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CLINICAL TRIAL AGREEMENT / ZMLUVA O KLINICKOM SKUSANI

This Clinical Trial Agreement (“Agreement”)
shall enter into force upon last signature of the
parties hereunder and shall take effect on the day
following the day of its publication in the Central
Register of Contracts of the Slovak Republic
pursuant to Section 47a of Act no. 40/1964 Coll.
Civil Code (“Effective Date”) by and among:

Labcorp Drug Development Inc., 206 Carnegie
Center, Princeton, NJ 08540, USA, and its
affiliates, (hereinafter referred to as “Labcorp”);

and

Nemocnica s poliklinikou Brezno, n.o., Banisko
273/1,977 01 Brezno, Slovak Republic, ID: 31 908
969, TAX ID: 2021607687, represented by Ing.
Jaroslav Macejovsky, director (hereinafter referred
to as “Institution”)

and

MUDr. Dubomir Antalik, XXXX (hereinafter
referred to as “Investigator”)

Whereas, Labcorp, Institution and Investigator are
hereinafter referred to individually as “Party” and
collectively as “Parties”;

Whereas, Labcorp is acting in its capacity as a
contract research organization, as defined in the
International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for
Human Use Harmonised Tripartite Guideline for
Good Clinical Practice as amended from time to
time (“ICH-GCP”) Section 1.20, as an
independent contractor on behalf of Cardurion
Pharmaceuticals, Inc. (“Sponsor”) to assist
Sponsor in conducting the clinical research study
(“Study”) detailed below:

Tato zmluva o klinickom skuasani (d’alej len
»zmluva“) nadobuda platnost’ po jej podpisani
poslednou zmluvnou stranou a uc¢innost’ diiom
nasledujucim po dni jej zverejnenia Vv
Centralnom registri zmlav Slovenskej republiky
v zmysle § 47a zékona ¢. 40/1964 Zb.
Obciansky zakonnik (dalej len ,,datum
nadobudnutia u¢innosti‘) medzi:

Spolo¢nostou Labcorp Drug Development
Inc., 206 Carnegie Center, Princeton, NJ 08540,
USA, ajej pridruzenymi spolo¢nost’ami (d’alej
len ,,Labcorp®);

a

Nemocnica s poliklinikou Brezno, n.o.,
Banisko 273/1, 977 01 Brezno, Slovenska
republika, ICO: 31 908 969, DIC: 2021607687,
zastipenou Ing. Jaroslavom Macejovskym,
riaditel’ (d’alej len ,,inStiticia‘)

a

MUDr. Cubomir Antalik, XXX a (d’alej len
,skusajuci)

KEDZE spolotnost Labcorp, institicia
a skusajuci sa dalej jednotlivo oznacujii ako
»strana“ a spolu ako ,,strany*;

KEDZE spolo¢nost’ Labcorp kona vo svojej
funkcii splnomocnenej vyskumnej organizacie
podla metodickych pokynov uvedenych v
platnom zneni v Harmonizovanych tripartitnych
usmerneniach pre spravnu klinicki  prax
Medzinarodnej rady pre  harmoniziciu
technickych poziadaviek na lieky na humanne
pouzitie (,,JICH-GCP*), odsek 1.20, ako
nezavisly zmluvny subjekt v mene Cardurion
Pharmaceuticals, Inc. (dalej len ,,zadavatel™),
s cielom pomoct’ zaddvatel'ovi vykonavat’ d’alej
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Study RD-740 (hereinafter referred to
Drug: as “Study Drug”)

Protocol | “A Phase 2, Randomized,
Title: Double-Blind, Placebo-
Controlled, Clinical Trial to
Assess the Effectiveness of
CRD-740 in Patients with
Chronic Heart Failure” as
amended from time to time and
incorporated herein by reference
(hereinafter referred to as the
“Protocol”)

Protocol | CRD-740-201

Number:

Whereas, Investigator is an employee of
Institution at Kardiologicka ambulancia 1,
Nemocnica s poliklinikou Brezno, n.o., Banisko
273/1, 977 01 Brezno, Slovak Republic and has the
knowledge and experience to undertake the Study,
and Labcorp wishes to engage Institution and
Investigator to conduct the Study;

Whereas, Institution and Investigator desire to
participate in conducting the Study;
Now, therefore, the Parties hereto agree as

follows:

1. CONDUCT OF THE STUDY

(a) Institution and/or Investigator shall ensure
that all persons who have involvement in the Study
and who are employees, independent contractors or
agents of Institution and/or Investigator, including
but not limited to Study coordinators, clinical
research coordinators, pharmacy, laboratory,
radiology, pathology, cardiology and nursing staff,
further including but not limited to home nurse

uvedené klinické skusanie (dalej len ,klinické
skuSanie®):

Skasany RD-740 (dalej len ,,skiSany
produkt produkt alebo liek*)
alebo liek:

Nazov ,,Randomizované, dvojito
protokolu: | zaslepené, placebom
kontrolované klinické

sktiSanie fazy II na
vyhodnotenie uc¢innosti CRD-
740 u subjektov s chronickym
srdcovym zlyhavanim®,
v platnom zneni a obsiahnuty
v tejto zmluve formou odkazu
(d’alej len ,,protokol *);

Cislo CRD-740-201

protokolu:

KEDZE skugajici je zamestnancom institicie,
s pracoviskom v Kardiologickej ambulancii I,
Nemocnica s poliklinikou Brezno, n.o., Banisko
273/1,977 01 Brezno, Slovenska republika a ma
znalosti a skusenosti na vykonanie skuSania
a spolo¢nost’ Labcorp si Zeld zapojit’ inStiticiu
a skuSajuceho do vykonania skuSania;

KEDZE inStiticia askuSajuci si  zelaju
zucastnit’ sa na vykonavani klinického sktiSania;

sa zmluvné strany preto teraz dohodli takto:

1. VYKONAVANIE KLINICKEHO
SKUSANIA

(a) Institacia a/alebo skusajuci zabezpecia, aby
vSetky osoby, ktoré sa zucastiuju klinického
skuSania a ktoré st zamestnancami, nezavislymi
zmluvnymi  subjektmi  alebo  zéastupcami
inStitucie a/alebo skusajuceho, okrem iného aj
vratane koordinatorov klinického skusSania,
koordinatorov klinického vyskumu, personalu
laboratoria, radiologického, patologického,
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staff, or any other entities or person(s) delegated
tasks by Investigator (hereinafter ‘“Research
Staff’) have the knowledge and experience to
undertake the Study and shall accurately,
efficiently and expeditiously perform the Study in
a professional and competent manner in accordance
with this Agreement and the Protocol. Institution
shall ensure and warrant compliance with the
provisions and requirements of this Agreement by
Research Staff. Wherever, in this Agreement,
reference is made to obligations which are
incumbent on the Institution and/or Investigator for
services which may be performed by Research

Staff, such reference is intended to include
Research Staff.
(b) Institution and Investigator represent and

warrant that agreeing to the terms and conditions of
this Agreement and performing services for
Labcorp will not cause it/he/she to violate any
terms and conditions of any agreement for services
or employment with any other individual or entity.
During the Term of this Agreement, Institution and
Investigator shall not enter into any agreement with
another individual or entity that would cause them
to violate the terms of or be unable to carry out the
services under this Agreement.

() To the extent terms and conditions in this
Agreement and the Protocol conflict, the terms and
conditions of the Protocol shall control with respect
to scientific, medical, subject consent, and any
other issues directly relating to the conduct of the
Study and keeping of records (e.g., case report
forms) associated therewith, and the provisions of
the main body of this Agreement shall control with
respect to all other issues.

(d) Institution agrees to perform formal patient
screening and randomisation for the Study only
after Labcorp has confirmed in writing (which
could be via email) to Institution that all essential
documents, as defined by ICH-GCP or equivalent

kardiologického a oSetrovatel'ského personalu,
d’alej vratane okrem iného domaécich
oSetrovatelov alebo inych pravnickych ¢i
fyzickych osob, ktorym tulohy zadal skusajuci
(dalej len ,vyskumny personal®) mali
vedomosti a skisenosti na vykonanie klinického
skuSania a presne, U€inne arychlo vykonavali
klinické sktiSanie profesiondlnym
a kompetentnym sposobom v sulade s touto
dohodou a protokolom. InStitucia zabezpeci
a zaru¢i dodrZiavanie ustanoveni a poziadaviek
tejto  zmluvy  vyskumnym  personalom.
Kdekol'vek sa v tejto zmluve uvadza odkaz na
povinnosti, ktoré¢ prinalezia inStitucii a/alebo
skasajucemu za sluzby, ktoré méze vykonavat
vyskumny personal, takyto odkaz sa ma
vysvetl'ovat’, akoby zahfiial vyskumny personal.

(b) Institicia a skuSajici vyhlasuju a zarucuju
svojim suhlasom s podmienkami tejto zmluvy
a vykonavanim sluZzieb pre spolo¢nost’, Ze tymto
neporuSia  podmienky  ziadnej  zmluvy
o vykonavani sluzieb alebo pracovnej zmluvy
uzavretej s inou osobou alebo subjektom. Pocas
doby platnosti tejto zmluvy institucia a skasajici
neuzavru ziadnu zmluvu s inou osobou alebo
subjektom, ktord by im spdsobila porusenie
podmienok tejto zmluvy alebo ich neschopnost’
poskytovat’ sluzby podla tejto zmluvy.

(¢) Vrozsahu, vakom su podmienky tejto
zmluvy aprotokol vrozpore, sa vedecké
a lekarske zalezitosti, zalezitosti tykajuce sa
suhlasu subjektov ainé zalezitosti priamo
suvisiace s vykonavanim klinického skuSania
asnim suvisiacim vedenim zaznamov (napr.
zaznamové formulare Gc¢astnikov) riadia podl'a
podmienok  protokolu avsSetky  ostatné
zalezitosti sa riadia podla ustanoveni hlavnej
Casti tejto zmluvy.

(d) Institacia sa zavizuje, ze vykona formalny
skrining Gi€astnikov a randomizaciu pre klinické
sktiSanie az po pisomnom potvrdeni spolocnosti
Labcorp (¢o mdze byt aj prostrednictvom e-
mailu) inStitacii, Ze su zavedené vSetky zdkladné
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standard, are in place and proper or appropriate
Ethics Committee (“EC”), Institutional Review
Board (“IRB”), Regulatory Authority (as defined
in ICH-GCP) and/or other competent authority
approval has been received. Any form of informed
consent document must be reviewed and approved
by Labcorp in writing in advance of its
implementation in the Study. Institution or
Investigator shall notify Labcorp upon EC/IRB
approval of the informed consent document.

2. APPLICABLE LAW

Institution and Investigator shall conduct the Study
in accordance with the Protocol and this Agreement
(each as amended), the reasonable written
instructions  from  Sponsor or  Labcorp
(“Instructions”), and relevant professional
standards of medical practice. Furthermore,
Institution and Investigator shall conduct the Study
in accordance with all applicable international,
national, state and local laws, statutes, directives,
guidelines, rules and regulations, including all
applicable privacy, data protection or similar law
including but not limited to General Data
Protection Regulation 2016/679, anti-bribery and
anti-corruption laws rules and regulations, ICH-
GCP, whether or not enacted by the local country
laws where Institution and/or Investigator is
located, and other legally binding requirements or
instructions of any Regulatory Authority applicable
to the performance of the Study at Institution
(“Applicable Law”).

dokumenty, ako su definované v ICH/GCP
alebo rovnocennom Standarde, abol prijaty
riadny alebo vhodny suhlas Etickej komisie
(dalej len ako ,EK*), Nezavislej etickej
komisie (d’alej len ako ,,NEK*), Regulacného
organu (definovany v pravidlach ICH-GCP)
a/alebo inych prislusnych organov. Akékol'vek
forma dokumentu informovaného stthlasu musi
byt skontrolovand a pisomne schvélena
spolo¢nostou Labcorp pred jej implementaciou
do sktSania. InStitucia alebo skuSajuci
informuje spolocnost’ Labcorp po schvaleni
dokumentu informovaného sthlasu zo strany
EK/NEK.

2. PRISLUSNE PRAVNE PREDPISY

Institucia a skuSajuci buda vykonavat’ klinické
skuSanie v sulade s protokolom a touto zmluvou
(v aktudlnom zneni), primeranymi pisomnymi
pokynmi zadavatel'a alebo spolo¢nosti Labcorp
(dalej len ,,pokyny®), ako aj prislusSnymi
profesijnymi  zdsadami  lekarskej  praxe.
Institicia a skasajici budit okrem toho
vykonavat' Stidiu v sulade so vSetkymi
prislusnymi  medzindrodnymi, ndrodnymi,
Staitnymi a miestnymi pravnymi predpismi,
zakonmi, smernicami, usmerneniami,
pravidlami a nariadeniami, vratane vSetkych
platnych  pravnych  predpisov o ochrane
stkromia a o ochrane tdajov alebo podobného
zdkona vratane okrem iného vSeobecného
nariadenia o ochrane udajov €. 06/679 a
pravnych predpisov, pravidiel a nariadeni proti
uplatkarstvu a korupcii, pravidlami
a nariadeniami a metodickymi pokynmi ICH-
GCP, bez ohladu na to, ¢i su alebo nie su
schvalené miestnymi pravnymi predpismi
krajiny, v ktorych sa nachddza inStitucia
a/alebo skusajuci, ako aj inymi pravne
zavaznymi  poziadavkami ¢ pokynmi
ktoréhokol'vek regulacného organu, ktoré sa
vzt'ahuji na vykondvanie klinického skusania
v Institacii  (d’alej len ,platné pravne
predpisy®).
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3. OBLIGATIONS

(a) Anti-Bribery & Anti-Corruption

Investigator and Institution shall not and shall cause
its Research Staff to not violate the laws and
regulations of the United States of America
(including the Foreign Corrupt Practices Act), any
local laws of the country of operation, the country
in which business is being conducted, or any other
relevant country as applicable (including the
United Kingdom Bribery Act of 2010) pertaining
to bribery, improper payments, and kickbacks.
Investigator and Institution shall not and shall cause
its Research Staff to not, either directly or indirectly
engage in bribery, or offer, or promise, or solicit, or
make, or receive any “improper payment,”
including cash, loan, gift, travel, entertainment,
hospitality, facilitation payment, kickback,
political or philanthropic contribution, anything of
value for the benefit of the Parties, Sponsor, or their
personnel or any entity or individual associated
with the Parties, Sponsor, or their personnel or for
other perceived benefit as an inducement to act or
refrain from acting, or in order to improperly obtain
or retain a business advantage in relation to this
Agreement.

Anti-Human and

Ethical Labor

(b) Trafficking

Institution shall not directly or indirectly engage in
severe forms of trafficking in persons, procure
commercial sex acts, or use forced labor or
unlawful child labor in the performance of the
Study; destroy, conceal, confiscate, or otherwise
deny access by an employee to the employee’s
identity documents, such as passports or drivers’
licenses; use misleading or fraudulent practices
during the recruitment of employees or offering of
employment, such as failing to disclose in a format

3. POVINNOSTI

(a) Boj proti podplicaniu a korupcii

Skusajaci a inStitGcia nesmu porusit’ pravne
predpisy  anariadenia  Spojenych  Statov
americkych (vratane zdkona o korupénych
postupoch v zahrani¢i), dalej vnutrostatne
pravne predpisy krajiny pdsobenia, krajiny,
v ktorej sa podnika, alebo inej prislusnej krajiny
podla pripadu (vratane zakona Spojeného
kral'ovstva o uplatkarstve z roku 2010), ktoré sa
tykaji  podplacania, nevhodnych platieb
a provizii, a zabezpecia, aby rovnako konal aj
ich vyskumny persondl. Skusajuci a institlicia sa
priamo ani nepriamo nezucastni na Ziadnej
korupcnej Cinnosti, nepontkne, neprislubi,
nepoziada, neda ani neprijme Ziadnu ,,nevhodnu
platbu‘ vratane hotovosti, pdzicky, daru, cesty,
zabavy, pohostenia, ul'ah¢enia postupov platby,
uplatku, politického alebo filantropického
prispevku, ¢ohokol'vek hodnotného v prospech
zmluvnych stran, zadadvatela, ich personalu
alebo préavnickej ¢i fyzickej osoby pridruzenej
k zmluvnym stranam, zadavatelovi , ato ani s
cielom ziskania iného vnimaného prinosu ako
podnetu na konanie ¢i zdrzanie konania, ani
s cielom neopravnene ziskat alebo udrzat
obchodnu vyhodu v suvislosti s touto zmluvou.

(b) Boj proti obchodovaniu s Pud’mi
a eticka praca

Institucia sa pri vykone klinického skuSania
nesmie priamo ani nepriamo podielat na
zéavaznych forméach obchodovania slud'mi,
zakazovat’ obchodné sexuélne ¢iny ani vyuzivat’
nutenu pracu alebo nezédkonnu detsku pracu;
zni¢it, skryt, zabavit doklady totoznosti
zamestnanca, ako su cestovné pasy alebo
vodi¢ské preukazy ani mu k nim inak odopriet’
pristup; pouzivat’ zavadzajice alebo podvodné
postupy pri prijimani zamestnancov alebo pri

and language accessible to the worker, basic | ponuke zamestnania, ako je napriklad

information or making material misrepresentations | nezverejnenie zdkladnych informacii alebo

during the recruitment of employees regarding key | vyznamnych skresl'ovani pri nabore
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terms and conditions of employment, including
wages and fringe benefits, the location of work, the
living conditions and housing, any significant costs
to be charged to the employee, and, if applicable,
the hazardous nature of the work; use recruiters that
fail in any way to comply with local labor laws of
the country in which the recruiting took place; use
recruiters that charge “recruiting fees” to
employees; provide or arrange housing that fails to
meet the host country and safety standards; fail to
provide a written employment contract, recruitment
agreement, or similar work paper, if required by
law or contract, in the employee’s native language
at least five days before the employee departs from
his/her country of origin; or fail to provide or
reimburse return transportation costs upon the end
of employment for employees who were brought
into a country for the purpose of performance of
this Agreement.

Furthermore, Institution shall cooperate with
Labcorp and/or Sponsor and participate in any
investigations, audits, or other reviews resulting
from an alleged violation of the representations
made above, whether formal or informal, as
reasonably requested by Labcorp, Sponsor or its
delegates. Such cooperation does not require the
waiver of any existing attorney-client privilege by
Investigator and/or Institution or any right of
Investigator and/or Institution or any of their
officers, principals, owners, employees or agents
not to self-incriminate.

(©) Investigator Obligations

zamestnancov, pokial’ ide o kI'i¢ové podmienky
zamestnania vratane mzdy a okrajovych davok,
umiestnenie  prace, zivotné  podmienky
a byvanie, akékol'vek vyznamné néklady, ktoré
sa maju uctovat zamestnancovi a pripadne
nebezpecnej povahy prace, vo formate a jazyku,
ktoré st pracovnikovi pristupné; pouzivat
naborovych zamestnancov, ktori akymkol'vek
spoésobom nedodrziavaju miestne pracovné
pravne predpisy krajiny, v ktorej sa uskutocnil
nabor; pouzivaji naborovych zamestnancov,
ktori uctuja ,,naborové poplatky*
zamestnancom; poskytovat' alebo zabezpecit
byvanie, ktoré nesplia normy hostitel'skej
krajiny a bezpecnostné normy; neposkytnut
pisomnu pracovnu zmluvu, zmluvu o nabore
alebo podobny pracovny doklad v materskom
jazyku zamestnanca, ak to vyzaduji pravne
predpisy alebo zmluva, najmenej pdt dni
predtym, ako zamestnanci odidu z krajiny
povodu; alebo neposkytnut’ alebo nehradit’
naklady na dopravu po skonceni pracovného
pomeru zamestnancom, ktori boli privedeni do
krajiny na ucely plnenia tejto dohody.

Okrem toho bude inStitucia spolupracovat’ so
spolocnostou Labcorp a/alebo zadavatelom
a zucastni sa akychkol'vek vySetrovani, auditov
¢i inych posudzovani vyplyvajucich z udajného
porusenia vyhlaseni uvedenych vyssie, ¢i uz st
formalne alebo neformalne, ktoré moze
odovodnene vyzadovat spolocnost” Labcorp,
zadavatel' alebo nim poverené osoby. Takato
spolupraca nevyzaduje zrieknutie sa
existujuceho privilégia vztahu medzi obhajcom
a klientom skuSajucim a/alebo inStituciou ani
ziadneho prava skusSajuceho a/alebo institucie
alebo akychkol'vek ich tradnikov, veducich,
vlastnikov, zamestnancov ani zastupcov, aby sa
nedopustili vlastného obvinenia.

(c) Povinnosti skuisajuiceho
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Investigator agrees to devote best efforts to
accurately and efficiently perform the work
required under this Agreement, which efforts shall
include but are not limited to the following:

(1) exercise independent
medical judgment as to the
compatibility of each Study
subject with the Protocol
requirements;

(i)  promptly notify Sponsor,
Labcorp and the EC/IRB of
any deviations from or
failure to comply with the
Protocol;

(i11))  promptly reply to any
questions from Labcorp or
Sponsor  regarding any
matter related to the Study;

(iv)  promptly notify Labcorp of
any significant changes that
occur at any time during the
Study which may affect the
Investigator or Institution’s
ability to conduct the Study,
including but not limited to,
changes in  personnel
involved in the Study;

(V) supervise Research Staff to
ensure compliance with this
Agreement, the Protocol,
and Applicable Law;

(vi)  promptly return to Labcorp
upon request a financial and
conflict of interest
disclosure form completed
and signed by Investigator,
which shall disclose any
economic or other interests,
if any, in connection with
the conduct of the Study, the
Sponsor or the Study Drug
or any other applicable
interests held by those
investigators or sub-
investigators or their

Skusajici sa zavdzuje vynalozit maximalne
usilie na presné a efektivne vykondvanie svojej
prace vyzadovanej podla tejto zmluvy vratane,
okrem iného, nasledovného:

() urobit’ si nezavisly lekarsky tisudok
o kompatibilite kazdého subjektu
klinického skuSania s poziadavkami
protokolu;

(i) bezodkladne oznamit’ zadavatel'ovi,
spolo¢nosti ~ Labcorp  a EK/RK
vSetky pripadné odchylky od
protokolu  alebo  nedodrzanie
protokolu;

(iiy pohotovo odpovedat na vSetky
otazky spolo¢nosti Labcorp alebo
zadavatela tykajuce sa akejkol'vek
zalezitosti suvisiacej s klinickym
skuSanim,;

(iv) bezodkladne oznamit® spolocnosti
Labcorp vSetky vyznamné zmeny,
ktoré¢ sa vyskytnu kedykol'vek pocas
klinického skusania, ktoré by mohli
ovplyvnit' schopnost’ skusajuceho
vykonavat'  klinické  skuSanie
vratane, okrem iného, zmien
v persondli podielajicom sa na
klinickom skusSani;

(v) dohliadat’ na vyskumny personal
scielom zarucit sulad s touto
zmluvou, protokolom a prislusnymi
pravnymi predpismi.

(v na poziadanie bezodkladne vratit
spolo¢nosti Labcorp formuladr na
spristupnenie finanénych informacii
a konfliktu zaujmov vyplneny a
podpisany skusajicim, ktory zverejni
akékol'vek ekonomické alebo iné
zaujmy, ak nejaké existuju, v
suvislosti s vykonavanim skuSania,
zadavatel'a alebo skasaného lieku
alebo akékol'vek iné relevantné
zaujmy, ktoré maju tito skisajuci
alebo podvyskumnici alebo ich
manzelia alebo nezaopatrené deti, a
poskytnut’  aktualizacie  takého
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spouses or  dependent
children, and  provide
updates to such form as
needed to maintain their
accuracy and completeness
during the Study and for one
(1) year after Study
completion. Investigator
agrees that such form may
be subject to review by
governmental or regulatory
agencies, Sponsor, Labcorp,
and their agents, and the
Investigator consents to
such review.

(d) Institution Obligations

(1) Institution agrees that its Research Staff
will devote their best efforts to accurately and
efficiently perform the work required under this
Agreement, which efforts shall include but are not
limited to items (i) through (iv) listed in section 3(c)
above.

(11) Institution guarantees that the appropriate
facilities (including any equipment, but excluding
those to be provided by Labcorp on behalf of
Sponsor to Institution) necessary and adequate for
conducting the Study are available at Institution.

(i11))  Upon Labcorp’s request, Institution shall,
for each member of the Research Staff, promptly
return to Labcorp a financial and conflict of interest
disclosure form that has been completed and signed
by the respective Research Staff member, which
shall disclose any economic or other interests, if
any, in connection with the conduct of the Study,
the Sponsor or the Study Drug or any other
applicable interests held by such Research Staff
member or his/her spouse or dependent children.
Institution shall ensure that all such forms are
promptly updated as needed to maintain their
accuracy and completeness during the Study and
for one (1) year after Study completion. Institution
agrees that the completed forms may be subject to

formuléara, ako je potrebné, aby sa
zachovala ich presnost’ a Uplnost
pocas skusania a jeden (1) rok po
ukonceni skusania. SkuSajuci suhlasi
s tym, Ze takyto formular modze
podlichat  kontrole zo  strany
vladnych alebo regula¢nych agentur,
zadavatel'a, spolo¢nosti Labcorp a
ich zastupcov, a skusajuci s takouto
kontrolou suhlasi.

Povinnosti inStitacie

(d)

(1) InstitGcia suhlasi stym, ze jej vyskumny
personal vynalozi maximalne usilie na to, aby
presne a ucinne vykonaval pracu pozadovani na
zéklade tejto zmluvy, ktora zahiiia okrem iné¢ho
polozky 1) az iv) uvedené v Casti 3 pism. c)
vyssie.

(i) InStitacia zarucuje, ze ma k dispozicii
prislusné zariadenia (vratane vybavenia, s
vynimkou  vybavenia,  ktoré  poskytne
spolocnost Labcorp v mene zadavatela
institacii) potrebné a primerané na vykonanie
klinického skusania.

(i11)) Na ziadost  spolo¢nosti  Labcorp
InStiticia za kazdého clena vyskumného
personalu  bezodkladne vrati  spolocnosti

Labcorp formuladr na zverejnenie finan¢nych
informacii a konfliktu zaujmov, ktory vyplnil a
podpisal prislusny ¢len vyskumného personalu,
ktory zverejni akékol'vek ekonomické alebo iné
zaujmy, v suvislosti s vykondvanim sktSania,
zadavatelom alebo skuSanym liekom, alebo
akékol'vek iné relevantné zaujmy takéhoto ¢lena
vyskumného  persondlu  alebo  jeho/jej
manzelského partnera alebo nezaopatrenych
deti. InStitucia zabezpeci, aby sa vsetky takéto
formulare podla potreby rychlo aktualizovali,
aby sa zachovala ich presnost’ a Gplnost’ pocas
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review by governmental or regulatory agencies,
Sponsor, Labcorp, and their agents, and Institution
consents to such review. According to Applicable
Law, Labcorp shall further obtain the consents of
Research Staff to the transfer of this financial
disclosure data to the Sponsor’s country of origin,
even though data protection may not exist or be as
developed in such country as in the Institution’s
own country.

(iv)  In accordance with the law 211/2000 Coll.
(Freedom on Information Act), this Agreement
and/or any amendment shall be published in the
Central Register of Contracts operated by the
Office of the Government of the Slovak Republic
at https://www.crz.gov.sk/, not later than three (3)
months from last signature. The Parties agree that
Institution shall publish this Agreement, its
Exhibits, and any future amendments, and Labcorp
undertakes to deliver a redacted version of this
Agreement for publication prior its signing (“Final
Document”).

(v)  The Institution shall publish the Agreement
without Information, as defined in this Agreement,
as well as personal information, and business and
trade secrets, as defined by Applicable Law
(“Excluded Information”), including, without
limitation, the Protocol, the investigator brochure
and the budget exhibit detailing the costs per
procedures. Only the expected total study budget
(contract value) shall be published. Institution
shall only publish the Final Document in a non-
editable, searchable PDF format.

(vi)  Labcorp shall draft the final form of the
agreement (“Draft Publication Document”) for
publication (which shall not contain any Excluded

skasania a jeden (1) rok po ukonceni Stadie.
Institucia suhlasi s tym, ze vyplnené formulére
mézu podliehat kontrole vladnymi alebo
regulaénymi agentirami, zadavatel'om,
spolocnostou Labcorp a ich zastupcami a
inStitucia s takouto kontrolou stihlasi. V sulade s
platnymi pravnymi predpismi musi Labcorp
d’alej ziskat’ stihlas vyskumného personalu na
prenos tychto udajov o finanénom zverejneni do
krajiny povodu zadavatela, aj ked ochrana
udajov v tejto krajine nemusi existovat’ alebo
byt tak rozvinuta ako vo vlastnej krajine
institucie.

(iv) 'V stlade so zdkonom 211/2000 Z. z.
(Zékon o slobode informacii), tato zmluva
a/alebo jej dodatok bude zverejneny v
Centralnom registri zmluv, ktory prevadzkuje
Urad vlady SR na https://www.crz.gov.sk/,
najneskor vSak do troch (3) mesiacov od
posledného podpisu. Zmluvné strany sa
dohodli, ze Institucia zverejni tuto dohodu, jej
prilohy a akékol'vek buduce dodatky, a Labcorp
sa zavézuje dodat’ upravenu verziu tejto dohody
na zverejnenie pred jej podpisom (,,Zaverecny
dokument*).

(v) InsStitacia zverejni dohodu bez
informacii, ako je definované v tejto dohode,
ako aj osobné informdcie a podnikové a
obchodné tajomstva, ako je definované v
AplikovateI'nom prave (“Vylacené
informacie), vratane, bez obmedzenia,
Protokolu, brozary pre skasajucich a rozpoctu
uvadzajuceho podrobnosti o nékladoch na
postupy. Zverejni sa len predpokladany celkovy
rozpocet skuSania (hodnota dohody). InStitucia

zverejni  Kone¢ny  dokument iba v
neupravitelnom formate PDF s moznostou
vyhl'adavania.

(vi) Labcorp vypracuje navrh konecnej podoby
zmluvy (,,Navrh dokumentu o publikacii*) na
zverejnenie (ktory nebude obsahovat’ ziadne

Information) and shall submit the Draft Publication | vylu¢ené informacie) a predlozi navrh

Document to the Sponsor for review before the | dokumentu o  publikacii  zaddvatel'ovi

Agreement is expected to be executed. naposudenie pred ocakdvanym uzavretim
dohody.
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4.

SCHEDULE AND NUMBER OF

STUDY SUBJECTS

Institution and Investigator shall use best efforts to
recruit and enroll [# subjects will be specified only
if necessary and cap required on budget] subjects,
unless otherwise agreed to by Labcorp, for the
Study according to the time schedule specified by
the Protocol. Institution and Investigator shall stop
enrollment in accordance with prior written

Instructions.

5.

(a)

PERSONAL DATA PROTECTION

In order to comply with their obligations

under the General Data Protection Regulation
2016/679 (“GDPR”), the implementing acts by the
relevant member state of the European Union
and/or any other applicable law or regulation
relating to the protection of Personal Data (“Data
Protection Laws”), Institution and Investigator, as
Subprocessor, agree to, at a minimum comply with
the obligations of this section. For purposes of this

section,

the terms

Personal Data,

Process/Processing, Controller, Processor, Sub-
processor, and Data Subject shall have the same
meaning as in the Data Protection Laws. Institution
and Investigator agree to:

(1) Process Personal data, and ensure

that any authorized person having
access to Personal Data, Processes
such Personal Data only on
documented instructions  from
Labcorp, including with regard to
transfers of Personal Data to a third
country or an international
organization, unless required to do
so by Applicable Law to which
Institution or Investigator is subject;
in such a case, Institution or
Investigator, as the case may be,

4. PLAN A POCET UCASTNIKOVOV
KLINICKEHO SKUSANIA

Institucia a skuSajuci  vynalozia maximalne
usilie na ndbor a zaradenie [pocet UcCastnikov
bude Specifikovany len v pripade potreby
a maximalny limit podla rozpoctu] tc€astnikov
[pokial nie je dohodnuté inak spolo¢nostou
Labcorp] do klinick¢ého skuSania v stlade
s kritériami  pre zaradenie a nezaradenie
a harmonogramu  uvedeného v protokole.
Institucia a skuSajuci  zastavi zarad’ovanie
ucastnikov do klinického skuSania v sulade
s predchadzajacimi pisomnymi pokynmi

5. OCHRANA OSOBNYCH UDAJOV

(a) Aby inStiticia a skuSajuci spihali svoje
povinnosti  vyplyvajice zo  vSeobecného
nariadenia o ochrane udajov ¢. 2016/679 (d’alej
len ako ,,GDPR®), vykonavajlicich pravnych
predpisov  prisluSného  ¢lenského  Statu
Eurépskej unie a/alebo inych prislusnych
pravnych predpisov ¢i nariadeni tykajucich sa
ochrany osobnych udajov (dalej len ako
»Zakony o ochrane udajov*), stihlasia s tym, ze
ako subsprostredkovatelia budii minimalne
dodrziavat’ povinnosti uvedené v tejto casti.
V ramci tejto Casti majii pojmy osobné udaje,

spracuvat/spractivanie, prevadzkovatel’,
sprostredkovater, subsprostredkovatel’
adotknutd osoba rovnaky vyznam ako
v zékonoch o ochrane tUdajov. InStitucia

a sktSajuci suhlasia:
(i) spracuvat osobné udaje a zaistit’,
aby vSetky osoby s pristupom
k osobnym 1udajom spracuvali
osobn¢ tudaje vyhradne podla
pokynov  spolo¢nosti  Labcorp
vratane prenosov osobnych udajov
do tretej krajiny alebo
medzinarodnej spolo¢nosti, pokial
to nevyzaduje prislusny zakon,
ktorému inStiticia alebo skusajuci
podliehaju. V takom pripade musi
inStiticia  alebo  sktSajuci, v
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shall inform Labcorp of that legal
requirement before Processing,
unless that law prohibits such
information on important grounds
of public interest;

(i1) immediately inform Labcorp if, in
its opinion, an instruction infringes
any Data Protection Laws;

(iii)immediately inform Labcorp of any
complaint, communication  or
request arising from a Data Subject
in relation to the Personal Data;

(iv)tprovide Labcorp with full and
prompt cooperation and assistance
in relation to any complaint,
communication or request arising
from a Data Subject, which shall
include:

(1) providing Labcorp with full details
of the complaint, communication or
request;

(2) where authorised by Labcorp,
complying with a request from a
Data Subject in relation to the Data
Subject’s Personal Data within the
relevant timescales set out by Data
Protection Laws and in accordance
with Labcorp’s written instructions;

(3) providing Labcorp with any
Personal Data it holds in relation to
a Data Subject, if required, in a
commonly-used, structured,
electronic and machine-readable
format;

(4) providing Labcorp with any
information requested by Labcorp
relating to the Processing of
Personal Data  under  this
Agreement; and

(i)

(iii)

(iv)

(1)

2)

€)

(4)

zavislosti od daného pripadu, este
pred samotnym  spracivanim
informovat” spolo¢nost’ Labcorp
o danej zadkonnej poziadavke,
pokial tento zakon nezakazuje tieto
informacie z doélezitych dovodov
verejného zaujmu;

okamzite informovat spolo¢nost’
Labcorp, ak si mysli, Ze niektory
pokyn porusuje zdkony o ochrane

udajov;
okamzite informovat spolo¢nost’
Labcorp  okazdej  staznosti,

komunikacie alebo Ziadosti od
dotknutej osoby sohladom na
osobné udaje;

poskytnut  plni  a okamzita
su¢innost’ pri rieSeni st'aznosti,
komunikacie alebo ziadosti od
dotknutej osoby, ktora zahtna:

poskytnut’” spolo¢nosti  Labcorp

vsetky podrobnosti danej
staznosti, komunikacie alebo
poziadavkys;

vyhoviet’ ziadosti dotknutej osoby
v suvislosti s jej osobnymi udajmi
v prislusnych casovych Ilehotach
stanovenych zdkonmi o ochrane
udajov, a to v stlade s pisomnymi
pokynmi spolo¢nosti Labcorp a za
predpokladu, ze to spolo¢nost’
Labcorp odsuhlasi;

poskytnut’ spoloc¢nosti  Labcorp
vSetky osobné udaje dotknutej
osoby, ktoré vlastni, ato v bezne

pouZivanom, Struktirovanom,
elektronickom a strojovo
Citatelnom forméate (v pripade
potreby);

poskytnut’” spolo¢nosti  Labcorp
vSetky informdacie, ktoré¢ si
spolo¢nost  Labcorp  vyziada
a ktoré suvisia so spracuvanim
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(5) where authorised by Labcorp,
correcting, deleting, or blocking any
Personal Data;

(v) ensure that persons authorised to
Process the Personal Data have
committed themselves to
confidentiality or are under an
appropriate statutory obligation of
confidentiality;

(vi) take all measures required pursuant
to Article 32 of GDPR including but
not limited to security measures
relating to the pseudonymising and
encrypting of personal data,
confidentiality, integrity availability
and resilience of processing systems
and services, restoration of
availability and access to personal
data, regular testing, assessment and
evaluation of the effectiveness of
technical and  organizational
measures for ensuring the security
of processing and processing risk
assessments to prevent
unauthorized  disclosure, loss
alteration of destruction;

(vii) not engage another
Subprocessor or change a current
Subprocessor without the prior
written authorization of Labcorp;

(viii) enter into the same data
protection obligations as set out in
this Agreement with any further
Subprocessor engaged in the
Processing of Personal Data;

(ix)ttaking into account the nature of the
processing, assist Labcorp by
appropriate technical and
organisational measures, insofar as

osobnych udajov podla tejto
zmluvy;

(5) upravit, vymazat’ alebo
zablokovat’ osobné udaje
v pripade, Ze to spolocnost’
Labcorp odsuhlasi;

(v) zaistit, aby sa osoby opravnené na
spracivanie  osobnych  tudajov
zaviazali k mlcanlivosti alebo aby
sa na ne vztahovala zikonna
povinnost’ zachovat’ ml¢anlivost’;

(vi) vykonat  vSetky  pozadované
opatrenia  podla  Clanku 32
nariadenia GDPR vratane okrem
iného bezpec¢nostnych opatreni,
ktoré sa tykaji pseudonymizacie
a Sifrovania  osobnych tudajov,
dovernosti, integrity, dostupnosti
a odolnosti systémov spracuvania
a sluzieb, obnovenie dostupnosti
osobnych udajov a pristupu k nim,

pravidelného testovania,
posudzovania a hodnotenia
ucinnosti technickych

a organizacnych  opatreni  na
zaistenie bezpecnosti spracivania a
hodnotenia rizika spracuvania
s cielom zabranit’ neopravnenému
poskytnutiu, straty, zmeny alebo
znic¢eniu osobnych udajov;

(vil) bez predchadzajiceho pisomného
suhlasu  spolo¢nosti  Labcorp

nezamestnat’ d’alSieho
subsprostredkovatel'a ani nemenit’
sucasného;

(viii) zjednat  rovnaké  povinnosti
tykajuice sa ochrany tidajov, ako st
stanovené Vv tejto zmluve
s akymkol'vek d’al$im
subsprostredkovatel'om
zapojenym do spracovania

osobnych udajov;

(ix) zohladnit povahu spracuvania,
pomahat’ spolo€nosti  Labcorp
primeranymi technickymi
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this is possible, for the fulfilment of
Labcorp’s obligation to respond to
requests for exercising the Data
Subject’s rights laid down in
Chapter III of GDPR including but
not limited to right of access,
rectification, erasure, restriction of
processing, data portability,
objection to processing and any
notifications thereof;

(x) aassist Labcorp in  ensuring
compliance with the obligations
pursuant to Articles 32 to 36 of
GDPR, taking into account the
nature of processing and the
information available;

(xi)at the choice of Labcorp, delete or
return all Personal Data to Labcorp
after the end of the provision of
services relating to Processing, and
delete existing copies unless
Applicable Law requires storage of
the Personal Data;

(xii) make available to Labcorp
all information necessary to
demonstrate compliance with the
obligations laid down in this Section
5 and allow for and contribute to
audits, including  inspections,
conducted by Labcorp or another
auditor mandated by Labcorp.

Where Institution and/or Investigator seeks to

transfer

Personal Data required under this

Agreement to a non-EU third party, such transfer of
Personal Data shall be governed by an agreement
between Institution and/or Investigator and the

a organiza¢nymi opatreniami,
pokiall je to mozné, aby si
spolo¢nost’ Labcorp mohla splnit’
povinnost” odpovedat’ na ziadosti
s ohladom na uplatiiovanie prav
dotknutych 0s6b  stanovenych
v kapitole III nariadenia GDPR
vratane okrem iného prdva na
pristup k osobnym udajom, prava
na ich opravu, vymazanie,
obmedzenie spractvania,
prenosnosti udajov, namietanie
proti spractivaniu, ako aj prava na
vSetky oznamenia tykajice sa
osobnych udajov;

(x) poskytovat’” spoloc¢nosti Labcorp
sucinnost’”  pri  zabezpecCovani
povinnosti podl'a ¢lankov 32 az 36
nariadenia GDPR s prihliadnutim
na povahu spractvania a dostupné
informacie;

(xi) podla vyberu spolo¢nosti Labcorp
vymazat’ alebo vratit’ spolo¢nosti
Labcorp vsetky osobné udaje po
ukonceni poskytovania sluzieb
tykajucich sa spracivania
osobnych udajov, avymazat
existujuce kopie osobnych udajov,
pokial prislusné zdkony o ochrane
udajov nevyzaduju ich uchovanie;

(xii) spristupnit’ spoloc¢nosti Labcorp
vSetky informécie potrebné¢ na
preukdzanie plnenia povinnosti
stanovenych vtejto Casti5 ana

umoznenie vykonavat
aprispievat’ k auditom (vratane
inSpekecit), ktoré vykona

spolo¢nost’ Labcorp alebo iny
auditor povereny spolo¢nost'ou
Labcorp.

Ak sa instittcia a/alebo sktiSajuci snazi preniest’
osobné udaje pozadované podla tejto zmluvy
tretej strane mimo EU, takyto prenos osobnych
udajov sa riadi dohodou medzi skuSajicim
atretou stranou mimo EU, ktord obsahuje
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non-EU third party containing terms no less
stringent that those contained in either (i) the
Standard Contractual Clauses for Processors
(Commission Decision C(2010)593) and any
amending or superseding clause approved for the
same purpose by the European Commission; or (ii)
another adequacy mechanism required under
Applicable Law.

Labcorp understands that Institution and/or
Investigator is Controller of Institution and/or
Investigator Personal Data not collected for the
purpose of the Study (“Background Personal
Data”). In such a case, Institution and/or
Investigator is Controller and Labcorp is Processor
of such Background Personal Data. Labcorp will
comply with the same obligations in this Section 5
as it relates to Labcorp’s processing such
Background Personal Data.

(b) Labcorp may make available such Personal
Data to affiliated companies of Sponsor and/or
Labcorp, legal and regulatory agencies and
authorities in compliance with Labcorp’s privacy
statement located at XXX.

6. CONFIDENTIALITY

(a) Institution and Investigator shall not, and
Institution shall ensure that Research Staff shall
not, disclose to any third party or use for any
purposes other than for the performance of the
Study any data, records or other information
disclosed to Institution and Investigator by
Labcorp, Sponsor, Sponsor’s independent
contractors or generated as a result of this Study
(hereinafter, collectively “Information”) without
the prior written consent of Sponsor. Such
Information shall remain the confidential and
proprietary property of Sponsor and shall be
disclosed only to Research Staff bound by
obligations of confidentiality consistent with this

podmienky, ktoré nie st menej prisne ako
podmienky obsiahnuté bud’ v (i) Standardnych
zmluvnych dolozkdch pre spracovatel'ou
(rozhodnutie komisie K(2010) 593)
a v akejkol'vek pozmenujucej a dopliujicej
dolozke schvalenej na ten isty tcel Europskou
komisiou, alebo (ii) vinom mechanizme
primeranosti pozadovanym podla prislusného
pravneho predpisu.

Spolo¢nost’ Labcorp berie na vedomie, ze
sktSajuci je prevadzkovatelom osobnych
udajov skusajiiceho, ktoré sa neziskaju na ucely
klinického skusania (d’alej len ako ,,podkladové
osobné tudaje”). V takom pripade skuSajuci
vystupuje ako prevadzkovatel a spolocnost
Labcorp je sprostredkovatel podkladovych
osobnych udajov. Spoloc¢nost’ Labcorp bude
dodrziavat’ rovnaké povinnosti stanovené v tejto
Casti5, kedze sa to tyka spracivania
podkladovych osobnych tdajov zo strany
spoloc¢nosti Labcorp.

(b) Spolocnost’ Labcorp moze spristupnit’ také
osobné¢ tudaje pridruzenym spolo¢nostiam
zadavatela a/alebo  spolo¢nosti  Labcorp,
pravnym aregulaénym agenturam a uradom
v sulade s jej vyhlasenim o ochrane osobnych
udajov, ktoré mozno najst’ na stranke XXX.

6. DOVERNOST INFORMACII

(a) InStiticia  askSajici  nespristupnia
anepouziju, azabezpeCia, aby vyskumny
personal nespristupnil tretej strane a nepouZili,
na ucely iné ako vykonavanie tohto klinického

skuSania 7Zziadne udaje, zdznamy ani iné
informacie spristupnené institacii
a skusajucemu spolo¢nost'ou Labcorp,

zadavatel'om, zmluvne zaviazanym nezavislym
subjektom zadédvatel'a alebo vygenerované v
dosledku tohto klinického skuSania (dalej
spolocne len Linformacie*) bez
predchadzajiceho pisomného suhlasu
zadavatel'a. Tieto informécie zostani doverné
a chranenym vlastnictvom zadavatela
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Agreement who have a “need to know” for the
performance of the Study. The obligation of
nondisclosure shall not apply to the following
Information:

(1) is or was already in Institution
and/or Investigator’s lawful
possession prior to disclosure by or
for Labcorp and/or Sponsor as
shown by Institution and/or
Investigator’s prior written records;

(i) is or becomes publicly known
through no fault, act or omission of
Institution and/or Investigator;

(i) is or was lawfully received by
Institution and/or Investigator from
a third party legally entitled to
disclose such information in a non-
confidential fashion, unless
Institution and/or Investigator knew
or should have known of a
restriction as to its use or disclosure;
or
(iv)  was independently
developed by Institution and/or
Investigator without use of or
reference to the Information as
shown by Institution and/or
Investigator’s prior written records.

(b) Institution and/or Investigator shall be
entitled to disclose Information to the extent
required by any Applicable Law or pursuant to
any decision, order, subpoena, government or
regulatory requirement or other process of law,
provided that Institution and/or Investigator shall,
unless restricted by Applicable Law, promptly
notify Labcorp and Sponsor of such requirement
prior to any disclosure and shall cooperate with
Labcorp and/or Sponsor to seek to oppose,
minimize or obtain the confidential treatment of

a spristupnia sa len vyskumnému personalu
viazanému zavdzkom mlcanlivosti v sulade
s touto zmluvou, ktory ich ,,potrebuje vediet* na
vykonavanie klinického skuSania. Zavizok
tykajiici sa nespristupnenia sa nevztahuje na
tieto informacie:

(1) informécie, ktoré su alebo uz boli
v pravoplatnom vlastnictve institicie
a/alebo skuSajiiceho eSte pred ich
zverejnenim  spolo¢nostou alebo
spolo¢nosti Labcorp ¢i zadavatela,
ocom  sved¢ia  predchadzajuce
pisomné zaznamy inStitlicie a/alebo
skusajuceho;

(i1) informécie, ktoré s alebo sa stant
verejne dostupné bez zavinenia,
konania alebo opomenutia inStitlicie
a/alebo skusajuceho;

(ii1)informacie, ktoré institiicia a/alebo
sktiSajuci pravoplatne ziska alebo
ziskal od tretej strany, ktord ma zo
zékona  pravo  zverejnit  tieto
informécie nedovernym sposobom,
pokial’ inStitucia a/alebo skusajtci
nevedeli, resp. nemali vediet
oobmedzeni ich  pouzitia  ¢i
zverejnenia;

(iv) informacie, ktoré inStiticia a/alebo
skuSajlici nezdvisle vytvoril bez
pouzitia alebo odkazu na tieto
informéacie ako je wuvedené v

predchadzajtcich pisomnych
zédznamoch institucie a/alebo
sktsajuceho.

(b)  Institacia a/alebo skusajuci st opravneni
zverejnit’ informécie v rozsahu pozadovanom
prislusnym zdkonom alebo na zéklade
rozhodnutia, nariadenia, predvolania, Statnych
alebo regulacnych poziadaviek, za predpokladu,
Ze inStiticia a/alebo skuSajuci bude o tejto
poziadavke bezodkladne informovat’
spolocnost’ Labcorp a zadavatela eSte pred
samotnym zverejnenim, pokial’ to prislusny
zakon nezakazuje alebo pokial’ je to mozné,
a spoloCnosti Labcorp a/alebo zadavatelovi
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the requested disclosure to the extent of such
order or as reasonable practicable. In any event,
Institution, Investigator and/or Research Staff
shall limit such disclosure of Information to the
minimum extent required.

(c) Upon termination of this Agreement or
upon any earlier written request by Labcorp or
Sponsor at any time, Institution and Investigator
shall return to Sponsor, or destroy, at Labcorp’s
or Sponsor’s option, all Information, including
any copies or materials derived from Information,
other than Study data and records.

7. STUDY DRUG AND EQUIPMENT

(a) Institution and Investigator will be provided
with sufficient amounts of the Study Drug solely
for the purpose of conducting the Study, free of
charge and with available information on the Study
Drug, which Sponsor considers necessary or useful
for conducting the Study.

(b) Institution agrees to limit access to the
Study Drug to only Research Staff who, under
Investigator’s direct control or supervision, will be
engaged in using the Study Drug as contemplated
by the Protocol.

(©) Investigator will maintain a record of
receipt and dispensing of the Study Drug.

(d)  Upon completion of the Study or early
termination thereof, all unused Study Drug,
compounds, devices, Labcorp or Sponsor provided
equipment, and related Study materials furnished to
Institution and Investigator by or on behalf of
Sponsor or Labcorp shall be returned or destroyed
in accordance with the Protocol and as directed by
Labcorp at no cost to Institution or Investigator.

poskytne sucinnost’ pri braneni, minimalizovani

alebo ziskani doverné¢ho zaobchadzania
s pozadovanym zverejnenim v rozsahu takého
prikazu alebo pokial je to primerane

uskutoCnitel'né. InStiticia a/alebo vyskumny
personal v takom pripade obmedzia zverejnenie
informéacii na poZadovany minimalny rozsah.

(©) Po ukoncCeni tejto zmluvy alebo na
zéklade akejkol'vek predchddzajicej pisomne;j
ziadosti Labcorp alebo zadéavatela kedykol'vek
inStitacia a skuSajuci vrati zadavatelovi alebo
zlikviduje, podl'a uvazenia spol. Labcorp alebo

zadavatela, vSetky  informécie  vratane
akychkol'vek  kopii alebo materidlov
odvodenych z informacii, okrem udajov

a zaznamov tykajucich sa skusania.

7. SKUSANY PRODUKT ALEBO LIEK

A VYBAVENIE
(a) Institucii a skusajicemu bude vyhradne na
ucely  vykonavania  klinického  skuSania

bezplatne poskytnuté dostatocné mnozstvo
sktiSan¢ho produktu alebo lieku. Poskytn sa aj
dostupné informécie o skiiSanom produkte alebo
lieku, ktoré¢ zadavatel povazuje za potrebné
alebo wuzitocné na vykonavanie klinického
skasania.

(b) InStitdcia sa zavdzuje obmedzit pristup
k skiSanému produktu alebo lieku len na
vyskumny personal, ktory ho bude podla
zameru protokolu pouzivat pod priamou
kontrolou alebo dohl'ad skusajticeho.

(c) Skusajuci bude viest zaznam o prijati
a vydani skasaného produktu alebo lieku.

(d) Po skonceni klinického skusania alebo po
jeho pred¢asnom ukonceni sa vSetok nepouzity
skasany produkt alebo liek, zluceniny,
pomdcky, vybavenie poskytnuté spolocnost'ou
Labcorp alebo zadévatel'om a suvisiaci material
klinického  skuSania  dodany  inStitucii
a skuSajicemu zadéavatelom alebo
spolo¢nostou Labcorp alebo vich mene vrati

Confidential and Proprietary
XXX

Page 16 of 48




Protocol Ref: CRD-740-201
Labcorp Ref. XXX

Slovakia CTA Template, XXX
Sponsor/Study Approved Template: XXX

(e) Institution and Investigator acknowledge
that the Study Drug is experimental in nature, and
therefore shall exercise prudence and reasonable
care in, and comply with any Instructions
regarding, the wuse, handling, secure storage,
transportation, disposition and containment of the
Study Drug, including any derivatives thereof.

€3] Institution, through third party providers,
will be provided with the following equipment:
one (1) Tablet Samsung A7, in value of USD 285,
free of charge, properly packaged, solely for the
purposes of the conduct of the Study. Upon
completion of the Study or early termination
thereof and after written approval by Labcorp or
Sponsor, the Tablet Samsung A7 provided by
Labcorp or Sponsor shall be returned as instructed
by Labcorp or Sponsor.

(g) Institution and Investigator shall exercise
reasonable care and comply with any Instructions
regarding the use and storage of equipment.
Institution and Investigator understand and agree
that fees will be offset if the Investigator and/or
Institution is negligent with any equipment
provided, including misuse, damage or loss.

8. REPORTING STUDY DRUG SAFETY

Study Drug safety reporting shall be conducted
strictly as per Protocol, ICH-GCP and Applicable
Laws. Investigator shall cooperate with Sponsor in
its efforts to follow-up on any adverse events.
Investigator shall comply with its EC/IEC reporting
obligations.

9. DEREGISTRATION

alebo zlikviduje v sulade s protokolom, podla
pokynov spolo¢nosti Labcorp a bez nakladov
pre institiciu alebo skuSajtiiceho.

(e) InStitGcia a skasajaci su si vedomi, ze
sktiSany produkt alebo liek je experimentalnej
povahy, a preto musia konat obozretne
a opatrne a dodrziavat’ vSetky pokyny tykajuce
sa jeho pouzivania, manipuldcie, bezpecného
uchovavania, prepravy, disponovania
a zadrziavania, vratane jeho derivatov.

(f) InStiticia  dostane  prostrednictvom
dodavatel'ov ~ tretej  strany  nasledujuce
vybavenie: jeden (1) Tablet Samsung A7,
v hodnote 285 USD

bezplatne, riadne zabalené, vylucne na ucely
vykonavania klinického skuSania. Po dokonceni
klinického skusania alebo jeho pred¢asnom
ukonceni ana zaklade pisomného suhlasu
spoloc¢nosti Labcorp alebo zadévatel'a sa Tablet
Samsung A7, poskytnuty spolocnost’ou Labcorp
alebo zadéavatel'om, vrati podla pokynov
spolo¢nosti Labcorp alebo zadavaterla;

(g) InstitGcia askuSajaci venuji primeranu
starostlivost’ a budu konat’ v stlade
s akymikol'vek  pokynmi  tykajicimi  sa
pouzivania a uchovéavania vybavenia. Institicia
a skiSajuci beri na vedomie a suhlasia, ze
vyrovnaju  poplatky v pripade nedbalého
zaobchadzania s vybavenim vratane
nespravneho pouzitia, posSkodenia alebo straty.

8. HLASENIE O BEZPECNOSTI
SKUSANEHO __ PRODUKTU __ ALEBO
LIEKU

Hlasenie o bezpecnosti skuSaného produktu
alebo lieku sa ma vykondvat’ prisne v sulade
s protokolom a ICH-GCP. SkusSajuci bude
spolupracovat’ so zaddvatelom v jeho usili
sledovat’  akékol'vek neziaduce udalosti.
Skusajuci musi dodrziavat oznamovacie
povinnosti EK/NEK.

9. VYRADENIE Z REGISTRACIE
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Institution, on behalf of itself and Research Staff,
and Investigator each represent and warrant that
neither it/he/she, nor any other person retained by
it’/he/she to perform the Study pursuant to this
Agreement (i) has previously been “struck-off”,
debarred, disqualified, deregistered, excluded or
otherwise had its/his/her right or qualification to
conduct clinical studies revoked by any national,
foreign or international authority/organization, (ii)
is aware of the initiation of any action, suit, claim,
investigation or legal or administrative proceedings
relating to disqualification, deregistration or
debarment or restriction of Institution, Investigator
or any person performing services under this
Agreement, (iii) has been charged with crimes
resulting in the revoking of such right or
qualification, (iv) is listed on, or owned or
controlled by anyone on, any restricted persons list
of a national, foreign or international
authority/organization, or (v) 1is owned or
controlled by anyone located in Cuba, the Crimea
region, Iran, North Korea, or Syria, or any other
embargoed destination. Institution, on behalf of
itself and its Research Staff, and Investigator shall
inform Labcorp in writing, without delay should
any revocation, deregistration, disqualification,
exclusion, debarment or sanctioning be announced
during the Study.

10. AUDIT, MONITORING AND
INSPECTION

(a) Institution and Investigator shall cooperate
with Labcorp, Sponsor, and any governmental or
regulatory authorities in their efforts to monitor,
audit, or inspect the progress of the Study at
Institution. Authorized representatives of Labcorp
and Sponsor shall have the right, upon reasonable
advance notice, and during regular business hours,
to:

Institucia v svojom mene a v mene vyskumného
personalu a skuSajuceho vyhlasuje a zarucuje,
Ze ani ona, ani ziadna in4 osoba, ktorti podla
tejto zmluvy zabezpeCil na vykonavanie
klinického sktSania (i) neboli v minulosti
diskvalifikované, vylucené, vyradené
z registracie ani im nebolo inak zruSené pravo na
vykonavanie klinickych skuSani vnutrostatnym,
zahraniénym ani medzindrodnym orgadnom
alebo organizaciou; (ii) si nie su vedomé
pripadného zacatia konania, Zaloby, naroku,
vySetrovania alebo sudneho ¢i spravneho
konania tykajiceho sa ich diskvalifikacie,
vyradenia z registracie alebo vylucenia alebo
obmedzenia ¢innosti inStiticie, skuSajuceho ¢i
inej osoby poskytujucej sluzby podla tejto
zmluvy; alebo (iii) boli obzalované z trestnych
¢inov, nasledkom ¢oho im bolo toto pravo na
kvalifikaciu zrusené, (iv) nie st uvedené na
zozname 0sOb s obmedzenou c¢innostou
vnutrostatnych, zahrani¢nych alebo
medzinarodnych organov ¢i organizicii, alebo
(v) ze ani ju ani ind osobu nevlastni ani
nekontroluje ziadna osoba, ktord sa nachddza na
Kube, v oblasti Krymu, v Irane, Severnej Korei
alebo Syrii, ¢i inej ciel'ovej krajine, na ktorua je
uvalené embargo. V pripade ozndmenia
akéhokol'vek zruSenia, vylucCenia z registracie,
diskvalifikacie, exkluzie alebo postihnutia
pocas klinického skusSania, inStiticia v svojom
mene avmene vyskumného persondlu
a skuSajuceho tato skutocnost’ bezodkladne
pisomne oznami spolo¢nosti Labcorp.

10. AUDIT, MONITORING A INSPEKCIA

(a) Institacia a skuSajuci spolupracuju  so
spolo¢nostou Labcorp, zadavatelom a pripadne
Statnym alebo regulaénym orgénom v ich usili
o monitorovanie, audit alebo  kontrolu
napredovania klinického skuSania v inStitucii.
Povereni zastupcovia spolo¢nosti Labcorp
a zadavatela maji pravo, po oznameni
dostatocne vopred a pocas bezné¢ho pracovného
Casu:
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(i) examine and inspect Institution and
Investigator’s facilities used for the
performance of the Study;

(i) inspect and copy all data and work
products related to the Study; and

(ii1)) examine source documents and
other medical records of Study subjects as
reasonably necessary to monitor the
Study.

(b) In the event Institution or Investigator
receives notice that Institution or Investigator shall
be the subject of an investigation or audit by any
governmental or regulatory authority, the Party
receiving such notice shall notify Labcorp
immediately.  In the event that Institution or
Investigator does not receive prior notice of said
investigation or audit, the Institution or Investigator
shall notify Labcorp as soon as practicable after
receiving knowledge of said investigation or audit.
Institution or Investigator will provide Labcorp and
Sponsor copies of all Study specific materials,
external correspondence, statements, forms and
records that Institution or Investigator receives,
obtains or generates pursuant to any such
investigation, including providing Labcorp and
Sponsor a reasonable opportunity to comment in
advance on any correspondence generated by
Institution or Investigator to the appropriate
authority.

(c) Investigator shall promptly correct all
errors identified by Sponsor, Labcorp or their
representatives during any audit, as well as any
items that are identified as being non-compliant
with the Protocol, Applicable Law, Instructions or
with  Investigator’s obligations under this
Agreement.

(d) Institution and/or Investigator will, as
required by Applicable Law, ensure that Study
monitors have direct access to all requested Study-
related records and suitable access to all relevant

(1) preskimat’ a kontrolovat’ zariadenia
inStiticie  a skasajiceho, ktoré sa
pouzivaji na vykonavanie klinického
skusania;

(i) skontrolovat' a skopirovat’ vsetky
udaje  aprodukty prace suvisiace
s klinickym skuSanim; a

(i11) preskimat’ povodné dokumenty a iné
zdravotné zaznamy subjektov klinického
skiSania potrebné na monitorovanie
klinického skusania.

(b) V pripade, ze institucia alebo skuSajuci
dostane oznamenie, ze institcia alebo skusajuci
budt predmetom insSpekcie alebo auditu Statnym
alebo regulatnym organom, inStitacia tato
skuto¢nost’ ihned” oznami spolo¢nosti Labcorp.
V pripade, Ze inStitacii alebo sktSajucemu
nebude tito inSpekcia alebo audit vopred
oznamené, strana oznami tuto skutoCnost’
spolo¢nosti Labcorp hned’ ako to bude mozné po
tom, ako sa o tejto inSpekcii alebo audite dozvie.
Institucia alebo skuSajlci poskytne spolocnosti
Labcorp azadavatelovi képie  vSetkych
materidlov Specifickych pre klinické skusanie,

externej koreSpondencie, vyhlaseni,

formularov a zaznamov, ktoré institicia alebo
sktiSajuci dostanu, ziskaji alebo vygeneruji na
zéaklade tejto inSpekcie a spolocnosti Labcorp
a zadavatel'ovi poskytnu dostato¢nu prilezitost’
vopred sa vyjadrit’ k akejkol'vek koreSpondencii
indtitucie  alebo

prislusnému organu.

sktiSajuceho  zaslanej

(c) Skusajuci bezodkladne opravi vSetky chyby
zistené pocas auditu zadavatel'om, spolo¢nost’ou
Labcorp alebo ich zastupcami vratane vSetkych
poloziek, pri ktorych sa zistilo nedodrzanie
protokolu, platnych zakonov, pokynov alebo
zavizkov institacie podla tejto zmluvy.

Institicia a/alebo skusajuci na zaklade

poziadaviek platnych pravnych predpisov
zabezpeci, aby monitori klinického skasani mali
priamy pristup ku vSetkym pozadovanym
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subject information pertaining to the Study, as
appropriate and as described in the signed Study
informed consent. Further, neither Labcorp nor its
staff will be required to enter into separate
confidentiality agreements or any other terms and
conditions or undertake any tests or procedures for
the purpose of disclosing Study information or
monitoring the Study.

11. PUBLICATION

(a) All data or results arising out of the
performance of this Study shall be considered
Information as defined above and shall not be used
for the commercial benefit of Institution,
Investigator or Research Staff.

(b) In accordance with the Protocol, the
Institution and Investigator agree to be bound by
the following publication terms:

(1) Institution and Investigator shall not
publish or present data from the Institution
until the complete multicenter study has been
presented in full or for two (2) years after the
termination of the multicenter study,
whichever occurs first.

(11) Thereafter, if Investigator expects to
participate in the publication of data
generated from Institution, Institution and
Investigator shall submit reports, abstracts,
manuscripts, and/or other presentation
materials to Sponsor for review before
submission for publication or presentation.
Sponsor shall have sixty (60) days to respond
with any requested revisions, including
(without limitation) the deletion of
Confidential Information. Investigator shall
act in good faith upon requested revisions,
except the Investigator shall delete any

zaznamom z klinického skuSania, ako aj
primerany pristup ku vSetkym prisluSnym
informécidm o ucastnikoch, ktoré¢ sa tykaju
klinického skusania, a to podl'a potreby a popisu
v podpisanom informovanom suhlase
s klinickym skasanim. Ani od spolocnosti
Labcorp, ani od jej persondlu sa nebude
pozadovat, aby uzavreli samostatné dohody
ouchovani mlcanlivosti ¢i iné podmienky,
anebudu musiet’ vykonat' ziadne testy alebo
postupy na ucely zverejnenia informacii
z klinického sktSania alebo monitorovania
klinického skusania.

11. PUBLIKACIA

(a) Vsetky udaje alebo vysledky vyplyvajuce
z vykondvania tohto klinického skuSania sa
povazuju za informacie, ako su definované
vysSie, a nesmu sa pouzivat’ na komercné ucely
institacie, skasajuceho alebo vyskumného
personalu.

(b) V stlade s protokolom sa institucia a
skasajuci  dohodli, ze budi  viazani
nasledujiicimi podmienkami zverejnenia:

(1) InstitGcia a skSajuci nezverejnia ani
nepredlozia udaje z institucie, kym nebude
predlozend tUplnd multicentrickd S$tadia
alebo dva (2) roky po ukonceni
multicentrickej Stadie, podla toho, c¢o
nastane skor.

(i1) Potom, ak sktSajuci oCakava, ze sa bude

podielat na  zverejiiovani  udajov
generovanych inStiticiou, inStiticia a
skuSajiici predlozia spravy, abstrakty,

rukopisy a/alebo iné prezentacné materidly
zadéavatel'ovi na postudenie pred odoslanim
na publikovanie alebo prezentaciu.
Zadavatel’ bude mat Sestdesiat (60) dni na
to, aby odpovedal na akékol'vek
pozadované  upravy, vratane  (bez
obmedzenia) vymazania dévernych
informacii. Skusajuci bude pri
pozadovanych reviziach konat v dobrej
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Confidential  Information from  such
proposed publications. In addition, at the
request of Sponsor, Investigator shall delay
submission of such publication or
presentation materials for up to an additional
ninety (90) days in order for Sponsor to file
any patent application.

12. DATA AND REPORTS

Institution and/or Investigator shall submit all
Study data, reports, queries, and other requested
information in a timely manner; provided,
however, that all electronic case report forms
(“eCRFs”) shall be completed and submitted within
one (1) week of any Study subject’s visit or
evaluation. Institution and/or Investigator shall
maintain Study reports as required by the Protocol,
Instructions, and Applicable Law. Institution and
Investigator agree to provide Labcorp with the data
called for in the Protocol via the appropriate
electronic data capture system in accordance with
the schedule communicated by Labcorp and in
compliance with the Electronic Access Terms and
Conditions attached hereto as Exhibit A and
incorporated by reference into this Agreement. All
case report forms and other Study data generated
by the Institution, Investigator, and Research Staff
in the course of conducting the Study (the "Data")
shall be the property of Sponsor. Sponsor agrees
that the medical records generated by Institution or
Investigator during the Study (other than Data)
shall be and remain the property of the Institution
or Principal Investigator.

13. INTELLECTUAL PROPERTY

(a) Except for intellectual property owned or
controlled by Institution and/or Investigator prior to
the Effective Date or developed or acquired by or

viere, okrem toho, Ze vymaZze vSetky

doverné informacie z takychto
navrhovanych publikécii. Okrem toho, na
ziadost  zaddvatela, skuSajuci odlozi

predlozenie takychto publikaénych alebo
prezentatnych materidlov az o dalSich
devitdesiat (90) dni, aby zadavatel’ mohol
podat’ akukol'vek prihlaSku na udelenie
patentu.

12. UDAJE A SPRAVY

Vsetky udaje, spravy, otazky a iné pozadované
informacie tykajuce sa sktSania odovzda
inStitcia a/alebo skuSajuci vcas, avSak za
predpokladu, ze vSetky elektronické formulare
pripadovych sprav (,,eCRF*) budu vyplnené a
predlozené do jedného (1) tyzdia od néavstevy
alebo hodnotenia ktoréhokol'vek subjektu
skasania.Institacia a/alebo sktsajici uchova
o klinickom  skusani spravy vyzadované
protokolom, na zaklade pokynov a platnych
zékonov. InStiticia a skuSajuci sa zavézuju
poskytnut  spolo¢nosti  Labcorp  udaje
vyzadované  protokolom  prostrednictvom
vhodného elektronického systému ziznamu
udajov v stlade s harmonogramom ozndmenym

spolo¢nostou Labcorp a v sulade
s Podmienkami elektronického pristupu
uvedenymi v Prilohe A  tejto  zmluvy

a zaclenenymi do tejto zmluvy formou odkazu.
Vsetky formulare pripadovych sprav a dalSie
udaje zo skuSania vygenerované instituciou,
skuSajicim a vyskumnym persondlom v
priebehu vykondvania skuSania (d’alej len
,udaje) s majetkom zadavatela. Zadavatel
suhlasi s tym, ze zdravotné zdznamy vytvorené
institaciou alebo skusajucim pocas skiiSania (iné
ako udaje) budu a zostani majetkom institucie
alebo hlavného skusajuceho.

13. DUSEVNE VLASTNICTVO

(a) Okrem duSevného vlastnictva, ktoré vlastni
alebo kontroluje inStiticia a/alebo skuSajuci
pred ddtumom nadobudnutia Gcinnosti, alebo
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for Institution and/or Investigator after the
Effective Date separate and independent of the
Study, Information, and services under this
Agreement, any registerable right, title and interest
in, arising from, or relating to inventions, ideas,
discoveries, improvements, know-how,
procedures, processes, formulations, software
(including codes), data, designs, information,
technology, innovations, suggestions, work
product, results and reports, works of authorship,
including  copyrights, patents and patent
applications, whether now existing or hereafter
conceived, created, developed, arising or otherwise
coming into being by or for Institution, Investigator
and/or Research Staff during the course of this
Study as a result of performing Study services
(“Inventions”), shall be promptly disclosed to
Sponsor and shall become, be and remain the sole
and exclusive property of Sponsor. Institution and
Investigator will assign and shall ensure all
Research Staff assign all right, title, and interest in
and to such Inventions and all intellectual property
rights with respect thereto, to Sponsor, free and
clear of all liens, claims, and encumbrances. All
such Inventions, and any right, title, and interest in
such Inventions, are intended to be the result of
“work for hire” for the benefit of Sponsor. Upon
Sponsor’s request, and at Sponsor’s sole cost and
expense, Institution and Investigator shall take (and
will cause Research Staff to take) such actions as
Sponsor deems necessary or appropriate to perfect
Sponsor’s exclusive ownership of such property
and obtain patent or other proprietary protection in
Sponsor’s name with respect to any Invention.

ktoré institucie a/alebo skusajuci vyvinuli alebo
ziskali, resp. ktoré bolo vyvinuté ¢i sa ziskalo
vich prospech, po ditumu nadobudnutia
ucinnosti nezavisle a oddelene od klinického
skuSania, informacii asluzieb podla tejto
dohody, kazdé registrovatelné pravo, narok
apodiel,  vyplyvajuci alebo suvisiaci
s vynalezmi, napadmi, objavmi, vylepSeniami,
know-how, procesmi, postupmi, zlozeniami,
softvérom (vratane kodov), udajmi, dizajnom,
informaciami, technologiou, inovaciami,
navrhmi, produktom prace, vysledkami
aspravami, autorskymi  dielami  vratane
autorskych prav, patentov a patentovych
prihlaSok, ¢i uz existujucich alebo ku ktorym
v priebehu tohto klinického skusSania dospela
alebo vyvinula a vytvorila inStitacia, skuSajici
alebo vyskumny personal ako vysledok
poskytovania sluzieb vramci klinického
sktiSania, resp. ktoré vznikli pre skusajuceho
a/alebo vyskumny personal (d’alej len ako
,vynalezy“) sa bezodkladne spristupnia
zadavatelovi astana sa, s0 azostanu
vyhradnym a vylucnym vlastnictvom
zadavatela.  InStitucia  a skdSajici  tymto
postupuju a zabezpecia, aby cely vyskumny
personal postupil vSetky prava, zakonné naroky
a podiel na tychto vynalezoch a vSetky stivisiace
prava duchovného vlastnictva zadavatel'ovi,
osloboden¢ od vSetkych zaloznych prav,
pohladavok a vecnych bremien. Kazdé takéto
vynalezy a akékol'vek pravo, titul a podiel na
takychto vynalezoch maju byt vysledkom
»prace na prendjom* v prospech zadavatel'a. Na
poziadanie zadavatela a vyluéne na naklady
avydavky =zadavatela inStiticia a skuSajuci
prijmt (a zabezpecia, aby vyskumny personal
prijal) také opatrenia, ktoré zadavatel’ povazuje
za nevyhnuté alebo vhodné na zdokonalenie
zadavatel'ovho vyluéného vlastnictva tohto
majetku a na ziskanie patentu alebo inej ochrany
vlastnictva v mene zadavatela v suvislosti
s ktorymkol'vek vynéalezom.
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(b) Neither Labcorp nor Sponsor transfers, or
shall transfer, to Institution or Investigator (or
Research Staff) by operation of this Agreement or
by any other means any patent right, copyright or
other proprietary or property right of Labcorp or
Sponsor.

(©) Study Drug is and shall remain the sole
property of Sponsor. The transfer of physical
possession of the Study Drug hereunder, and/or the
possession or use of the Study Drug by Institution
and Investigator, shall neither constitute nor be
construed as a sale, lease, or offer to sell or lease
the Study Drug or other transfer of title in or to the
Study Drug.

14. INDEMNITY, LIABILITY AND
INSURANCE
(a) Labcorp and Sponsor shall not be

responsible for, and the Institution shall indemnify,
defend and hold Labcorp and Sponsor harmless
from any loss or third party claim resulting from the
Institution, Investigator or Research Staff’s
negligence, willful misconduct, or their breach of
this Agreement.

(b)  Institution and Investigator undertake to:

(1) notify Labcorp and Sponsor
promptly of any action or negligence which
can result in claims against Sponsor,
Labcorp, Institution, Investigator or
Research Staff, in relation to the Study, or

of filing of such claim; and

(i)  fully cooperate with Sponsor and/or
Labcorp to determine the actions in the
cases referred to above, and take no action
that could harm the interests of Sponsor or
Labcorp.

(b) Ani spolocnost’” Labcorp, ani zadavatel
nepostupia pri plneni tejto zmluvy ani ziadnym
inym sposobom na inStiticiu ani skuSajliceho
(alebo vyskumny persondl) Ziadne patentove,
autorské ani iné vlastnicke alebo majetkové
pravo spolocnosti Labcorp alebo zadavatela.

(c) Skusany produkt alebo je zostava vyhradnym
vlastnictvom zadavatel'a. Prevod fyzickej drzby
sktiSan¢ho produktu alebo lieku podla tejto
zmluvy adrzba alebo pouzivanie skusaného
produktu alebo lieku institiciou a skusajiicim sa
nepovazuje ani nepokladd za predaj, prendjom
alebo ponuka na predaj alebo prenijom
skasaného produktu alebo lieku ani iny prevod
vlastnickeho prava na skuSany produkt alebo
liek.

ODSKODNENIE, PRAVNA
ZODPOVEDNOST A POISTENIE
(a) Spolocnost’ Labcorp a zadavatel nie su
zodpovedny za pripadné straty alebo naroky
tretej  strany  vyplyvajice  z nedbalosti,
umyselného pochybenia alebo porusenia tejto
zmluvy  inStiticiou,  skuSajucim  alebo
vyskumnym personalom, a institucia odSkodni,
obha4ji a zbavi spolo¢nost’ Labcorp a zadavatel'a
zodpovednosti za takéto pripadné straty alebo
naroky.

14.

(b) Institacia a skasajuci sa zavazuju:
(1) bezodkladne oznamit® spolocnosti
Labcorp a zadavatelovi akykol'vek c¢in
alebo nedbalost’, ktoré mobzu viest
k uplatneniu narokov v suvislosti
s klinickym sktSanim voc¢i zadavatel'ovi,

spolocnosti Labcorp, institucii,
sktiSajucemu alebo vyskumnému
personalu, alebo uplatnenie tohto naroku;
a

(i1) plne spolupracovat’ so zadavatelom
a/alebo  spolo¢nostou Labcorp pri
rozhodovani o postupe v uvedenych

pripadoch a nepodniknut’ ziadne kroky,
ktoré by Skodili zdujmom zadavatel'a
alebo spolocnosti Labcorp.
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(©) Sponsor maintains liability insurance as
required by national law including but not limited
to clinical trial insurance or general liability
insurance. Proof of such insurance is available
upon request.

(d) Institution, Investigator and all Research
Staff have such current licenses and permits as they
may be required to hold to enable them to perform
the Study services, including but not limited to
medical licenses and licenses or permits to operate
medical facilities.

(e) Investigator ~ shall ~ throughout  the
performance of the Study either be a member of a
national medical indemnity scheme or maintain
professional and general liability insurance in
amounts appropriate to cover his/her liability for
any damage which may be caused as a result of
fault or negligence of Investigator or Research Staff
in the performance of their obligations under this
Agreement. Proof of such insurance/membership
(as applicable) shall be provided to Labcorp or
Sponsor upon request.

€3] Institution shall maintain in full force and
effect, throughout the performance of the Study,
professional and general liability insurance in
amounts appropriate to cover its liability for any
damage which may be caused as a result of fault or
negligence of Institution, Investigator or Research
Staff in the performance of their obligations under
this Agreement. Proof of such insurance shall be
provided to Labcorp or Sponsor upon request.

(g) Neither Labcorp nor Sponsor shall be
responsible to Institution or Investigator for any
lost profits, lost opportunities, or other
consequential damages, nor shall Institution or
Investigator be responsible to Labcorp or Sponsor

(c) Zadavatel ma vSeobecné poistenie
zodpovednosti za Skodu v sulade
s vnutroStaitnymi zdkonmi vratane poistenia
klinického skusania alebo poistenia
zodpovednosti za Skodu spdsobenti vyrobkom.
Potvrdenie o tomto poisteni je k dispozicii na
poZziadanie.

(d) Institucia, skasajici a vyskumny personal
maju aktudlne opravnenia a povolenia, ktoré
moZu potrebovat’ na to, aby mohli poskytovat’
sluzby vramci klinického skuSania vratane
lekarskych preukazov a licencii alebo povoleni
na prevadzkovanie zdravotnickych zariadeni.

(e) SkusSajuci bude pocas celej doby
vykonavania klinického skuSania bud’ ¢lenom
vnutrostatneho systému zdravotnej
starostlivosti, alebo si uchova plne platné
aucinné poistenie profesijnej a vSeobecnej
zodpovednosti, ato vo vyske vhodnej na
pokrytie jeho zodpovednosti za pripadné skody
sposobené vinou alebo nedbalost’ou
skuSajiiceho alebo vyskumného personalu pri
plneni povinnosti podla tejto zmluvy.
Potvrdenie o tomto poisteni/¢lenstve (ak sa to
hodi) sa spolo¢nosti Labcorp alebo zadavatel'ovi
poskytne na poziadanie.

(f) Institacia si pocas celej doby vykonéavania
klinického skusania uchova plne platné a ¢inné
poistenie vSeobecnej a profesionalnej
zodpovednosti, ato vo vyske vhodnej na
pokrytie jeho zodpovednosti za pripadné skody
sposobené vinou alebo nedbalost'ou institucie,
skusajiiceho alebo vyskumného personalu pri
vykonavani klinického sktSania. Potvrdenie
o tomto poisteni sa spolo¢nosti Labcorp alebo
zadavatel'ovi poskytne na poziadanie.

(g) Ani spol. Labcorp, ani zadévatel’ nenesu
zodpovednost’ voci institacii a skiSajicemu za
akékol'vek uslé zisky, stratené prilezitosti alebo
iné nasledné Skody, a inStiticia ani skuSajuci
nenestt zodpovednost voci spol. Labcorp ani
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for any lost profits, lost opportunities, or other
consequential damages.

15. PAYMENTS

(a)  All payments will be made payable to the
following payees (“Payee(s)”) in accordance with

the fee split delineated in Exhibit B within forty-
five (45) days of receipt of Invoice:

zadavatel'ovi za akékol'vek uslé zisky, stratené
prilezitosti alebo iné nasledné skody.

15. PLATBY

a) Vsetky platby buda vyplatené nasledujucim
prijemcom (d’alej len ,Prijemca platby®)
v sulade srozdelenim poplatkov uvedenym
v prilohe B do Styridsiatich piatich (45) dni po
prijati faktary:

Payee Name Nemocnica s Meno prijemcu | Nemocnica s
poliklinikou Brezno, n.o. platby poliklinikou Brezno,
n.o.
Payee Address | Banisko 273/1 Adresa Banisko 273/1
977 01 Brezno prijemcu 977 01 Brezno
Slovak Republic platby Slovenska republika
Payee Tax ID 2021607687 DIC prijemcu | 2021607687
platby
Payee Contact | ekonom@nspbr.sk Kontaktny e- ekonom(@nspbr.sk
Email mail prijemcu
platby
Payee Contact | +421 48 2820 330 Kontaktné +421 48 2820 330
Number ¢islo prijemcu
platby
(b) The approved payments for the Study and | (b) Schvélené platby za klinické sktSanie

related services to be conducted by Institution and
Investigator are provided for in the budget attached
hereto as Exhibit B and incorporated by reference
herein (“Exhibit B”). The payments noted in
Exhibit B include all applicable overheads due to
any Party or entity as result of or in connection with
the Study.

(c) Payments are dependent upon the
performance of Study procedures in full
compliance with the Protocol and its amendments,
IRB or EC authorized Protocol modification and
this Agreement, as well as the timely and
satisfactory submission of complete and correct
data on the eCRFs in accordance with this
Agreement, the Protocol, and Instructions. Payee
will not be compensated for any Study subjects

asuvisiace sluzby vykondvané institiciou
a skiiSajucim  su  stanovené v Rozpocte
uvedenom v Prilohe B tejto zmluvy a zalenené
do tejto zmluvy formou odkazu (d’alej len
,Priloha B*). Platby uvadzané v Prilohe B
zahfiaju vsSetky prislusné rezijné naklady
splatné ktorejkol'vek zo strdn alebo subjektu
v dosledku  klinického  skuSania  alebo
v stvislosti s nim.

(c) Platby zavisia od vykonavania ukonov
sktiSania v plnom stlade s protokolom a jeho
dodatkov, tuprav protokolu schvélenych zo
strany NEK alebo EK a touto zmluvou, ako aj
od  vcasného  avyhovujiceho  podania
kompletnych a spravnych udajov eCRF v stlade
s touto dohodou, protokolom a pokynmi.
Prijemca/-ovia platby nedostani zaplatené¢ za
ziadnych subjektov klinického skuSania, ktori
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who were enrolled without a properly executed
ICF, who do not meet the inclusion/exclusion
criteria, or whose enrollments are deemed
violations of or deviations from the Protocol or this
Agreement. Payments are dependent upon the data,
reports and other information required by this
Agreement and the Protocol being submitted to
Labcorp in a timely and satisfactory manner.
Payment for partially completed cases or visits,
including but not limited to early withdrawals,
suspension of Protocol procedures for safety
reasons, or to enable compliance with regulatory
guidance, shall be made on a pro-rata basis for
services performed according to the Exhibit B.
Notwithstanding the foregoing, if this Agreement is
terminated by Labcorp or Sponsor due to Institution
or Investigator’s failure to enroll a Study subject,
all advance payments (unless non-refundable as
agreed in this Agreement) shall be promptly
returned to Labcorp.

(d) Payee shall be  responsible  for
compensating Research Staff and all other persons
or entities involved in the conduct of the Study
under this Agreement.

(e) Except as expressly provided for in this
Agreement and its exhibits and attachments, no
payments will be made to Institution, Investigator
or any other person or entity in connection with the
Study. Payment for any costs outside of this
Agreement and its exhibits and attachments must
be approved in advance in writing by Labcorp.

€3] If a dispute arises between the Parties in
respect of any part of an invoice, Labcorp shall
notify Payee promptly of the particulars of the
dispute, and Labcorp may withhold payment of the
disputed part of the invoice provided that Labcorp
and Payee endeavor to act promptly and in good
faith to resolve the dispute.

boli zaradeni do klinického skuSania bez riadne
podpisaného a datumom oznacené¢ho FIS,
ktorych registracie nesplhajo  kritéria pre
zaradenie alebo nezaradenie do klinického
skuSania, alebo u ktorych ide o poruSenie alebo
odklon od protokolu alebo tejto zmluvy. Platby
zévisia od vc€asného a vyhovujuceho podania
udajov, sprav a inych informécii pozadovanych

touto zmluvou a protokolom spolo¢nosti
Labcorp. V ¢iastocne dokoncenych pripadoch
alebo navstevach vratane okrem iného

pred¢asného odstipenia, prerusenia procedur
protokolu z bezpecnostnych dovodov alebo s
cielom dodrziavania regula¢nych pokynov, sa
za sluzby vykonané podla Rozpoctu vyplaca
pomernda Cast. Bez ohladu na uvedené
skutoCnosti, v pripade vypovedania zmluvy
spolo¢nostou Labcorp alebo zadavatelom pri
nezaradeni subjektu do klinického skuSania
institaciou alebo skusajicim sa vsetky vyplatené
zalohy (s vynimkou  nerefundovatel'nych
platieb) ihned’ vratia spolocnosti Labcorp.

(d) Prijemca platby je zodpovedny za vyplacanie
odmien vyskumnym pracovnikom vSetkym
osobam alebo subjektom podiel’ajucim sa na
vykonéavani klinického skuSania podla tejto
dohody.

(e) Institucii, skasajicemu ani inej osobe alebo
subjektu  nebudt v stvislosti s klinickym
sktiSanim vykonané Ziadne platby, s vynimkou
pripadov vyslovne uvedenych v tejto zmluve jej
dodatkoch a prilohach. Platby za pripadné
naklady mimo tejto zmluvy jej dodatkov
a priloh musia byt vopred pisomne schvalené
spolo¢nostou Labcorp.

(f) V pripade sporu medzi stranami v suvislosti
s ktoroukol'vek c¢astou faktury, spolo¢nost’
Labcorp bezodkladne oznami podrobnosti sporu
prijemcovi platby a spolo¢nost’ Labcorp moze
zadrzat’" platbu spornej casti faktiry za
predpokladu, Ze spolo¢nost’ Labcorp a prijemca
platby sa vynasnazia pri rieSeni sporu konat
promptne a v dobrej viere.
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(g) Institution and/or Investigator shall not bill
Study subjects nor any other third party for any
Study Drug or other items or services furnished by
the Sponsor through Labcorp in connection with
the Study, or any services provided to patients in
connection with the Study for which payment is
made as part of the Study, except as may be
specifically authorized by the Exhibit B.

(h)  Where required by Applicable Law, Labcorp
may report all payments to Payee(s) as payment to
a qualifying healthcare professional.

(1) START-UP FEE: A one-time non-refundable
payment in the amount of 500 EUR will be made
in excess of the above to Institution for
administrative, legal and financial processing of the
clinical study under this Agreement. Payment to the
Institution will be made after conclusion of this
Agreement on the basis of an invoice with due date
of 45 days from its issuance.

(j) In accordance with the provisions of section
525(2) of Act No. 40/1964, the Slovak Civil Code,
as amended, the Parties have agreed that (i) any
assignment of Sponsor’s and/or Labcorp’s debts
under this Agreement to another party, without
Institution’s prior written agreement, shall be
prohibited and (ii) Sponsor and/or Labcorp shall be
obliged to pay Institution a contractual penalty of
2% of the debt principal assigned contrary to this
prohibition for any breach of the prohibition.

(k)The Parties have agreed that (i) Sponsor or
Labcorp shall not accept declarations as specified
under section 303 et seq. of Act No. 513/1991,

the Slovak Commercial Code, as amended, and (ii)
Sponsor and/or Labcorp shall be obliged to pay
Institution a contractual penalty of 2% of the debt

(g) Institacia a/alebo skuSajuci neuctuje
subjektu skuSania alebo Ziadnej tretej strane
ziaden skusany produkt alebo liek ani iné
polozky alebo sluzby poskytnuté zadavatel'om
prostrednictvom spolo¢nosti Labcorp
v stvislosti s klinickym sktSanim, ani sluzby
poskytnuté pacientom v suvislosti s klinickym
skuSanim, za ktoré sa vramci klinického
sktiSania zaplati, s vynimkou, ak je to Specificky
povolené v Prilohe B.

(h) Ak to prislusné pravne predpisy vyzaduju,
spolo¢nost’ Labcorp mdze nahlésit’ vsSetky
platby vystavené prijemcovi platieb ako platby
kvalifikovanému zdravotnickemu pracovnikovi.

(i) POPLATOK START-UP: Jednorazova
nevratna platba v sume 500 EUR bude uhradena
nad rozsah vysSie uvedené¢ho inStitacii za
administrativne, prdvne a finan¢né spracovanie
klinického skt$ania podla tejto zmluvy. Platba
sa v prospech institicie vykond po uzatvoreni
tejto zmluvy na zaklade faktary so splatnostou
45 dni od jej vystavenia.

(j) Zmluvné strany sa v stlade s ustanovenim §
525 ods. 2 zakona ¢. 40/1964 Zb. Obciansky
zékonnik v platnom zneni dohodli, Ze (i)
akékol'vek postipenie pohladavky zadavatela
a/alebo spolocnosti Labcorp =z titulu tejto
zmluvy na ini osobu, bez predchadzajuceho
pisomného sthlasu institucie, je zakazané a (ii)
za pripadné porusenie tohto zikazu bude
zadavatel’ a/alebo spolo¢nost’ Labcorp zo strany
institicie sankcionovany zmluvnou pokutou vo
vyske 2 9% =zistiny pohladavky postupenej
v rozpore s tymto zakazom.

(k) Zmluvné strany sa dohodli, ze (i) zadavatel’
alebo spolo¢nost’ Labcorp neprijme vyhlasenie
podla § 303 anasl. zdkona ¢. 513/1991 Z.z.
Obchodny zdkonnik v platnom zneni a (ii) za
pripadné porusenie tohto zakazu bude zadavatel
a/alebo spolo¢nost’ Labcorp zo strany institlcie.
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principal assigned contrary to this prohibition for
any breach of the prohibition.

16. TERM AND TERMINATION

(a) This Agreement shall enter into force upon
last signature of the parties hereunder and shall take
effect on the day following the day of its
publication in the Central Register of Contracts of
the Slovak Republic pursuant to Section 47a of Act
no. 40/1964 Coll. Civil Code. The term of this
Agreement shall continue, until all services have
been properly completed and all queries resolved,
unless sooner terminated in accordance with this
Agreement.

(b) Labcorp, with written authorization from
Sponsor, reserves the right to terminate this
Agreement;
(1)  upon thirty (30) days written notice
to Institution; or

(1)) upon immediate effect if Sponsor
terminates its clinical research agreement
with Labcorp for the conduct of the Study;

(ii1)) if Sponsor reasonably considers
Study data integrity is compromised;

(iv) if there is a reasonable belief that
Applicable Law would be violated should
the Study services continue; or

(v) ifInvestigator has failed to recruit or
enroll a sufficient number of Study
patients for participation in the Study to
make it likely that the statistical
requirements applicable to the Study will
be met, as determined by Sponsor.

sankcionovany zmluvnou pokutou vo vyske 2 %
z istiny pohl'adavky.
PLATNOST A  UKONCENIE
PLATNOSTI ZMLUVY

16.

(a) Tato zmluva nadobuda platnost’ po jej
podpisani  poslednou  zmluvnou stranou
auCinnost dinom nasledujucim po dni jej
zverejnenia v Centrdlnom  registri  zmlav
Slovenskej republiky v zmysle § 47a zakona ¢.
40/1964 Zb. Obciansky zakonnik. Platnost’
zmluvy trva az do riadneho ukoncenia vSetkych
sluzieb a vyrieSenia vSetkych otazok, pokial
neskon¢i predCasne v sulade s ustanoveniami
tejto zmluvy.

(b) Spolocnost Labcorp si s pisomnym
povolenim  zadévatela vyhradzuje pravo
vypovedat tito zmluvu:
(i) pisomnym ozndmenim inStitucii
s 30 dnovou (slovom tridsatdiovou);
alebo
(1) sokamzitou ucCinnostou, ak
zadavatel ukon¢i so spolo¢nost'ou
Labcorp svoju zmluvu o vykonavani
klinického skusania;
(11i1) ak zadavatel’ odovodnene zvazi,
7ze je naruSend integrita udajov
klinického skusSania;

(iv) ak existuje dovodné
presvedcenie, ze v pripade d’alSieho
poskytovania sluzieb v ramci
klinického sktiSania dojde
k poruseniu  platnych  pravnych
predpisov;

(v) ak sa skuSajicemu nepodari
naborom ziskat’ alebo zaradit do
klinického skuSania dostatocny pocet
ucastnikov, na zdklade ktorého by
podla rozhodnutia zadavatela boli
Statistické  poziadavky klinického
skasania pravdepodobne splnené.
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(c) Either Party may terminate this Agreement
by written notice to the other Party, which will take
effect immediately, if

(i) the other Party breaches any
provisions of this Agreement and such
breach is not remedied within thirty (30)
days of the breaching Party’s receipt of a
written notice requesting such a remedy;

(i) either Party reasonably considers
that risk to the Study subjects associated
with continuation of the Study becomes
unacceptable for scientific or Study
patient safety and/or welfare reasons;

(ii1)) any relevant certificate,
authorization, approval or exemption
necessary for conducting the Study is
revoked, suspended or expires without
renewal; or

(iv) Investigator becomes unable to
work for the Study and no replacement
investigator acceptable to Sponsor or
Labcorp is available in accordance with
the Replacement section hereunder.

(d) Immediately upon receipt of a notice of
termination of this Agreement, Investigator shall,
consistent with Applicable Law, cease entering
patients into the Study, cease conducting
procedures to the extent medically permissible on
Study subjects already entered into the Study, and
Institution, Investigator and Research Staff shall
refrain from incurring additional costs and
expenses to the extent possible.

(e) The Parties agree that upon termination of
the services under this Agreement in so far as they
relate to Labcorp Personal Data, Institution and all
its Sub-processors, as defined in the Agreement,
shall, at the choice of Labcorp, return all Labcorp

(¢) Ktordkol'vek zo zmluvnych stran moze
vypovedat’ tuto zmluvu pisomnym oznamenim
druhej zmluvnej strane, ato s okamzitou
platnostou, ak
(1) druhd strana porusi ktorékol'vek
z ustanoveni tejto zmluvy ado 30
(slovom tridsiatich) dni od prijatia
pisomnej ziadosti na napravu stranou
poruSujicou ustanovenie neddjde
k naprave tohto porusenia;
(i1) ktorakol'vek zo stran sa primerane
domnieva, Ze riziko pre subjekty
klinického skasania spojené
s pokraCovanim klinického skuSania
je z vedeckych pricin alebo z dovodu
bezpecnosti a/alebo celkovej pohody
ucastnika nepripustné;
(i11)) sa  nalezit¢  osvedCenie,
opravnenie, povolenie alebo udelena
vynimka potrebnd na vykonavanie
klinického skuSania zrusi, pozastavi
alebo strati platnost bez jeho/jej
prediZzenia; alebo
(iv) skuSajuci nemdze na klinickom
skasani d’alej pracovat’ a k dispozicii
nie je za neho Ziadna ndhrada, ktora
by vyhovovala zadavatelovi alebo
spolo¢nosti Labcorp, v sulade
s ustanoveniami  Casti ,,Nahrada
sktSajuceho® tejto zmluvy.

(d) Thned po prijati oznamenia o ukonceni
platnosti tejto zmluvy skuaSajuci, prestane
zarad’ovat’ ucCastnikov do klinického sktsSania,
pokial’ je to z lekarskeho hladiska pripustné,
prestane na uz zaradenych subjektoch
vykonavat' utkony a, pokial je to mozné,
inStitacia, skusajuci aich vyskumny personal
zabrania vzniku d’alSich ndkladov a vydavkov.

() Zmluvné strany suhlasia, Ze po ukonceni
sluzieb v rozsahu tejto dohody, v akom sa tykaju
osobnych tdajov spolo¢nosti Labcorp, institucia
avsetci jej subdodavatelia, ako st uvedeni
vzmluve, podla rozhodnutia spoloCnosti
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Personal Data and the copies thereof to Labcorp, or
securely destroy all Labcorp Personal Data and
certify to Labcorp that it or they have done so,
unless a European Union or European Member
State law to which Institution or a Sub-processor
are subject prevent Institution or a Sub-processor
from returning or destroying all or part of Labcorp
Personal Data. In such a case, Institution warrants,
on behalf of itself and its Sub-processors, that it
will guarantee the confidentiality of Labcorp
Personal Data and will not actively Process
Labcorp Personal Data further, and will guarantee
the return and/or destruction of Labcorp Personal
Data as requested by Labcorp when the legal
obligation to not return or destroy the information
is no longer in effect.

(f) In the event of termination of this Agreement,
the sum payable under this Agreement shall be
limited to prorated fees based on actual work
properly and timely performed through the date of
termination pursuant to the Protocol as determined
in accordance with the Exhibit B. Any funds not
due Payee, but already paid to Payee shall be
returned to Labcorp within thirty (30) days of the
site close-out visit by Labcorp. START-UP FEE is
non-refundable.

17. REPLACEMENT

(a) In the event that Investigator becomes
either unwilling or unable to perform the duties
required by this Agreement, Institution and
Investigator will cooperate, in good faith and
expeditiously, to find a replacement investigator
with similar qualifications acceptable to Sponsor
and Labcorp; however Investigator shall continue
to be bound by the provisions herein relating to
Confidentiality, = Deregistration, ~ Publication,
Intellectual Property, Indemnity, Liability and

Labcorp vratia vSetky osobné tdaje spolo¢nosti
Labcorp a ich kdpie spolocnosti Labcorp alebo
bezpe¢ne zniCia vSetky osobné udaje
spolo¢nosti Labcorp a potvrdia spolocnosti
Labcorp, Ze to urobili, pokial’ pravne predpisy
Europskej tnie alebo Clenského Statu, ktoré sa
vzt'ahuji na inStitaciu alebo subdodavatel’a,
nebrania inStitacii alebo subdodavatelovi vratit
alebo znicit’ vSetky alebo Cast’ osobnych udajov
spoloc¢nosti Labcorp. V takom pripade institicia
zaruuje, VO SvOjom mene avmene jej
subdodavatelov Ze zabezpeCi dovernost’
osobnych tdajov spolo¢nosti Labcorp a nebude
d’alej aktivne spracuvat osobné udaje
spoloc¢nosti Labcorp a zarucuje vratenie a/alebo
znicenie osobnych tdajov spolo¢nosti Labcorp
podla poziadaviek spolo¢nosti Labcorp, ak uz
neplati zdkonna povinnost’ vratit' alebo znicit
tieto informacie.

(f) V pripade vypovedania tejto zmluvy sa suma
splatnda podla ustanoveni tejto zmluvy
obmedzuje na pomerni odmenu podla prace
riadne avcas vykonanej do dia ukoncenia
platnosti v sulade s protokolom urcent1 v stilade
s prilohou B. Akékol'vek finan¢né prostriedky,
ktoré, ako je uvedené v ustanoveniach tejto
zmluvy, nie st podla tejto metodiky platby
prijemcovi platby splatné, avSak prijemcovi
platby uz boli vyplatené, sa spolocnosti Labcorp
vratia do 30 (slovom tridsiatich) dni od
zaveretne] navstevy vykonanej spolo¢nostou
Labcorp. Poplatok START-UP sa nevracia.

17. NAHRADA SKUSAJUCEHO

(a) V pripade, Ze sktiSajuci nie je viac ochotny
alebo nemdze dalej plnit povinnosti
pozadované  touto  zmluvou,  institicia
a sktSajuci budi v dobrej viere arychlo
spolupracovat’ pri  hladani  ndhradného
sktSajuceho s podobnou kvalifikaciou, ktory by
vyhovoval zadavatel'ovi a spolo¢nosti Labcorp.
Skuasajici  je  vSak  nadalej  viazany
ustanoveniami tejto zmluvy tykajicimi sa
dovernosti informdcii, vyradenia z registracie,
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Insurance notwithstanding Investigator’s
replacement hereunder.

(b) In the event a substitute acceptable to
Sponsor and Institution is not found within a
reasonable time period, this Agreement may be
terminated in accordance with the Term and
Termination section herein. Institution’s and
Investigator’s cooperation in finding an acceptable
replacement does not release them from their
obligations to reasonably perform this Agreement
up to and including the effective date of
termination.

18. RECORD RETENTION

All Essential Documents, as defined in ICH-GCP,
will be retained in accordance with Applicable
Law, ICH-GCP, the Protocol, and Instructions.

Institution or Investigator must obtain written
permission from Sponsor prior to the destruction of
any Study document at any time. Investigator will
contact Sponsor for authorization prior to the
destruction of any essential Study documents or in
the event of accidental loss or destruction of any
essential Study documents. Investigator will also
notify Labcorp should Investigator relocate or
move the Study related files to a location other than
that specified in the submitted Study
documentation.

19.  ASSIGNMENT

This Agreement may not be assigned or transferred
by any Party without the prior written consent of
the other Party.

20. INDEPENDENT CONTRACTOR

publikacie, duchovného vlastnictva,
odskodného, pravnej zodpovednosti a poistenia,
a to bez ohl'adu na nahradu skuSajiceho podla
tejto zmluvy.

(b) V pripade, Ze sa v prijatel'nej lehote nepodari
ndjst  nahradu, ktora by vyhovovala
zadavatel'ovi a institlcii, platnost’ tejto zmluvy
sa moze v sulade s podmienkami tohto oddielu
ukoncit’. Spolupréca institucie a skusajiceho pri
hl'adani prijatelnej ndhrady ich nezbavuje
povinnosti primerane plnit podmienky tejto
zmluvy do a vratane dia nadobudnutia G¢innosti
ukoncenia jej platnosti.

18. UCHOVAVANIE ZAZNAMOV

Vsetky  zékladné  dokumenty, ako su
zadefinované¢ v  ICH-GCP sa zachovaju
v sulade s prisluSnymi pravnymi predpismi,
ICH-GCP, protokolom a pokynmi.

Institucia alebo skuSajiici musi pred znicenim
akéhokol'vek dokumentu klinického skuSania od
zadavatel'a vzdy ziskat pisomné povolenie.
Institucia sa obrati so ziadost'ou o povolenie na
zadavatela pred zniCenim  akéhokol'vek
zakladného dokumentu klinického skuSania
alebo vpripade ndhodnej straty alebo
nahodného znicenia akéhokol'vek zakladného
dokumentu  klinického skuSania. Takisto
v pripade, Zze inStitucia premiestni alebo
presunie zaznamy tykajuce sa klinického
skiSania na iné miesto, ako je uvedené
v predloZenej dokumentécii klinického
sktiSania, skaSajici oznadmi tuato skutoc¢nost
spolo¢nosti Labcorp.

19. POSTUPENIE ZMLUVY

Ziadna zo zmluvnych strin nesmie bez
predchddzajiceho pisomného suhlasu druhej
zmluvnej strany postupit ani previest tato
zmluvu na int osobu.

20. NEZAVISLY ZMLUVNY SUBJEKT
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Each of the parties to this Agreement shall act as an
independent contractor and not be interpreted, on
any basis, as an appointee, employee, servant or
representative of the other party. Accordingly, the
employee(s) of one Party shall not be regarded as
employee(s) of the other Party and none of the
Parties shall conclude a contract or agreement with
a third party the meaning of which obligates or
binds the other contractual Party. For the
avoidance of doubt Labcorp shall not be liable to
Payee for any employer related taxes and Payee
shall not be entitled to enroll in any employee
benefits of Labcorp.

21. PUBLICITY

Neither Institution, Investigator, nor its Research
Staff shall (i) use the name, trademark or logo of
Labcorp or Sponsor; (ii) state or imply that Labcorp
or Sponsor endorses or approves any service,
material, product or compound regarding the Study
services; or (ii1) disclose the existence of this
Agreement or its/his/her association with Labcorp
or Sponsor without the express written approval of
the Party whose name is the subject of the potential
use, disclosure or statement except as required by
law.

22, GOVERNING LAW

This Agreement shall be construed in accordance
with the laws of the Slovak Republic.

23.  SURVIVAL

Provisions herein that contain obligations or rights
that extend beyond the completion of the Study
shall survive termination or completion of this
Agreement, including but not limited to provisions
regarding Confidentiality, Deregistration (or
Debarment), Audits, Monitoring and Inspection,
Publication, Intellectual Property, Indemnity,

Kazda zo stran tejto zmluvy kond ako nezavisly
zmluvny subjekt a na Ziadnom zéklade sa nema
ponimatt ako  poverenec, zamestnanec,
pomocnik alebo zastupca druhej strany.
Zamestnanci jednej strany sa preto nepovazuju
za zamestnancov druhej strany a ziadna zo stran
neuzavrie s tretou stranou Ziadnu zmluvu ani
dohodu, ktora by zavdzovala druht zmluvnu
stranu. Na vylucenie pochybnosti spolocnost’
Labcorp nezodpovedd prijemcovi za Ziadne
dane stvisiace so zamestnavatelom a prijemca
nie je opravneny prihlasit sa k akymkol'vek
zamestnaneckym vyhodam spolo¢nosti
Labcorp.

21. PUBLICITA

Institucia, skasajuci ani jej vyskumny personal
(1) nepouzije nazov, ochrannt znacku ani logo
spoloc¢nosti Labcorp ¢i zadavatel’a, (ii) neuvedie
ani nenaznaci, ze spolo¢nost’” Labcorp alebo
zadavatel’ schval'uje sluzby, materialy, produkty
alebo zlozenia tykajuce sa sluzieb v ramci
klinického skuSania, ani (iii)) nezverejni
existenciu tejto zmluvy ani svoju spolupracu so
spolo¢nostou Labcorp alebo zadavatelom bez
vyslovného pisomného povolenia zmluvnej
strany, ktorej meno je predmetom tohto
potencialneho pouzitia, zverejnenia alebo
vyhlasenia, s vynimkou, ak to vyzaduje zakon.

22. ROZHODNE PRAVO

Tato zmluva sa vyklada v sulade s pravnymi
predpismi Slovenskej republiky.

POKRACOVANIE
USTANOVENI
Ustanovenia v tomto dokumente, ktoré obsahuju
povinnosti alebo prava, ktoré presahuju
dokoncenie Studie, zostavaju v platnosti aj po
ukonceni alebo dokonceni tejto dohody, vratane,
ale nie vylucne, ustanoveni tykajucich sa
dovernosti informacii, vyradenia z registracie
(alebo vylucenia), auditov, monitorovania

23. PLATNOSTI
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Liability and Insurance, Record Retention,
Assignment, Publicity, Governing Law and
Survival shall survive wupon expiration or
termination of this Agreement.

24, MISCELLANEOUS

(a) This Agreement, and any and all exhibits,
attachments, etc., constitutes the entire agreement
among the Parties regarding the Study and
supersedes all prior and contemporaneous
agreements and understandings, whether written or
oral.

(b) This Agreement, and any and all exhibits,
attachments, etc., may be modified only by written
document signed by the Parties hereto.

(©) If any provision of this Agreement conflicts
with the law under which this Agreement is to be
construed or if any such provision is held invalid by
a court, such provision shall be deemed to be
restated to reflect as nearly as possible the original
intentions of the Parties in accordance with
Applicable Law and the remainder of this
Agreement shall remain in full force and effect.

(d) Waiver or forbearance by any Party with
respect to a breach of any provision of this
Agreement shall not be deemed to constitute a
waiver with respect to any subsequent breach of
any provision hereof.

(e) If any dispute, controversy or claim arises
out of this Agreement, the Parties agree that they
will attempt in good faith to resolve the matter
through negotiations. If negotiations fail to resolve
the dispute, controversy or claim, the Party may
submit the matter to an appropriate court for
resolution in the Slovak Republic

a in§pekcie, publikécie, duchovného vlastnictva,
odskodnenia, pravnej zodpovednosti
a poistenia, uchovéavania zdznamov, postipenia
zmluvy, zaujmov verejnosti, rozhodného prava
a pokraCovania platnosti ustanoveni zostavaju
platné aj po uplynuti platnosti alebo zruSenti tejto
zmluvy.

24. ROZNE

(a) Tato zmluva a vSetky pripadné prilohy,
dodatky atd’. predstavuju celi dohodu medzi
stranami tykajuicu sa klinického sktSania
a nahradzaji vSetky predchadzajice i sucasné,
pisomné alebo tstne, zmluvy a dohody.

(b) Tato zmluva a vSetky pripadné prilohy,
dodatky atd. sa moézu menit len
prostrednictvom pisomného dokumentu
podpisaného stranami tejto zmluvy.

(¢) V pripade rozporu medzi ustanovenim tejto
zmluvy a zdkonmi, podla ktorych sa vyklada
tato zmluva alebo v pripade, Ze takéto
ustanovenie uznal sid za neplatné, sa toto
ustanovenie povazuje za prepracované tak, ako
by ¢o najpresnejSie vyjadrovalo pévodny zamer
zmluvnych  strdn v sulade s prisluSnymi
zékonmi a zostavajlice ustanovenia tejto zmluvy
zostavaju v plnej platnosti a ucinnosti.

(d) Zrieknutie sa alebo upustenie od prav
ktoroukol'vek zo stran v suvislosti s porusenim
akéhokol'vek ustanovenia tejto zmluvy sa
nepovazuje za zrieknutie sa prav v suvislosti
s akymkol'vek naslednym porusenim
ustanovenia tejto zmluvy.

(e) V pripade akéhokol'vek sporu, nezhody
alebo naroku vyplyvajiceho z tejto zmluvy sa
strany zavédzuju v dobrej viere vynasnazit tuto
zalezitost' vyrieSit dohodou. Ak sa spor,
nezhodu alebo narok nepodari vyriesit
mediaciou, ktorakol'vek zo stran moze thto
zalezitost’ postupit’ na vyrieSenie na prislusny
sud Slovenskej republiky.
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€3] This Agreement shall be binding upon the
Parties, their heirs, successors, and permitted
assigns.

(g)  Any notice required or permitted to be
given hereunder by any Party hereto shall be in
writing and shall be deemed given on the date
received if sent by courier service, certified mail
with return receipt requested, or by other means of
delivery requiring a written acknowledgment of
receipt upon delivery. All notices will be effective
upon delivery to the following address:

If to Labcorp:

Labcorp Drug Development Inc.
206 Carnegie Center

Princeton, NJ 08540

USA

With a copy to:

Labcorp Legal Department / General
Counsel

10 Moore Drive

Durham, NC 27709

USA

If to Institution:

Nemocnica s poliklinikou Brezno, n.o.
Banisko 273/1

97701 Brezno

Slovak Republic

If to Investigator:

MUDr. Cubomir Antalik
Kardiologicka ambulancia I
Banisko 273/1

97701 Brezno

Slovak Republic

If to Sponsor:

Cardurion Pharmaceuticals, Inc.
1 Lincoln Street, 30th Floor
Boston, MA 02111

USA,

(f) Tato zmluva je pre zmluvné strany, ich
dedicov, nastupcov opravnenych
nadobudatel'ov zavézna.

(g) VSetky oznamenia, ktorych podanie si od
zmluvnej strany vyzaduje alebo ktoré povoluje
tdito zmluva, musia mat pisomnu formu
a povazuju sa za podané v den, ked’ ich doruceni
kuriérska sluzba, pri odoslani doporucenou
postou s potvrdenim, alebo inym spdsobom
dorucenia, ktoré si vyzaduje pisomné potvrdenie
prevzatia pri dodani. VSetky ozndmenia
nadobudnu u¢innost’ dorucenim na tuto adresu:

Labcorp:

Labcorp Drug Development Inc.
206 Carnegie Center

Princeton, NJ 08540

USA

V kopii:

Labcorp Legal Department / General
Counsel

10 Moore Drive

Durham, NC 27709

USA

InStittcia:

Nemocnica s poliklinikou Brezno, n.o.
Banisko 273/1

97701 Brezno

Slovenska republika

Skusajuci:

MUDr. Cubomir Antalik
Kardiologicka ambulancia I
Banisko 273/1

97701 Brezno

Slovenska republika

Zadavatel”:

Cardurion Pharmaceuticals, Inc.
1 Lincoln Street, 30th Floor
Boston, MA 02111

USA,

Confidential and Proprietary
XXX

Page 34 of 48




Protocol Ref: CRD-740-201
Labcorp Ref. XXX

Slovakia CTA Template, XXX
Sponsor/Study Approved Template: XXX

Any Party may change its notice address and
contact person by giving notice of same in the
manner herein provided.

(h) The Parties agree that Sponsor shall have
the right to enforce any of the provisions of this
Agreement as a third party beneficiary. Each Party
to this Agreement acknowledges that except for the
Sponsor, there are no third party beneficiaries with
any rights to enforce any of the provisions of this
Agreement.

(1) This Agreement shall not be considered
accepted, approved, or otherwise effective until
signed below by the appropriate Parties. Each of
the Parties hereto represents and warrants that the
person signing below on such Party’s behalf has
the authority to enter into this Agreement, and that
this Agreement does not conflict with any existing
agreement or obligations of such Party. This
Agreement may be executed in two or more
counterparts, each of which shall be an original and
all such counterparts together shall constitute the
entire Agreement and a single legal document.
Electronic signatures, electronically transmitted
and facsimile transmitted signatures shall have the
same full force and effect of an original signature.

() This Agreement is made in the Slovak and
English language and the Parties consider both
language versions to be equivalent, however in
case of any discrepancies between individual
versions the Parties agreed that the Slovak version
of wording shall prevail.

THE REMAINDER OF THIS PAGE IS
INTENTIONALLY LEFT BLANK
SIGNATURE PAGE TO FOLLOW

Kazdad zo zmluvnych strdn mdze zmenit' svoju
adresu pre doruCenie oznamenia a/alebo meno
kontaktnej osoby, ato ozndmenim spdsobom
stanovenym v tejto zmluve.

(h)  Zmluvné strany sa dohodli, ze zadavatel’
bude mat pravo presadzovat’ ktorékolvek z
ustanoveni tejto dohody ako opravnena tretia
strana. Kazda zmluvna strana berie na vedomie,
ze okrem zaddvatela neexistuji Ziadne
opravnené tretie strany s akymikol'vek pravami
na uplatnenie ktoréhokol'vek z ustanoveni tejto
dohody.

(1) Tato zmluva sa nepovazuje za prijatu,
schvalenu ani inak uc¢innd, kym ju nepodpiSu
prislusné zmluvné strany. Kazda zo stran tymto
vyhlasuje a zarucuje, ze osoba podpisujica tuto
zmluvu v mene tejto strany je opravnena tuto
zmluvu uzavriet aze tato zmluva nie je
vrozpore so ziadnou existujucou zmluvou
alebo zavdzkami tejto zmluvnej strany. Tuto
zmluvu je mozné podpisat’ v dvoch alebo
viacerych vyhotoveniach, pricom kazdé z nich
sa povazuje za originalnu listinu a vSetky takéto
vyhotovenia spolu predstavuji celi zmluvu
ajediny pravny dokument. Elektronické
podpisy, elektronicky prenaSané¢ a faxovo
prenaSané¢ podpisy maju rovnakd plna silu
a ucinok ako originalny podpis.

(j) Tato Zmluva je vyhotovena v slovenskom a
anglickom jazyku a zmluvné strany povazuji
obe jazykové verzie za rovnocenné, avSak pre
pripad nezrovnalosti medzi jednotlivymi
verziami sa strany dohodli, Ze prednost ma
slovenska verzia znenia Zmluvy.

ZOSTAVAJUCA CAST TEJTO STRANY JE
UMYSELNE PONECHANA PRAZDNA
NASLEDUJE STRANA S PODPISMI
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Accepted and Agreed:

\ Prijal a schvalil:

Labcorp Drug Development Inc.

Signature / Podpis:

Name / Meno:

Title / Funkcia:

Date / Datum:

Nemocnica s poliklinikou Brezno, n.o.

Signature / Podpis:

Name / Meno: Ing. Jaroslav Macejovsky

Title / Funkcia: Director / Riaditel’

Date / Datum:

MUDr. Cubomir Antalik

Signature / Podpis:

Title / Funkcia: Investigator / Skasajici

Date / Datum:
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Exhibit A: Electronic Access Terms and
Conditions

Investigator and others at Institution may be
granted usernames and passwords (“Authorized
Users”) to facilitate the entry of Study data into the
electronic data capture system applicable to the
Study (“Systems”). The usernames and passwords
are provided in exchange for the agreement of
Institution, Investigator, and site Authorized Users
obligation to adhere to subject the following Terms
and Conditions:

Authorized Users will provide to Labcorp certain
registration information including name, address,
phone number, and email address all of which must
be accurate and kept current. Each Authorized
User acknowledges that he/she is accountable and
responsible for all actions initiated under his/her
electronic signature. Authorized Users may not (a)
select or use a username or password of another
person with the intent to impersonate that person;
(b) use a username or password in which another
person has rights without such person's
authorization, or (c) permit any third party to use
his or her username and/or password.

Authorized Users agree to keep assigned
usernames and/or passwords confidential and to
immediately notify Labcorp (a) if there is any
reason to believe an assigned username and/or
password has been improperly disclosed or
otherwise compromised, (b) of any known or
suspected unauthorized use(s) of a username and/or
password, or (c¢) any known or suspected breach of
security, including loss, theft, or unauthorized use
of a username and/or password.

Except as expressly authorized herein, Authorized
Users shall neither transfer nor permit the use of or
access to the Systems by any third party.

Priloha A: Podmienky elektronického
pristupu

Skusajicemu a inym osobam v institiicii moze
byt poskytnuté prihlasovacie meno a heslo
(dalej len ,,opravneni uzivatelia®“) s cielom
umoznit’ zapisanie udajov klinického skuSania
do elektronického systému zaznamu udajov
vzt'ahujliceho sa na klinické skusanie (d’alej len
,Systémy*). Prihlasovacie mena ahesld sa
poskytni na vymenu za suhlas institlcie,

skusajuceho a opravnenych uzivatel'ov
s dodrziavanim tychto podmienok:
Opravneni uzivatelia poskytni spolo¢nosti

Labcorp urcité registracné udaje vratane mena,
adresy, telefénneho Cisla a e-mailovej adresy,
pricom vSetky tieto udaje musia byt presné
a aktudlne. Kazdy opravneny uZzivatel’ berie na
vedomie, ze je zodpovedny za vSetky Ciny
vykonané pouzitim jeho elektronického
podpisu. Opravneni uzivatelia nesmu (a) zvolit’
alebo pouzivat’ prihlasovacie meno alebo heslo
inej osoby s umyslom vydavat’ sa za tito osobu;
(b) pouzivat’ prihlasovacie meno alebo heslo, na
ktor¢ mé& pravo ina osoba, bez suhlasu tejto
osoby; ani (c) povolit' ziadnej tretej strane
pouzivat’ jeho prihlasovacie meno alebo heslo.

Opravneni uzivatelia sa zavdzuju uchovavat
pridelené prihlasovacie mend a hesld v tajnosti
a okamzite informovat’ spolo¢nost’ Labcorp, (a)
ak existuje dovod sa domnievat, Ze pridelené
prihlasovacie meno alebo heslo bolo nevhodne
spristupnené¢  alebo inak ohrozené; (b)
o pripadnom neoprdvnenom pouzivani alebo
podozreni na takéto pouzivanie prihlasovacieho
mena alebo hesla; alebo (c¢) o pripadnom
poruSeni bezpe€nosti, vratane strat, kradeze
alebo neopravneného pouzivania
prihlasovacicho mena alebo hesla alebo
podozreni na takéto porusenie.

Ak to nie je v tychto ustanoveniach vyslovne
povolené, opravneni uzivatelia nepostupia ani
nepovolia pouZivanie systémov alebo pristup
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Authorized Users, Institution, and Investigator
shall use the Systems only for lawful purposes and
in accordance with this Agreement. Authorized
Users and Institution shall not self-host the Systems
on its own servers or those of any third party on its
behalf. Institution and its Authorized Users shall
not reverse engineer, disassemble or decompile the
Systems in any manner. Institution and its
Authorized Users shall not copy, enhance, modify,
or create derivative works based on the Systems or
disclose the results of Systems performance
benchmarks to any third party without the Systems
owner’s prior written consent. Institution and
Authorized Users shall not transfer, sell, resell,
give, distribute or sublicense the License to any
other party.

Failure to comply with the foregoing shall
constitute a breach of this Agreement, which may
result in immediate termination of an Authorized
User’s or Institution’s access to the System.

k systétmom ziadnej inej strane. Opravneni
uzivatelia, inStitucia a skuSajaci pouzivaji
systémy len na zadkonné ucely a v stilade s touto
zmluvou. Opravneni uzivatelia a inStitucia
nesmu vo svojom mene hostovat’ systémy na
vlastnych serveroch ani na serveroch tretej
strany. InStitGcia a opravneni uzivatelia nesmu
ziadnym spdsobom uplatinovat’ reverzné
inzinierstvo, rozoberat ani dekompilovat
systémy. InStitGcia a opravneni uzivatelia
nesmu kopirovat, zdokonalovat’, upravovat
alebo vytvarat odvodené diela zalozené na
systtmoch alebo spristupiiovat’  vysledky
referenénych hodn6t vykonnosti systémov
ziadnej tretej strane bez predchddzajuceho
suhlasu majitel'a systému. Institucia a opravneni
uzivatelia nesmu previest’, predat, d’alej predat,
darovat’, d’alej poskytnut’ licenciu Ziadnej inej
strane.

Nedodrzanie uvedenych ustanoveni predstavuje
porusenie tejto zmluvy, ktoré modze viest’
k okamzitému zruSeniu pristupu opravnenych
uzivatel'ov a inStitucie k systému.
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Exhibit B: Budget

Priloha B: Rozpodcet

DEFINITIONS (unless otherwise defined in
the Protocol):

DEFINICIE (pokial’ nie st inak definované v
protokole):

“Evaluable Patient” — A Study subject who was
screened and enrolled in accordance with the
Protocol, received at least one dose of Study Drug
and adhered with the procedures requested by the
Protocol. This includes Study subjects who are
withdrawn by reason of adverse event or any other
reason that is not the responsibility of Institution
and/or Investigator or Study subjects who
withdraw due to death, during the Study.

"Hodnotite’ny pacient'"— ucastnik klinického
skusania, ktory bol vySetreny a zaradeny v stlade
s protokolom, dostal aspon jednu déavku
skuSaného lieku a dodrzal postupy vyziadané
protokolom. Toto zahffia ucastnikov klinického
skasania, ktori st pocas klinického skusSania
vylaCeni z dévodu neziaducej udalosti alebo
akéhokol'vek in¢ho ddévodu, ktory nie je
zodpovednostou zariadenia, skusajuceho lekara
ani ucastnikov klinického skusania, ktori boli
vylaceni pre umrtie.

“Screen failures” - Screen Failures are defined
as screened Study subjects who, following the
Protocol screening requirements, did not fulfil
inclusion and exclusion criteria and were deemed
ineligible to participate in the Study based on the
results from Protocol-required procedures and/or
assessments prior to receiving their first dose of
Study Drug.

“Utastnici, ktori nesplnili kritéria pri
skriningu"— Utastnici, ktori nesplnili kritéria pri
skriningu, st definovani ako vySetreni UcCastnici
klinického skusania, ktori podla poziadaviek
protokolu na skrining, nesplnili kritéria na
zaradenie a vyluCenie. Na zaklade vysledkov
postupov vyzadovanych protokolom a/alebo
hodnotenia pred dostanim prvej davky skusaného
lieku boli povazovani za nevhodnych na ucast’ na
klinickom skuSani.

1. Payment Per Visit

1. Platba za navs§tevu

Institution and Investigator understand and agree
that the terms and amounts mentioned in this
Exhibit B and Appendix 1 cover any and all fees
to Institution, including any costs which are to be
allocated by Institution to any other involved
department or Research Staff for costs and
expenses incurred in performance of the Study.

Institucia a skuSajuci lekar chapu a sthlasia, Ze
podmienky a sumy spomenuté v prilohe B a
prilohe 1 pokryvaju akékol'vek a vSetky poplatky
inStitacii vratane akychkol'vek nakladov, ktoré
bude rozdelovat’ inStitucia akémukol'vek inému
oddeleniu alebo vyskumnému personalu za
naklady a vydavky vzniknut¢é vykonom
klinického skusania.

Major, disqualifying Protocol violations will not
be payable under the Agreement or through any
terms set forth within this Exhibit B and Appendix
1.

Vyznamné, diskvalifika¢né poruSenia protokolu
nebudu podl'a zmluvy ani prostrednictvom inych
d’alej uvedenych podmienok v prilohe B a prilohe
1 splatné.
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2. Conditional/Invoiceable items

2. Podmienené (fakturované) polozky

Labcorp shall pay the Payee indicated below in
accordance to the terms specified below.

Spolo¢nost’ Labcorp vyplati prijemcu platieb,
ktory je uvedeny nizsie, v stlade s podmienkami,
ktoré su uvedené nizsie.

Table 1:
Procedures

Conditional and/or Invoiceable

Estimated qty per
patient /
Podmienené (fakturované) polozky Odhadované mnoz.

Conditional (Invoiced) Items /

TabulPka 1: Podmienené a/alebo fakturované
postupy

Unit cost with
O/H / Jednotkova
cena s O/H

Unit cost /
Jednotkova
cena

na pacienta

* All amounts above are in EUR

*VSetky vyssie uvedené sumy st v EURO

Any procedures set forth above may be payable
only when performed in accordance with the
Protocol and when:

Akékol'vek d’alej uvedené postupy moézu byt
splatné len ked sa vykonaju v sulade s
protokolom a ked:

(a) Such planned assessments or procedures have
not been included in the per Study subject fee; or

a) ako planované hodnotenia a postupy nie st
zahrnuté v poplatku za ucastnika klinického
sktsania alebo

(b) Re-testing is required that falls outside of the
Study subject visit schedule.

b) sa vyzaduje opakované testovanie, ktoré spada
mimo  harmonogramu  névStev  ucastnika
klinického skuSania.

Unscheduled Visits

Neplanované navstevy

Unscheduled Visits will be paid up to a maximum
value of EUR XX per visit. No additional
Unscheduled Visits payment shall be made
without prior written approval from Sponsor
and/or Labcorp.

Neplanované navstevy budd zaplatené do
maximalnej hodnoty XX EUR na navstevu. Bez
predchédzajuceho pisomného suhlasu zadavatel'a
alebo spolo¢nosti Labcorp sa nevykond ziadna
d’al$ia platba za nenapldnované navstevy.

Screen Failures

Ucastnici, ktori nesplnili kritéria pri skriningu

Payment for Screen Failures shall be made up to
a maximum of one (1) screen failure per every
four (4) enrolled Study subjects and up to the
maximum amount of EUR XX per screen failure.
No additional Screen Failure payment shall be

Platby za ucastnikov, ktori nesplnili kritéria pri
skriningu, sa vykonaji do maximalneho poctu
jedného (1) neuspe$ného skriningu na kazdych
Styroch (4) zaradenych ucastnikov klinického
skuSania a do maximalnej vysky XX EUR na
neuspeSny skrining. Bez predchadzajiceho
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made without prior written approval from
Sponsor and/or Labcorp.

pisomného stihlasu zadavatel’a alebo spolo¢nosti
Labcorp a nevykona ziadna dalSia platba za
neuspesny skrining.

Rescreening

Opakovany skrining

A maximum of one (1) rescreen shall be provided
per Study subject, if required, and upon
Labcorp/Sponsor’s approval. Rescreening will be
paid up to a maximum of EUR XX.

Po schvéleni spolo¢nostou Labcorp alebo
zadavatelom je mozné poskytnut maximalne
jeden (1) opakovany skrining na ucastnika
klinického skusania, ak sa vyzaduje. Opakovany
skrining bude zaplateny do maximalnej vysky XX
EUR.

Equipment

Vybavenie

Please refer to the related section of the
Agreement as applicable.

Pozrite si prislusnt ¢ast’ zmluvy, ak je to
potrebné.

3. Overheads, VAT and other taxes, costs
& fixed amounts

3. Rezijné naklady, DPH a d’alSie dane,
naklady a fixné sumy

All agreed upon amounts are NET and Value
Added Tax (VAT) is excluded. VAT or other
sales taxes, if applicable, shall be shown
separately on a valid invoice. The payment will
not be subject to withholding tax. In the limit of
applicable regulation, it is the responsibility of the
Payee to declare this income and Labcorp is not
liable for any taxes due.

Vsetky dohodnuté sumy su NETTO a st bez dane
z pridanej hodnoty (DPH). DPH a d’alSie dane, ak
sa tykaju, sa musia uviest’ samostatne na platnej
faktare. Z platby sa nebude odpocitavat’ zrazkova
dan. V ramci platného nariadenia je za vyhlasenie
oprijme  zodpovedny  prijemca  platieb
a spolo¢nost’” Labcorp nenesie zodpovednost’ za
ziadne splatné dane.

All other taxes, costs and fixed amounts are
included in the payments detailed within Exhibit
B. Institution, or Payee are responsible for the
payment of all taxes and levies to the relevant
authorities. If Institution or Payee fails to comply
with the national, local, federal or any other taxes
and charges required per local, federal or national
law, Labcorp will not be responsible for that
failure.

Vsetky ostatné dane, naklady a fixné sumy st
zahrnuté v platbach, ktoré st podrobne uvedené v
prilohe B. Institacia alebo prijemca platieb su
zodpovedni za platbu vSetkych dani a odvodov
prislusnym organom. Ak institicia alebo prijemca
platieb nedodrzia vnutrostatne, miestne, federalne
alebo in¢ dane a poplatky, ktoré vyzaduju miestne
zakony, spolo¢nost Labcorp za to nenesie
zodpovednost'.

START-UP FEE: A one-time non-refundable
payment in the amount of 500 EUR will be made
in excess of the above to Institution for
administrative, legal and financial processing of
the clinical study under this Agreement. Payment
to the Institution will be made after conclusion of
this Agreement on the basis of an invoice with due
date of 45 days from its issuance.

POPLATOK START-UP: Jednorazova nevratna
platba vsume 500 EUR bude uhradend nad
rozsah  vySSie uvedeného inStitucii  za
administrativne, pravne a finanéné spracovanie
klinického skusania podl'a tejto zmluvy. Platba sa
v prospech institicie vykona po uzatvoreni tejto
zmluvy na zéklade faktury so splatnostou 45 dni
od jej vystavenia.
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All fees in this Exhibit B are inclusive of any

Vsetky poplatky uvedené v prilohe B st vratane

overheads incurred by Institution where | pripadnych rezijnych nakladov instittcie.
applicable.

4. Payment Terms 4. Platobné podmienky

(a) In consideration of the performance of | a) S ohladom na vykon institicie a

Institution and Investigator under this Agreement,
Labcorp, upon receipt of funds from Sponsor,
agrees to pay the remuneration indicated in
Section 1 monthly for services rendered in the
previous month in accordance with the financial
structures as set forth within this Agreement
based on data entered in the eCRF.

skuSajuceho lekdra v tejto zmluve spolocnost
Labcorp po obdrzani finanénych prostriedkov od
zadavatela sthlasi s mesaénym vyplacanim
odmien, ktoré su uvedené v Oddieli 1, za sluzby
vykonané v predchadzajucom mesiaci v sulade s
finanénymi Struktirami, ako su uvedené v zmluve
podla idajov zadanych v eCRF.

(b) Remuneration for items in Section 1 will
be paid at ninety percent (90%) of the total
amount due. The remaining ten percent (10%) of
the amount due will be retained by Labcorp until
all queries resolved after the site close out
visit. Remuneration shall be adjusted to account
for Study subjects who withdraw from the Study
for reasons including, but not limited to, adverse
event(s) or non-completion of the Study for
reasons including, but not limited to, insufficient
clinic attendance, voluntary  withdrawal,
withdrawal of consent or other Protocol
violations.

b) Vyplacanie za polozky v oddieli 1 bude
zaplatené na devit'desiat percent (90 %) celkove;j
sumy do datumu splatnosti. ZvySnych desat’
percent (10 %) sumy si ponechd spolocnost’
Labcorp, dokym sa po zdverecnej navsteve
pracoviska klinického sktiSania nevyrieSia vSetky
zalezitosti. Vyplacanie sa prisposobi zatctovaniu
ucastnikov  klinického skusania, ktori boli
vylaceni z klinického skuSania z dovodov, ktoré
okrem iné¢ho zahfiaju neziaduce udalosti alebo
nedokoncenie klinického skusSania z ddévodov,
ako st okrem iného nedostatocnd klinicka
dochadzka, dobrovolné ukoncenie, odvolanie
stihlasu alebo iné porusenia protokolu.

() Payment for conditional/invoiceable items
in Section 2 shall be made with receipt of valid,
itemized invoice and any additional required
supporting documentation. Institution shall have
thirty (30) business days from the date of
conditional/invoiceable procedure/item
performed to submit related invoices and required
supporting documentation, as applicable, to
Labcorp. All payments for conditional
procedures/items are subject to Labcorp
verification and approval. No additional cost for
conditional procedures/items shall be paid
without prior written approval from Labcorp.

c) Platba za podmienecné (fakturovatelné)
polozky v Oddieli 2 sa vykona po prijati platne;j
polozkovej faktary a vSetkej d’alSej pozadovane;j
podkladovej dokumentacie. Institicia mé tridsat’
(30) pracovnych dni od ddtumu podmienecného
(fakturacného) postupu (polozky) na odoslanie
prislusnych faktir a pozadovanej podkladovej
dokumentéacie, ak je potrebnd, spolocnosti
Labcorp. Vsetky platby za podmienec¢né postupy
(polozky) musi overit a schvalit spolocnost
Labcorp. Bez predchadzajuceho pisomného
suhlasu spolo¢nosti Labcorp sa nezaplatia Ziadne
dodato¢né naklady za podmienecné postupy

(polozky).

(d) Labcorp, upon receipt of funds from
Sponsor, shall pay the remuneration specified

d) Spolo¢nost’ Labcorp po obdrzani finanénych
prostriedkov od zadévatela vyplati inStitacii
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above to Institution by bank transfer to the bank
account listed below within forty-five (45) days
of its receipt of a correct, undisputed invoice.

vyssie uvedené platby prevodom na nizsie
uvedeny bankovy ucet do Styridsiatich piatich
(45) dni od datumu obdrzania spravnej
jednoznacnej faktury.

5. Final Payment

5. Konecna platba

Final payment will be made by Labcorp to the
Payee upon acceptance and agreement by
Labcorp and/or Sponsor for the satisfaction of
applicable conditions as set forth within the
Agreement.

Spolo¢nost’ Labcorp vykona konecnu platbu
prijemcovi platieb po prijati a dohode spolo¢nosti
Labcorp a/alebo zadavatela za uspokojenie
prislusnych podmienok, ako st uvedené v tejto
zmluve.

The final payment will be made when Institution
and/or Investigator has:

Konecna platba sa vykond, ked ma inStiticia
a/alebo skusajuci lekar:

(1) completed the Study;

1) dokoncen¢ klinické sktiSanie,

(i1) satisfactorily accounted for all unused
Study Drug, Study materials, Study supplies, and
Equipment;

i1) uspokojivo zauctované vsetky nepouzité
skuSané lieky, materidly klinického skusSania,
doplnky klinického sktsania a vybavenie,

(i11))  completed CRF, eCRF and/or data
resolution forms (“DRF”) for each Study subject;

1i1) dokoncené CRF, eCRF a/alebo formulare
na rozliSenie udajov (“DRF”) pre kazdého
ucastnika klinického skusania,

(iv)  submitted and Labcorp has reviewed and
approved any outstanding regulatory documents
as required by Labcorp; and

v) odoslané a spolo¢nost'ou Labcorp prijaté a
schvalené  vSetky  nezaplatené  regulacné
dokomunety, ktoré pozaduje spolocnost’ Labcorp
a

(v) answered all of Labcorp’s
regarding the Study.

inquiries

V) zodpovedané otazky, ktoré sa tykaji
klinického skusania, od spolo¢nosti Labcorp.

All invoices shall be submitted to Labcorp
promptly and in no event later than thirty (30)
days after the close-out visit. Payee will have
sixty (60) days from the date of issue of final
payment to dispute any payment discrepancies.
Labcorp reserves the right not to pay an invoice
which is submitted after this period and/or in case
required supporting documentation 1is not
provided.

Vsetky faktiry sa odo$li spolo¢nosti Labcorp
okamzite a v ziadnom pripade nie neskor ako
tridsat’ (30) dni po zaverecnej navsteve. Prijemca
platieb ma Sest'desiat dni od datumu vystavenia
zaverecnej platby na vznesenie akychkol'vek
nezrovnalosti v platbach. Spolo¢nost’ Labcorp si
vyhradzuje pravo neuhradit’ faktiru odoslant po
tomto obdobi a/alebo v pripade, Ze nie je
poskytnuta pozadovana podkladova
dokumenticia.

If the Study is terminated prematurely for
whatever reason and Payee has received payments
totalling more than the actual remuneration to be
calculated in accordance with this Exhibit B up to
the point of termination of the Study, Institution
shall promptly reimburse such overpayment to

Ak je klinické skusanie z akéhokol'vek dévodu
ukoncené predcasne a prijemca platieb dostal
platby, ktoré do ukoncenia klinického skuSania
spolu prekracuju skuto¢né vypocitané platby
podrla prilohy B, institiicia okamzite do tridsiatich
(30) dni od datumu nadobudnutia UcCinnosti
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Labcorp within thirty (30) days of effective date
of termination of this Agreement.

ukoncenia  tejto vrati

spolo¢nosti Labcorp.

zmluvy preplatky

Institution and Investigator certify that the
designated Payee is the proper payee for this
Agreement. The Parties agree that payments
under this Agreement shall be made by bank
transfer in accordance with Payee bank transfer
information detailed below. In case of changes in
the Payee’s bank details, Payee must inform
Labcorp in writing. The Parties agree that no
amendment to the Agreement will be required for
changes in bank details which do not involve a
change of Payee/Bank Account Name or change
of country location of bank account.

Institucia alebo skusajuci lekar potvrdzuje, ze
uvedeny prijemca platieb je riadnym prijemcom
platieb podla tejto zmluvy. Zmluvné strany sa
dohodli, Ze platby podla tejto zmluvy sa budia
vykonavat’ prostrednictvom bankového prevodu
v stlade s informaciami o bankovom prevode
prijemcu platieb uvedenymi dalej. V pripade
zmien bankovych tudajov prijemcu platieb musi
prijemca platieb pisomne informovat’ spolo¢nost’
Labcorp. Strany suhlasia, Ze pri zmene
bankovych udajov, ktoré nezahfiiaji zmenu mena
prijemcu platieb/ndzvu bankového uctu alebo
zmenu krajiny umiestnenia bankového uctu,
nevyzaduju ziadne zmeny v zmluve.

6. Banking details for Payee:

6. Bankové udaje prijemcu platieb:

Name of account holder: /
Meno majitel’a Gctu:

Nemocnica s poliklinikou Brezno, n.o.

Address of the Bank account holder: /
Adresa majitel’'a bankového uctu:

Banisko 273/1
97701 Brezno
Slovak Republic / Slovenska republika

Bank name: / | Tatra banka, a.s.
Nazov banky:
Bank Address: / | HodZovo namestie 3
Adresa banky: | 811 06 Bratislava 1

Slovak Republic / Slovenska republika

Account code/IBAN Code: /

SK20 1100 0000 0026 2077 8736

Cislo uétu/IBAN:
SWIFT: / | TATRSKBX
SWIFT:

Reference text: / | XX

Spréava pre prijimcu:

Please provide name and email address of
financial contact to  receive  payment
confirmations:

Name: Ing. Tothova

email: ekonom@nspbr.sk

Uved’te meno a emailovi adresu finanéného
kontaktu na dorucenie potvrdenia platieb:

Meno: Ing. Tothova
email: ekonom@nspbr.sk

Invoices will be made out to:

Faktiru budl vystavené na adresu:
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XXX

XXX

Instructions for Processing of Payments

Pokyny na spracovanie platieb

Invoices sent in response to Labcorp’s proforma
invoice must be emailed in reply to the original
email received (from either XXX or your CRA).
This XXX email address only accepts emails in
reply to the original email.

Faktury odoslané v odpovedi na zalohovu faktaru
spolo¢nosti Labcorp musia byt odoslané emailom
ako odpoved’ na povodny doruceny email (od
XXX alebo CRA). Emailové adresy XXX
prijimaju iba emaily ako odpoved’ na povodny
email.

If for any reason your email is rejected or you are
initiating an invoice not related to a proforma,
please use XXX and copy your CRA.

Ak je va§ email z akéhokol'vek dovodu
zamietnuty alebo ak zacinate s faktirou, ktora sa
nevzt'ahuje na zalohovu faktiru, pouzite adresu
XXX a do kopie uved'te CRA.

Please note that the Accounts Payable Department
at Labcorp processes all payments electronically
instead of paper cheques/checks. Such electronic
payments will be sent directly to the Payee’s bank
account information provided above.

Majte na pamiti, ze Ekonomické oddelenie v
spolo¢nosti Labcorp spracuva vsetky platby
elektronicky namiesto papierovych Sekov.
Elektronické platby sa odoSli priamo na vysSie
uvedené bankové idaje prijemcu platieb.
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Appendix 1

Priloha é. 1:

Study Budget

Rozpocet klinického skusania
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	(d) Inštitúcia a/alebo skúšajúci na základe požiadaviek platných právnych predpisov zabezpečí, aby monitori klinického skúšaní mali priamy prístup ku všetkým požadovaným záznamom z klinického skúšania, ako aj primeraný prístup ku všetkým príslušným informáciám o účastníkoch, ktoré sa týkajú klinického skúšania, a to podľa potreby a popisu v podpísanom informovanom súhlase s klinickým skúšaním. Ani od spoločnosti Labcorp, ani od jej personálu sa nebude požadovať, aby uzavreli samostatné dohody o uchovaní mlčanlivosti či iné podmienky, a nebudú musieť vykonať žiadne testy alebo postupy na účely zverejnenia informácií z klinického skúšania alebo monitorovania klinického skúšania.
	MUDr. Ľubomír Antalík




