢asnymi a buducimi
dodatkami, ktoré st zahrnuté do tejto Dohody na
zéklade odkazu a su nazvané:

Protocol # |||

Protokol ¢. _
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Attachment B

Priloha B

RESEARCH GRANT PAYMENT TERMS

PLATOBNE PODMIENKY VYSKUMNEHO

GRANTU

B-1. General Terms. Institution and Principal | B-1.  VSeobecné podmienky. Institucii
Investigator (“Payee”) will be paid the per a Zodpovednému  skuSajucemu  (,,Prijemca
patient grant amount as outlined on platby*) bude suma grantu vyplacana za
Attachment C (Research Grant Worksheet) jednotlivych pacientov tak, ako je to popisané
per Trial Subject properly enrolled in the v Prilohe C (Tabul'ka vyskumného grantu) za
Trial. This amount constitutes the full Pokusné osoby, ktoré budi nalezite zapisané
compensation for the work to be completed by do SkuSania. Tato suma predstavuje uplna
the Principal Investigator and Institution, kompenziciu za pracu, ktora ma byt
including all work and care specified in the vykonana zo  strany  Zodpovedného
Protocol for the Trial, along with all overhead skigajuceho a Institacie, vratane vsetkych
and administrative services. No compensation prac a starostlivosti, ktort Specifikuje
will be available for Trial Subjects enrolled or Protokol pre dané Skusanie, spolo¢ne so
continuing in the Trial in violation of the vSetkymi mimoriadnymi a administrativnymi
Protocol. sluzbami. V pripade poruSenia Protokolu

nebude poskytnutd Pokusnym  osobam
zapisanym ¢i pokracujucim v Skusani Ziadna
kompenzécia.

B-2.  Payment Terms. Research grant payments for | B-2.  Platobné podmienky. Za kazdi Pokusnu
each Trial Subject will be made in EUR osobu budd vyplacané platby, v eurdch
quarterly and based on approval of invoices Stvtrotne a to na zaklade schvalenia
submitted. Invoices will be issued by Payee predlozenych faktar. Faktiry bud( vystavené
upon notice delivered by INC Prijemcom platby (osobitne Institiciou a
Research.(separately by Institution and Zodpovednym  skusajucim) na  zéklade
Principal Investigator) Payments will be made oznamenia od spolo¢nosti INC Research.
in accordance with CRFs submitted and Platby budd vyplacané v sutlade s
monitored, and with Attachment C (Research predlozenymi a sledovanymi forumlarmi FSP
Grant Worksheet). Monitoring will occur a v sllade s Prilohou C (,FORMULAR
based on site enrollment and completion of FINANCNEJ] ODMENY ZA VYSKUM ).
data entry. Invoices will be paid by INC K monitorovaniu bude dochadzat’ na zaklade
Research within 60 days of invoice issue date. zaznamu pracoviska a vyplnenia datového

zaznamu. Faktury budd uhradené
spolo¢nostou INC Research v lehote 60
(Sestdesiatich) dnov od datumu vystavenia
faktary.

B-3.  Pass-through payments from Sponsor. | B-3.  Prefakturované platby od zadavatela. Platby

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

podla tejto zmluvy st prefakturované platby
od Sponzora, ktoré budi odoslané potom, ¢o
spolo¢nost’ INC Research obdrzi tieto platby
od Sponzora. Spolo¢nost INC Research
nenesie ziadnu zodpovednost za akékol'vek
neprevedenie platby v pripade, Ze spoloCnosti
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to INC Research in advance by Sponsor.

INC Research nebudd potrebné finanéné
prostriedky vopred poskytnuté Sponzorom.

B-4.  Non-Procedural Costs. Payee will be paid for | B-4.  Naklady nevztahujiice sa na proceduary.
additional non-procedural costs that are pre- Prijemcovi platby budu zaplatené dodato¢né
approved by Sponsor, as set forth in naklady, ktoré sa nevztahuju na procedury a
Attachment C. To request payment for such ktoré budu vopred schvalené Sponzorom tak,
costs, Payee will remit an itemized invoice to ako je stanovené v Prilohe C. Aby poziadal
Sponsor or its designee with documentation oplatbu za tieto néklady, Prijemca platby
and receipts substantiating agreed-upon pass- vyda Sponzorovi alebo nim urcenej osobe
through expenses. Any non-procedural pass- faktaru S polozkami, spolo¢ne
through expenses will be invoiced only in the s dokumentaciou auétami odoévodiujicimi
amount actually incurred with no mark-up, up dohodnuté vynaloZzené naklady. VSetky
to the maximum amounts shown in vynaloZzené naklady, ktoré sa nebudu
Attachment C. vzt'ahovat' na proceddry, budu fakturované

len vo vyske skutocne vynalozenych
nakladov, bez navysenia, a to do maximalnej
vysky uvedenej v Prilohe C.

B-5.  Payment for administration cost of Agreement | B-5.  Platba za administrativne zabezpeéenie
negotiation. Sponsor (through its agent INC uzavretia zmluvy. Zadavatel’ (prostrednictvom
Research) undertakes that will pay Institution Spolo¢nosti INCR Research) sa zavizuje, ze
one-time  non  refundable fee  for uhradi InStitdcii jednorazovi odplatu za
administration cost of Agreement negotiation administrativne zabezpedenie uzavretia tejto
in amount of Zmluvy s sume
I ithin 30 days from the date of receipt I o 30 dni odo diia obdrzania
of the invoice issued by an institution faktury vystavenej InStiticiou po uzavreti
following the Agreement execution. Zmluvy.

B-6.  Final Payment. At the conclusion of the Trial, | B-6.  Zavere¢na platba. Po dokonceni SkuSania

all CRFs and Trial-related documents will be
promptly made available for Sponsor review.
The final payment will be paid once: all CRFs
have been completed and received; data
gueries have been satisfied; all Sponsor Drug
is returned; and all close out issues are
resolved and procedures completed, including
final IEC notification. All queries must be
resolved within five (5) days of receipt by
Payeeany time during the Trial. Sponsor or its
designee will perform final reconciliation of
all payments made to date against total
amount due and will promptly pay
Payeeamounts remaining unpaid, if any.
Payee will promptly reimburse Sponsor
amounts overpaid within thirty (30) days of

budd vsetky formulare FSP a dokumenty
tykajlce sa SkuSania okamzite spristupnené
Sponzorovi na ucely kontroly. Zavere¢na
platba bude vyplatend, ked: budu vyplnené
a doruCené vsetky formuldre FSP, budu
zodpovedané vSetky otazky tykajuce sa
udajov, vSetky Lie¢iva sponzora bud( vratené
abuda vyrieSené vsetky otdzky spojené
s uzavierkou a dokoncené prislusné postupy
(vratane zaverecného oznadmenia EK). Vsetky
otazky je nutné vyriesit’ do piatich (5) dni po
prijati Prijemcom platby, ato kedykol'vek
pocas SkusSania. Sponzor alebo nim ureny
subjekt vykonajli  zavere¢né vyrovnanie
vSetkych platieb, ktoré budd vykonané do
dan¢ho dna, oproti celkovej splatnej Ciastke a
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notification by Sponsor or designee.

okamzite  zaplatia  Prijemcovi  platby
zostavajuce nezaplatené Ciastky, ak také budu.
Prijemca platby okamzite vrati Sponzorovi
preplatky, a to v lehote do tridsiatich (30) dni
od oznamenia zo strany Sponzora alebo nim
poverenej osoby.

B-7.  Taxes. B-7. Dane

(1) Payments shown in the Research Grant | (1) Platby uvedené % FORMULARI
Worksheet do not include Value Added FINANCNE] ODMENY ZA VYSKUM
Tax (VAT). If the Payee is VAT nezahriiuji dan z pridanej hodnoty (DPH).
registered, and if VAT is required under Pokial' je Prijemca platby platcom DPH a
the applicable legal regulations, VAT pokial’ je DPH pozadované podla platnych
should be added and shown on the invoice pravnych predpisov, Prijemca platby musi
by the Payee at the applicable VAT rate. DPH vratane prislusnej sadzby uviest na
If VAT reverse charge mechanism applies faktire v prislu$nej vyske. Pokial’ sa podla
under the applicable legal regulations, platnych  pravnych predpisov  uplatiiuje
payee will not add VAT to the invoice. pouzivanie mechanizmu prenesenia danovej

povinnosti, Prijemca platby na faktdru DPH
neuvedie.

(2) Payee acknowledges and agrees that it is | (2) Prijemca plathy berie na vedomie a suhlasi
solely responsible for the payment of any stym, Ze je vyhradne =zodpovedny za
and all contributions and taxes imposed zaplatenie  vSetych  poplatkov a dani
by any applicable authority with respect vyZzadovanych prislusnym organom
to or measured by compensation paid to sohladom na kompenzacie zaplatené
Payee under this Agreement. INC Prijemcovi platby podla tejto zmluvy.
Research or Sponsor will not be Spolo¢nost INC Research ani Sponzor
responsible for the withholding or nebudt zodpovedat’ za zrazky alebo platby
payment of any such required akychkol'vek takych vyzadovanych poplatkov
contributions or taxes. Payee accepts full alebo dani.  Prijemca prijima  plnd
responsibility for reporting all payments zodpovednost’ za priznanie vSetkych platieb
received, under this agreement, to the obdrzanych v ramci tejto zmluvy prislusnym
relevant taxation authorities as required dafiovym  organom  podla  miestnych
by local regulations. predpisov.

B-8.  Screen Failures. A Screen Failure is a | B-8.  Nesplnenie kritérii pri prevereni. Osoba, ktora
consented Trial Subject who fails to meet the nesplni kritéria pri prevereni, je Pokusnou
screening visit criteria not due to Protocol osobou, ktord udelila suhlas, ale nesplnila
deviations and is thus not eligible for podmienky  preverovacej navstevy  nie
enrollment into the Trial. Screen Failures will z dévodu odchylenia sa od Protokolu, a preto
be reimbursed, if at all, as outlined in nie je opravnena na zapis do SkuSania. Za
Attachment C, based on work completed Osoby, ktoré nesplnili kritéria pri prevereni,
pursuant to the Protocol. budu preplacané naklady (ak také osoby

budu) tak, ako je to stanovené v Prilohe C,
ato na zaklade prac, ktoré boli dokoncené
podla Protokolu.

B-9. Necessary Procedures. Payee will be | B-9.  Nevyhnuté procedury. Prijemcovi platby budu
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reimbursed for valid necessary visits and
procedures. Payment for any necessary
procedure due to patient safety will be
reimbursed at the agreed upon unit cost in the
budget, or if there is no such unit cost in the
budget, at the appropriate unit cost pre-
approved by Sponsor or INC Research in
writing, and will require a separate invoice
with documentation for the medical necessity
of the procedure. Where practicable,
Sponsor’s or INC Research’s prior written
consent will be obtained, unless it will
compromise the integrity of the Trial or affect
Trial Subject safety, in which case Sponsor
will be notified as soon as practicable after the
fact.

preplatené opodstatnené nevyhnuté navstevy
aproceddry. Bud( preplacané platby za
vSetky procedury, ktoré budu nevyhnutné
zdbvodu bezpeénosti pacienta, ato podla
dohodnutej jednotkovej ceny Vv rozpocte,
alebo, pokial v rozpoCte neexistuje
jednotkova sadzba, v primeranej jednotkovej
sadzbe vopred schvalenej pisomnou formou

Sponzorom  alebo  spolo¢nostou  INC
Research, pre tieto platby je potrebna
samostatna faktara s dokumentéciou
nevyhnutnosti danej proceddry

z medicinskeho hladiska. Ak je to mozné,
bude nutné ziskat' predchadzajuci pisomny
suhlas Sponzora alebo INC Research, okrem
pripadov, kedy to ohrozi integritu SkiiSania
alebo ovplyvni bezpecnost' Pokusnej osoby.
V tomto pripade bude podand informacia
Sponzorovi az nasledne, a to okamzite, ako to
bude mozné.

B-10. Payee-Institution. The  research  grant
payments will be made to the following payee

and address:

B-10. Prijemca platby-Institicia. Platby
vyskumného  grantu  budd  vyplacané
nasledujucemu prijemcovi ana nasledujlcu
adresu:

Payee Name: University hospital Trencin

Meno prijemcu platby: Fakultna nemocnica Tren¢in

Payee Address: Legionarska 28

911 71 Trencin, Slovak Republic

Adresa prijemcu platby: Legionarska 28

911 71 Trencin, Slovenska republika

Payee Tax Identification Number: SK 2021254631

DIC prijemcu platby: SK 2021254631

Payee Bank Account Details:

Bank Name: Statna pokladnica, a.s.

Bank Account Number: | | | NN
1BAN Number: |
swIFT Code: NS

Email address for remittance information:

In case of changes in the Payee’s bank account details,
Payee is obliged to inform INC Research in writing,
but no amendment to this Agreement shall be
required.

Bankové tdaje Prijemcu platby:
Nazov banky: Statna pokladnica, a.s.

Cislo bankového tétu: _

Emailovd adresa pre informacie o Uhradach:

V pripade zmeny bankovych Gdajov Prijemcu platby
je prijemca povinny pisomne informovat spolo¢nost’
INC Research, av§ak nieje nutné uzatvarat’ dodatok
k tejto zmluve.
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B-11. Payee-Principal Investigator. The research
grant payments will be made to the following

payee and address:

B-11. Prijemca  platby-Zodpovedny  skusajuci.
Platby vyskumného grantu budd vyplacané
nasledujdcemu prijemcovi ana nasledujlcu

adresu:

Payee Name: M N

Meno prijemcu platoy: | NS
-

Payee Address: | NN
L

Adresa prijemcu platoy: |EEEG
I

Payee Bank Account Details:

Bank Name: Tatra Banka

Bank Account Number: [ NN
1BAN Number: [

Email address for remittance  information:

In case of changes in the Payee’s bank account details,
Payee is obliged to inform INC Research in writing,
but no amendment to this Agreement shall be
required.

Bankové tdaje Prijemcu platby:

Nézov banky: [ G—_—_

Cislo bankového tétu: _
isAN: I
I

Emailovd adresa pre informéacie o Uhradach:

V pripade zmeny bankovych udajov Prijemcu platby
je prijemca povinny pisomne informovat’ spolo¢nost’
INC Research, avsak nieje nutné uzatvarat’ dodatok
k tejto zmluve.

B-12. Payee-Sub-Investigators. The research grant

payments will be made to the following
payees and addresess:

B-12. Prijemcovia platieb-Spoluskusajici.  Platby
vyskumného  grantu  budd  vyplacané
nasledujacemu prijemcovi ana nasledujlcu

adresu:
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V pripade zmeny bankovych Gdajov Prijemcu platby
je prijemca povinny pisomne informovat spolo¢nost’
INC Research, avSak nieje nutné uzatvarat dodatok
k tejto zmluve.
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In case of changes in the Payee’s bank account details,
Payee is obliged to inform INC Research in writing,
but no amendment to this Agreement shall be
required.

B-13. Invoices. All invoices must be issued and

forwarded to the following as instructed:

B-13. Faktdry. Vsetky faktary musia byt’ zaslané na

nasledujticu adresu podl'a pokynov:

Attn. Grants Department

Attn. Grants Department

INC RESEARCH UK LIMITED

INC RESEARCH UK LIMITED

Riverview, The Meadows Business Park,

Riverview, The Meadows Business Park,

Station Approach Station Approach
Blackwater Blackwater
Camberley Camberley
Surrey Surrey

GU17 9AB, UK GU17 9AB, UK

VAT Number: GB806650142

IC DPH: GB806650142

Fol

Protocol number, (3) Project code, (4) a summary of
the reimbursement to be made in compliance with the
Research Grant Worksheet, and (5) if the Payee is
VAT registered, the VAT Registration Number, (6) if
VAT reverse charge mechanism applies, the note
“VAT reverse charge applicable”.

Re: I Vec:
Fax
E-mail:

Each invoice must contain: (1) Sponsor name, (2) | Kazda faktira musi obsahovat: (1) meno Sponzora,

Email:

(2) cislo protokolu, (3) kod projektu, (4) prehlad
thrad k preplateniu podla FORMULAR FINANCNE]
ODMENY ZA VYSKUM a (5) pokial’ je Prijemca
platby platcom DPH, tiez DIC pre ucely DPH, (6)
pokial  dochadza  k pouzivaniu = mechanizmu
prenesenia danovej povinnosti, tak je nutné pridat’
poznamku ,,VAT reverse charge applicable” [tzn.
»Dochadza kuplathovaniu mechanizmu prenesenia
danovej povinnosti®].

Payee waives its right to receive any payments for
pass through expenses whereby Payee has failed to
produce actual copy invoices or other documentation
clearly substantiating that the expenditures were
actual, reasonable, and verifiable in the amount
submitted for compensation.

Any invoices submitted by the Payee more than 45
days after the database lock will not be reimbursed,
only in case when these invoices were not submitted
within 5 days after written notice from Sponsor or
INC Research.

Prijemca platby sa vzdava svojho prava na zasielanie
platieb za vynaloZené naklady, pri ktorych Prijemca
platby neposkytol képie faktar ¢i iné dokumenty jasne
odovodnujuce vysku a primeranost nakladov
a umoznujuce overit’ vysku sumy, ktora bola uvedena
na kompenzaciu.

Vsetky faktiry predlozené Prijemcom platby viac nez
45 dni po uzamknuti databazy nebudu preplatené,v
pripade, ak nebudu predlozené ani do 5 pracovnych
dni na zaklade pisomnej vyzvy Sponzora, resp. INC
Research.
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Attachment C Priloha C
RESEARCH GRANT WORKSHEETS FORMULARE FINANCNEJ ODMENY ZA
VYSKUM
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ATTACHMENT D

PRILOHA D

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # | R

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

UCAST CLENA TiMU SKUSANIA NA

PROTOKOLE C. | TN

I (..<oluskisajici®) sa
zOCastni priebehu skuSania vo vysSie uvedenom
protokole.

Participation in the Trial is subject to INC

Research’s prior written approval.

Ucast na skiSani musi byt predtym pisomne
schvalena spolo¢nostou INC Research.

Sub-Investigator represents and warrants that she:

Spoluskusajtici vyhlasuje a zarucuje, Ze:

- is an experienced health care professional;

— je skdseny zdravotnicky pracovnik,

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

— celt dokumentéaciu a vsetky informacie spojené
so sktsanim bude udrziavat’ v prisnej tajnosti,

- if not provided by the Principal Investigator, she
will obtain a copy of the Protocol and its
amendments (if any)

— zadovazi kopiu protokolu ajeho pripadnych
dodatkov, ak ich neposkytne zodpovedny
skusajuci,

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

— bude striktne dodrziavat’ protokol a jeho pripadné
dodatky,

-she has
obligations
Agreement

read the Principal Investigator’s
under the present Clinical Trial
and agrees to comply with these

obligations (including but not limited to the
obligations of  Confidentiality, Inventions,
compliance with Applicable Law, Protocol,

Insurance) to the extent that these obligations relate
to Sub-Investigator performance under this
Agreement;

si  precitala  povinnosti  zodpovedného
skusajtceho vyplyvajtce z tejto zmluvy
0 klinickom skasani a zavédzuje sa ich dodrziavat’
(vratane povinnosti tykajdcich sa zachovavania
mlcanlivosti, vynalezov, dodrziavania prislusnych
pravnych predpisov, protokolu, poistenia), ato do
rozsahu, do akého sa tieto povinnosti tykajd plnenia
spoluskusajuceho skuSania podla tejto zmluvy,

- will work under the supervision and direction of
the Principal Investigator and will comply with the
Principal Investigator’s instructions;

bude pracovat pod dohladom a vedenim
zodpovedného skusajuceho a bude dodrziavat’ jeho

pokyny,

- has obtained all the necessary approvals and has

ziskala vsetky potrebné suhlasy a zaslala
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made the necessary notifications to the Institution
in accordance with any applicable employment
regulations regarding the performance of her
services under the present Clinical Trial
Agreement;

potrebné oznamenia institacii v sulade
s prislusnymi  pracovnopravnymi predpismi vo
vzt'ahu k poskytovaniu svojich sluzieb podla tejto
zmluvy o klinickom skusani,

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

— za sluzby poskytované na zaklad¢ tejto Zmluvy,
nedostava od inStiticie mzdu vradmci plnenia
svojich kazdodennych pracovnych povinnosti, na
ktoré je zamestnana,

- may not assign his/her services under the present
Clinical Trial Agreement to any other party, nor
may she subcontract any of the services, without
the INC Research's prior written consent.

— nesmie postupit’ svoje sluzby vyplyvajice z tejto
zmluvy o klinickom ska$ani Ziadnej inej strane ani
zabezpeCit' ich poskytovanie prostrednictvom
dodavatel'a bez predchadzajiceho pisomného
suhlasu spolo¢nosti INC Research.

Sub-Investigator shall be reimbursed for each Trial
Subject’s visit conducted as outlined in Attachment
B. (Research Grant Payment Terms) and
Attachment C. (Research Grant Worksheet).

Spoluskusajucemu skusania bude preplatenad kazda
navsteva ucastnika klinického skusania, ako sa
uvadza vprilohe B. (Platobné podmienky
vyskumného grantu) a v prilohe C. (Pracovny vykaz
vyskumného grantu).

Agreed to and Accepted: / Suhlasim a prijimam:

NAME/MENO

Sub-Investigator / Spoluskusajuci

TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENT E

PRILOHAE

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL |GGG

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

UCAST CLENA TiMU SKUSANIA NA

PROTOKOLE C. | TN

I (..soluskisajuci®) sa
zOCastni priebehu skuSania vo vysSie uvedenom
protokole.

Participation in the Trial is subject to INC

Research’s prior written approval.

Ucast na skuSani musi byt predtym pisomne
schvalena spolocnostou INC Research.

Sub-Investigator
he/she:

represents and warrants that

Spoluskusajtici vyhlasuje a zarucuje, Ze:

- is an experienced health care professional;

— je skuseny zdravotnicky pracovnik,

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

— celt dokumentéciu a vsetky informacie spojené
so skusanim bude udrziavat’ v prisnej tajnosti,

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

— zadovazi kopiu protokolu a jeho pripadnych
dodatkov, ak ich neposkytne zodpovedny
skusajuci,

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

— bude striktne dodrziavat’ protokol a jeho pripadné
dodatky,

-she has
obligations
Agreement

read the Principal Investigator’s
under the present Clinical Trial
and agrees to comply with these

obligations (including but not limited to the
obligations of  Confidentiality, Inventions,
compliance with Applicable Law, Protocol,

Insurance) to the extent that these obligations relate
to Sub-Investigator’s performance under this
Agreement;

— si pre¢itala  povinnosti  zodpovedného
skisajuceho  vyplyvajice  ztejto  zmluvy
0 klinickom skus$ani a zavédzuje sa ich dodrZiavat
(vratane povinnosti tykajdcich sa zachovavania
mlcanlivosti, vyndlezov, dodrziavania prislusnych
pravnych predpisov, protokolu, poistenia), ato do
rozsahu, do akého sa tieto povinnosti tykajd plnenia
spoluskus$ajuceho sktisania podrla tejto zmluvy,

- will work under the supervision and direction of
the Principal Investigator and will comply with the
Principal Investigator’s instructions;

— bude pracovat pod dohladom a vedenim
zodpovedného skusajuceho a bude dodrziavat’ jeho

pokyny,

Page/Strana 42 of/z 49

s <« ThromboGenics_ | \ST P! CTA 14Mar2017_Final



1.

Confidential/ Doverné

- has obtained all the necessary approvals and has
made the necessary notifications to the Institution
in accordance with any applicable employment
regulations regarding the performance of her
services under the present Clinical Trial
Agreement;

— ziskala vSetky potrebné sthlasy a zaslala
potrebné oznamenia institacii v stlade
S prisluSnymi pracovnopravnymi predpismi vo
vzt'ahu k poskytovaniu svojich sluzieb podla tejto
zmluvy o klinickom skusani,

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

— za sluzby poskytované na zaklade tejto Zmluvy,
nedostava od institicie mzdu vradmci plnenia
svojich kazdodennych pracovnych povinnosti, na
ktoré je zamestnana,

- may not assign her services under the present
Clinical Trial Agreement to any other party, nor
may she subcontract any of the services, without
the INC Research's prior written consent.

— nesmie postupit’ svoje sluzby vyplyvajtce z tejto
zmluvy o klinickom skt$ani ziadnej inej strane ani
zabezpeCit' ich poskytovanie prostrednictvom
dodavatel'a bez predchadzajiceho pisomného
suhlasu spolo¢nosti INC Research.

Sub-Investigator shall be reimbursed for each Trial
Subject’s visit conducted as outlined in Attachment
B. (Research Grant Payment Terms) and
Attachment C. (Research Grant Worksheet).

Spoluskusajucemu skusania bude preplatend kazda
navsteva ucastnika klinického skusania, ako sa
uvadza vprilone B. (Platobné podmienky
vyskumného grantu) a v prilohe C. (Pracovny vykaz
vyskumného grantu).

Agreed to and Accepted: / SGhlasim a prijimam:

NAME/MENO

Sub-Investigator / Spoluskusajtici

TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENT F

PRILOHAF

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # | R

I il be involved in the conduct

of the Trial for the above referenced Protocol.

UCAST CLENA TiMU SKUSANIA NA

PROTOKOLE C. | TN

I s

zOCastni priebehu skuSania vo vysSie uvedenom
protokole.

Participation in the Trial is subject to INC

Research’s prior written approval.

Ucast na skuSani musi byt predtym pisomne
schvalena spolocnostou INC Research.

Sub-Investigator represents and warrants that he:

Spoluskusajtci vyhlasuje a zarucuje, ze:

- is an experienced health care professional;

— je skdseny zdravotnicky pracovnik,

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

— celt dokumentéaciu a vsetky informacie spojené
so sktsanim bude udrziavat’ v prisnej tajnosti,

- if not provided by the Principal Investigator, he
will obtain a copy of the Protocol and its
amendments (if any)

— zadovazi kopiu protokolu ajeho pripadnych
dodatkov, ak ich neposkytne zodpovedny
skusajuci,

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

— bude striktne dodrziavat’ protokol a jeho pripadné
dodatky,

-he has

obligations
Agreement
obligations

read the Principal Investigator’s
under the present Clinical Trial
and agrees to comply with these
(including but not limited to the
obligations of  Confidentiality, Inventions,
compliance with Applicable Law, Protocol,
Insurance) to the extent that these obligations relate
to Sub-Investigator’s performance under this
Agreement;

— si precital povinnosti zodpovedného skusajiceho
vyplyvajuce ztejto zmluvy o klinickom sku$ani
a zavdzuje sa ich dodrziavat’ (vratane povinnosti
tykajucich ~ sa  zachovdvania  mlcéanlivosti,
vynalezov, dodrziavania prislusnych pravnych
predpisov, protokolu, poistenia), ato do rozsahu,
do akého sa tieto povinnosti tykaju plnenia
spoluskusajuceho skuSania podla tejto zmluvy,

- will work under the supervision and direction of
the Principal Investigator and will comply with the
Principal Investigator’s instructions;

bude pracovat pod dohladom a vedenim
zodpovedného skusajuceho a bude dodrziavat’ jeho

pokyny,

- has obtained all the necessary approvals and has

— ziskal vsetky potrebné suhlasy a zaslal potrebné
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made the necessary notifications to the Institution
in accordance with any applicable employment
regulations regarding the performance of his
services under the present Clinical Trial
Agreement;

oznamenia  inStitacii v sUlade s prisluSnymi
pracovnopravnymi  predpismi vo vztahu
k poskytovaniu svojich sluzieb podla tejto zmluvy
0 klinickom skusani,

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

— za sluzby poskytované na zéklade tejto Zmluvy,
nedostava od inStiticie mzdu vradmci plnenia
svojich kazdodennych pracovnych povinnosti, na
ktoré je zamestnany,

- may not assign his services under the present
Clinical Trial Agreement to any other party, nor
may he subcontract any of the services, without the
INC  Research's  prior  written  consent.

— nesmie postupit’ svoje sluzby vyplyvajice z tejto
zmluvy o klinickom ska$ani Ziadnej inej strane ani
zabezpeCit' ich poskytovanie prostrednictvom
dodavatel'a bez predchadzajiceho pisomného
suhlasu spolo¢nosti INC Research.

Sub-Investigator shall be reimbursed for each Trial
Subject’s visit conducted as outlined in Attachment
B. (Research Grant Payment Terms) and
Attachment C. (Research Grant Worksheet).

Spoluskusajucemu skusania bude preplatend kazda
navsteva ucastnika klinického skuSania, ako sa
uvadza vprilohe B. (Platobné podmienky
vyskumného grantu) a v prilohe C. (Pracovny vykaz
vyskumného grantu).

Agreed to and Accepted: / SGhlasim a prijimam:

NAME/MENO

Sub-Investigator / Spoluskusajuci

TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENT G

PRILOHA G

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL # | R

B (sub-Investigator) will be

involved in the conduct of the Trial for the above
referenced Protocol.

UCAST CLENA TIiMU SKUSANIA NA

PROTOKOLE C. | TN

(,,spoluskusajici®) sa zucastni priebehu skusania vo
vy$8ie uvedenom protokole.

Participation in the Trial is subject to INC

Research’s prior written approval.

Ucast’ na skuSani musi byt predtym pisomne
schvalena spolocnostou INC Research.

Sub-Investigator represents and warrants that she:

Spoluskusajtici vyhlasuje a zarucuje, Ze:

- is an experienced health care professional;

— je skuseny zdravotnicky pracovnik,

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

— celt dokumentéciu a vsetky informacie spojené
so skusanim bude udrziavat’ v prisnej tajnosti,

- if not provided by the Principal Investigator, she
will obtain a copy of the Protocol and its
amendments (if any)

— zadovazi kopiu protokolu a jeho pripadnych
dodatkov, ak ich neposkytne zodpovedny
skusajuci,

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

— bude striktne dodrziavat’ protokol a jeho pripadné
dodatky,

-she has
obligations
Agreement

read the Principal Investigator’s
under the present Clinical Trial
and agrees to comply with these

obligations (including but not limited to the
obligations of  Confidentiality, Inventions,
compliance with Applicable Law, Protocol,

Insurance) to the extent that these obligations relate
to Sub-Investigator’s performance under this
Agreement;

— si pre¢itala  povinnosti  zodpovedného
skisajuceho  vyplyvajice  ztejto  zmluvy
0 klinickom skus$ani a zavédzuje sa ich dodrZiavat
(vratane povinnosti tykajdcich sa zachovavania
mlcanlivosti, vynalezov, dodrziavania prislusnych
pravnych predpisov, protokolu, poistenia), ato do
rozsahu, do akého sa tieto povinnosti tykaju plnenia
spoluskus$ajuceho skisania podla tejto zmluvy,

- will work under the supervision and direction of
the Principal Investigator and will comply with the
Principal Investigator’s instructions;

— bude pracovat pod dohladom a vedenim
zodpovedného skusajuceho a bude dodrziavat’ jeho

pokyny,
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- has obtained all the necessary approvals and has
made the necessary notifications to the Institution
in accordance with any applicable employment
regulations regarding the performance of her
services under the present Clinical Trial
Agreement;

— ziskala vSetky potrebné sthlasy a zaslala
potrebné oznamenia institacii v stlade
S prisluSnymi pracovnopravnymi predpismi vo
vzt'ahu k poskytovaniu svojich sluzieb podla tejto
zmluvy o klinickom skusani,

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

— za sluzby poskytované na zaklade tejto Zmluvy,
nedostava od institicie mzdu vradmci plnenia
svojich kazdodennych pracovnych povinnosti, na
ktoré je zamestnana,

- may not assign his/her services under the present
Clinical Trial Agreement to any other party, nor
may she subcontract any of the services, without
the INC Research's prior written consent.

— nesmie postupit’ svoje sluzby vyplyvajtce z tejto
zmluvy o klinickom skt$ani ziadnej inej strane ani
zabezpeCitt ich poskytovanie prostrednictvom
dodavatel'a bez predchadzajiceho pisomného
stihlasu spolo¢nosti INC Research.

Sub-Investigator shall be reimbursed for each Trial
Subject’s visit conducted as outlined in Attachment
B. (Research Grant Payment Terms) and
Attachment C. (Research Grant Worksheet).

Spoluskusajucemu skusania bude preplatenad kazda
navsteva ucastnika klinického skusania, ako sa
uvadza vprilohe B. (Platobné podmienky
vyskumného grantu) a v prilohe C. (Pracovny vykaz
vyskumného grantu).

Agreed to and Accepted: / Suhlasim a prijimam:

NAME/MENO

Sub-Investigator / Spoluskusajici

TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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ATTACHMENTH

PRILOHA H

STUDY TEAM PARTICIPANT
INVOLVEMENT IN PROTOCOL |GGG

. (ub-Investigator) will

be involved in the conduct of the Trial for the
above referenced Protocol.

UCAST CLENA TiMU SKUSANIA NA

PROTOKOLE C. | TN

B . spoluskisajuci®) sa zhastni priebehu
skusania vo vysSie uvedenom protokole.

Participation in the Trial is subject to INC

Research’s prior written approval.

Ucast na skagani musi byt predtym pisomne
schvalena spolocnostou INC Research.

Sub-Investigator represents and warrants that he:

Spoluskusajtici vyhlasuje a zarucuje, Ze:

- is an experienced health care professional;

— je skdseny zdravotnicky pracovnik,

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

— celt dokumentéaciu a vsetky informacie spojené
so sktsanim bude udrziavat’ v prisnej tajnosti,

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

— zadovazi kopiu protokolu ajeho pripadnych
dodatkov, ak ich neposkytne zodpovedny
skusajuci,

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

— bude striktne dodrziavat’ protokol a jeho pripadné
dodatky,

-he has read the Principal Investigator’s obligations
under the present Clinical Trial Agreement and
agrees to comply with these obligations (including
but not limited to the obligations of Confidentiality,

Inventions, compliance with Applicable Law,
Protocol, Insurance) to the extent that these
obligations relate to  Sub-Investigator/Study

Coordinator/ Study Nurse’s performance under this
Agreement;

— si precital povinnosti zodpovedného skusajiceho
vyplyvajlce ztejto zmluvy o klinickom skusani
a zavdzuje sa ich dodrziavat’ (vratane povinnosti
tykajucich ~ sa  zachovdvania  mlcéanlivosti,
vynalezov, dodrziavania prislusnych pravnych
predpisov, protokolu, poistenia), ato do rozsahu,
do akého sa tieto povinnosti tykaju plnenia
spoluskus$ajuceho/koordinatora sktiSania/zdravotnej
sestry sktiSania podl'a tejto zmluvy,

- will work under the supervision and direction of
the Principal Investigator and will comply with the
Principal Investigator’s instructions;

— bude pracovat pod dohladom a vedenim
zodpovedného skusajuceho a bude dodrziavat’ jeho

pokyny,

- has obtained all the necessary approvals and has

— ziskal vsetky potrebné suhlasy a zaslal potrebné
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1.

Confidential/ Doverné

made the necessary notifications to the Institution
in accordance with any applicable employment
regulations regarding the performance of his/her
services under the present Clinical Trial
Agreement;

oznamenia  inStitacii v sUlade s prisluSnymi
pracovnopravnymi  predpismi vo vztahu
k poskytovaniu svojich sluzieb podla tejto zmluvy
0 klinickom skusani,

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

— za sluzby poskytované na zaklad¢ tejto Zmluvy,
nedostava od inStiticie mzdu vradmci plnenia
svojich kazdodennych pracovnych povinnosti, na
ktoré je zamestnany,

- may not assign his/her services under the present
Clinical Trial Agreement to any other party, nor
may he subcontract any of the services, without the
INC  Research's  prior  written  consent.

— nesmie postupit’ svoje sluzby vyplyvajice z tejto
zmluvy o klinickom ska$ani Ziadnej inej strane ani
zabezpeCit' ich poskytovanie prostrednictvom
dodavatel'a bez predchadzajiceho pisomného
suhlasu spolo¢nosti INC Research.

Sub-Investigator shall be reimbursed for each Trial
Subject’s visit conducted as outlined in Attachment
B. (Research Grant Payment Terms) and
Attachment C. (Research Grant Worksheet).

Spoluskusajucemu skusania bude preplatenad kazda
navsteva ucastnika klinického skusSania, ako sa
uvadza vprilohe B. (Platobné podmienky
vyskumného grantu) a v prilohe C. (Pracovny vykaz
vyskumného grantu).

Agreed to and Accepted: / Suhlasim a prijimam:

NAME/MENO

Sub-Investigator / Spoluskusajuci

TITLE / FUNKCIA

SIGNATURE/PODPIS

DATE / DATUM
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