Zmluva o klinickom skisani

PPD Slovak Republic, s.r.o.,

Je klinickou vyskumnou organiziciou splnomocnenou
zadavatel'om (ako je definované niz§ie) uzatvorit’ tito
zmluvu so sidlom na adrese Bratislavska cesta 100/D,
931 01 Samorin, Slovenska republika, ICO: 35900784

dcérska spoloénost PPD International Holdings
GmbH., zastipena Christopher[om] David[om]
Neild[om], konatelom spolo¢nosti, a zapisana

v Obchodnom registri Okresného sadu v Trnave,
oddiel Sro, vlozka ¢. 26142/T

1CO: 35900784
DIC: SK2021891795
Bankové spojenie:

IBAN:
BIC:
d'alej len ,,PPD"

a

Univerzitnia nemocnica Bratislava,

so sidlom na adrese PaZitkova 4, 821 01 Bratislava,
Slovenska republika, zastipend/é kolektivnym
Statnym organom MUDr. Miroslavom BdZzochom,
PhD., MPH generdlny riaditel UNB, Ing. Juraj
Kovacs, MBA ekonomicky riaditel UNB, MUDr.
Toma§ Heger, PhD., MHA medicinsky riaditel’

ICO: 31 813 861

DIC: 202 17 00 549 (nie je platca DPH)
Bankové spojenie:

IBAN:

BIC/SWIFT:

dalgj len ,,zdravotnicke zariadenie®

A

MUDr. Martin Kokles,
s trvalym bydliskom na adrese

Datum narodenia:
dalej len ,skiSajuici

dalej spoloéne len ,,zmluvné strany™
uzatvarajii tto zm lu v u:

L.
Predmet a éfel zmluvy

e 4 (2017

Daoerné / Confidentind

Agreement on Clinical Study

PPD Slovak Republic, s.r.o.,

Is a clinical research organisation authorised by
Sponsor (as defined below) to execute this Agreement
with its registered address at Bratislavska cesta
100/D, 931 01 Samorin, Slovak Republic, Company
ID: 35900784 a subsidiary of PPD International
Holdings GmbH., represented by Christopher David
Neild, executive of the company, and registered in the
Commercial Register at the District Court in Trnava,
Section Sro, Insert 26142/T

Company ID no.: 35900784
Tax ID no.: SK2021891795
Bank information:

IBAN:
BIC:
further, “PPD”

and

Univerzitna nemocnica Bratislava,

with its registered address at Pazitkova 4, 821 0l
Bratislava, Slovak Republic, represented by MUDr.
Miroslav Bdzoch, PhD., MPH, the General Director
of UNB, Ing. Juraj Kovacs, MBA economic direcor
of UNB, MUDr. Tomas Heger, Ph.D., MHA, medical
director

Company ID no.: 31 813 861

Tax ID no.: 202 17 00 549 (not a VAT payce)
Bank:

IBAN:

BIC/SWIFT:

further, the “Medical Facility”

and

MUDr. Martin Kokles,
permanent residence at

DOB:
further, the “Investigator"

further jointly, the “Parties*
concludethisAgreement:

I
Subject and purpese of the Agreement
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1)

2)

3)

4)

5)

Predmetom tejto zmluvy je klinické skisanie
skaganého lie¢iva Apixaban (d'alej len . skiSané
lie¢ivo™) (d'alej len ,klinické skusSanie®), ktorh
PPD vykonava ako nezavisly dodavatel
v prospech farmaceutickej spolo¢nosti Bristol-
Myers Squibb International Corporation (Belgium
Branch) Chaussee de la Hulpe 185, 1170, Brusel,
Belgicko, ktora je vyrobcom skuianého lieCiva,
(dalej len ,zadavatel*) v zmysle protokolu
CVI185316:“An Open-label, 2 x 2 Factorial,
Randomized Controlled, Clinical Triai to
Evaluate the Safety of Apixaban vs. Vitamin K
Antagonist and Aspirin vs. Aspirin Placebo in
Patients with Atrial Fibrillation and Acute
Coronary Syndrome or Percutaneous Coronary
Intervention” (d'alej len ,protokol”), k tejto
zmluve apodrobne charakterizuje  ¢&innosti
vykonavané v rameci klinického skiaSania a delbu
zodpovednosti medzi zmluvnymi stranami.

Ugelom zmluvy je stanovit podmienky pre
vykondvanie klinického ski§ania a uréit’ prdva
apovinnosti zmluvnych stran  pri vysoko
profesionalnom vykonavani klinického skusania
(¢o, okrem iného, zahffia aj véasné odovzdavanie
vietkvch (dajov a dalsich informacii tykajicich
sa Kklinického skG3ania, vratane vsetkych
zaznamovych formularov udastnika klinického
skusania (CRF) alebo elektornickych
zaznamovych formularov uéastnika klinického
skusania (tzv. e-CRF).

Zdravotnicke zariadenie vyhlasuje, Ze ono samo

a skidajuci disponuja skiisenostami,
schopnostami, primeranym poétom subjektov
(pacientov),  ktorym  poskytuje  zdravotni

starostlivost, ako aj prostriedkami, ktorymi sa,
okrem iného, mysli personal a vybavenie potrebné
na presné, ucinné arychle, profesionalne
a kompetentné vykonavanie klinického skd3ania
a ze tieto prostriedky vzdy vyuZije tak, aby sa
klinické  skoSanie  vykondvalo  uvedenym
spdsobom.

Skusajuci vyhlasuje, Zze nie je zamestnancom
alebo zastupcom PPD.

Pokial' by sa medzi podmienakmi stanovenymi
v protokole a v tejto zmluve vyskytla akakol'vek
nezrovnalost' alebo konflikt, rozhodujicimi vo
vztahu k zdkonnym povinnostiam zmluvnych
stran  budi  podmienky  tejto  zmluvy
arozhodujicimi vo vztahu k vykonavaniu
klinického skusania budd podmienky protokolu.
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1y

2)

3)

4)

The subject of the Agreement is the clinical
evaluation of the Study Drug Apixaban (further,
the “Study Drug”) (further, the “Clinical
Study”), which PPD is conducting as an
independent contractor for the benefit of a
pharmaceutical company, Bristol-Myers Squibb
International Corporation (Belgium Branch)
Chaussee de la Hulpe 185, 1170 Brussels,
Belgium which is the producer of the Study Drug,
(further the “Sponsor™) pursuant to Protocol
CV185316 : “An Open-label, 2 x 2 Factorial,
Randomized Controlled, Clinical Trial to
Evaluate the Safety of Apixaban vs. Vitamin K
Antagonist and Aspirin vs. Aspirin Placebo in
Patients with Atrial Fibrillation and Acute
Coronary Syndrome or Percutaneous Coronary
Intervention”, (further, the “Protocol”) to this
Agreement and describes in detail the activities
conducted in the Clinical Study and the division
of responsibilities among Parties.

The purpose of the Agreement is to set out
conditions for conducting the Clinical Study and
to provide the rights and obligations of the Parties
for conducting the Clinical Study, in a highly
professional manner (which shall include but not
be limited to, submitting all data and other
information related to the Clinical Study in a
timely manner, including all case report forms
(CRFs), or electronic CRFs (also called e-CRFs).

The Medical Facility declares that it, and the
Investigator, have the experience, capability,
adequate number of subjects in care and resources
including, but not limited to, personnel and
equipment to accurately, efficientty and
expeditiously perform the Clinical Study in a
professional and competent manner and shall use
these resources at all times to perform the Clinical
Study in such manner.

The Investigator declares that he/she is not an
employee or agent of PPD.

If there is any discrepancy or conflict between the
and this

terms contained in the Protocol
Agreement, the terms of the Agreement shall
govern and contol with regards to legal

obligations of the Partics and the Protocol shall
govern and control with regards to the conduct of
the Clinical Study.
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1)

2)

il
Zaéatie klinického skusania

Klinické skianie sa za¢ne na zéklade povolenia
Statneho tustavu pre kontrolu liediv a siihlasného
stanoviska prislusnej lokalnej eticke; komisie a
prislu§nej multicentrickej etickej komisie (dalej
spoloé¢ne len .SUKL / etické komisie*).

a suhlasného  stanoviska
vzmysle ods. 1 sa buda archivovat v
zdravotnickom zariadeni, ato u ski3ajiceho
v dokumentécii o vykonavani klinického
skusania.

Kopie rozhodnutia

I11.

Miesto a doba vykondvania klinického skisania

1)

2)

3)

4)

a pracovisko klinického skusania

Klinické skusanie sa bude vykonavat na III
internej klinike LFUK a UNB, Nemocnica
akademika L. Dérera, Limbova 5, Bratislava
zdravotnickeho zariadenia (dalej len ,pracovisko

klinického skisania™), so skO3ajicim ako
htavnym  skisajucim  a d'alSimi  poverenymi
zamestnancami (dalej len tim Kklinického
skisania®).

Zmeny  pracoviska  klinického  skusania
amenovanic alebo  doplnenie  poverenych

zamestnancov moZno vykonat' len po dohode
medzi  PPD,  zdravotnickym  zariadenim
aska$ajiucim. Pisomné vyhotovenie takejto
dohody sa musi zaevidovat v dokumenticii o
vykonavani klinického skusania.

Klinické skai$anie sa na pracovisku klinického
skusania nezaéne pred zadiatkom platnosti tejto
zmhuvy  apokial nebudd  splnené  dallie
podmienky vyzadované prisluinymi pravnymi
predpismi. Vyber subjektov klinického skusania
pre klinické skusanie sa zacne v priebehu januara
2017. Vykonanie celého klinického skudania je
naplanované na obdobie od januara 2017 do
novembra 2019. Dobu vykonavania klinického
skigania mozno v jeho priebehu predizit alebo

skratit’. PPD bude zdravotnicke zariadenie a
skisajiceho informovat’ o vietkych zmenach,
ktor¢ by sa tykali predpokladanej doby

vykonéavania klinického skidSania. Zmeny doby
vykonavania  klinického  skdSania  nebudl
vyzadovat’ dodatok k tejto zmluve.

S lie¢bou Zziadneho pacienta sa nezatne skor, nez
bude zaobstarany suhlas vsetkych relevantnych
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1)

2)

IL
Commencement of the Clinical Study

The Clinical Study will be commenced on the
basis of a permit from the State Institute for Drug
Control and the concurring opinion of the relevant
local ethics committee and the relevant multi-
centre ethical committee (further collectively, the
“Regulatory Authority / Ethics Committees™).

Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the
Medical Facility, with the Investigator, in the
documentation about the conduct of the Clinical
Study.

Place and term of conducting the Clinical Study

1)

2)

3)

and the Study Site

The Clinical Study shall be conducted at III
internal clinic LFUK and UNB, Hospital of
academic L. Derer, Limbova 5, Bratislava of the
Medical Facility (further, the “Study Site”),
headed by the Investigator as the principal
investigator and other authorized employees
(further, the “Study Team™).

Changes in the Study Site and appointment or
addition of authorized employees can be made
only after Agreement between PPD, the Medical
Facility and the Investigator. A written document
about such Agreement must be filed in the
documentation about the conduct of the Clinical
Study.

The Clinical Study will not be started in the Study
Site before this Agreement becomes valid and
other conditions required by relevant legal
regulations are fulfilled.  Selection of Study
subjects for the Clinical Study will begin during
January 2017. The entire Clinical Study is planned
to be conducted from January 2017 to November
2019, The term of the Clinical Study may be
extended or shortened during its course. PPD will
inform the Medical Facility and the Investigator
of any changes related to the expected term of the
conduct of the Clinical Study. Changes to the term
of the Clinical Study will necessitate an
amendment hereto.

4) No patient treatments will be initiated prior to

receipt of approval of all relevant Ethics
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5)

1

a vietky dalsie povolenia
tohto  klinického

etickych komisii
potrebné na vykonavanie
skisania.

Pokial’ by v priebchu klinického skusania zacalo
byt zjavné, Ze Kklinické skaSanie nebude
dokonéené v termine, je skusajuci povinny
okamzite o tom informovat’ PPD.

V.
Zikladné podmienky vykondvania klinického
skuSania

Po¢as vykonavania klinického skusania je
skisajoci povinny dodrziavat’ vietky pravne
predpisy, najma Zakon ¢&. 362/2011 Z.z. o liekoch
a zdravotnickych pomdckach a o zmene a
doplneni niektorych zakonov, Zakon ¢. 576/2004
Z.z. o zdravotnej starostlivosti, sluzbach
sivisiacich s  poskytovanim  zdravotnej
starostlivosti a 0 zmene a doplneni niektorych
zdkonov, Vvhlasku & 433/2011 ktorou sa
ustanovuja  podrobnosti o pozZiadavkiach na
pracovisko na ktorom sa vykonava klinické

skusanie o nalezitostiach  Ziadosti o jeho
schvalenie, Ziadosti o stanovisko  k etike
klinického skuasania a nalezitostiach tohto

stanoviska, a konat' v silade s posktynutymi
informaciami  avsilade so  zakladnymi
podmienkami a zdsadami ustanovenymi:

a) v protokole klinického skusania vydanom
zadavatel'om, ktory tvori prilohu & 9 tejto
zmluvy av prisnom sulade s poziadavkami
vietkych relevantych etickych komisii. Pokial
by neslo o eliminovanie bezprostredného
ohrozenia subjektov, protokol moZzno zmenit’
len na zaklade pisomného suhlasu zadavatela
a vietkych zmluvnych strdn s upovedomenim
Statneho tstavu pre kontrolu liegiv atebo po
schvaleni zo strany Statneho ustavu pre
kontrolu lie€iv a so suhlasnym stanoviskom
etickej komisie. Skuasajlci sa zavézuje, ze na
potvrdenie jeho suhlasu s dodrziavanim
protokolu odovzda PPD podpisanu Proetocol
Signature Page (podpisovu stranu protokolu).

b) v pokynoch zadavatela s nazvom BroZira pre

skusajuceho, ktoré obsahuji vietky doposial’

zname informacie o skuSanom lie¢ive ajeho

vlastnostiach. Tento dokument sa pripoji k

dokumentacii o vykonavani klinického
skusania; a
¢) vpripadoch, kde sa takéto povolenie

vyzaduje, v povoleni vykonavat klinické
skiganie vydanom Stitnym dstavom pre
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5)

Committees and any other approvals required to
conduct the Clinical Study.

If, during the Clinical Study, it becomes apparent
that the Clinical Study will not be completed on
schedule, the Investigator has to notify PPD
immediately.

1v.

Basic conditions for conducting the Clinical Study

1) While

conducting the Clinical Study, the
Investigator shall comply with all valid legal
regulations, in particular Act no. 362/2011 Coll,,
on Drugs and Health Devices, as amended, Act
no. 576/2004 Coll., on Health Care, as amended,
Decree no. 433/2011 Coll., on requirements on
Study Site, where the Clinical Study is conducted,
on the requirements on application for its
approval, request for opinion of ethics of the
Clinical Study and requirements for this, as
amended, in accordance with the information
provided, and in accordance with the basic
conditions and principles provided by:

a) the Protocol of the Clinical Study issued by
the Sponsor which forms Appendix no. 9 of
this Agreement and in strict accordance with
the requirements of all relevant Ethics
Committees. The Protocol can be changed
only with the written consent of Sponsor and
all Parties on the basis of a notification to the
State Institute for Drug Control or an approval
from the State Institute for Drug Control and
the concurring opinion of the Ethics
Committee, unless to eliminate an immediate
hazard to subjects. The Investigator agrees, as
an evidence of his consent to follow the
Protocol to deliver to PPD the signed Protocol
Signature Page.

b) the Sponsor’s instruction titled Investigator

brochure which contains all presently known

information about the Study Drug and its
qualities . This document shall be attached to
the documentation about the conduct of the

Chnical Study; and

the permit to conduct the Clinical Study
issued by the State Institute for Drug Control,
in cases where such permit is required, and

<)
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kontrolu lie¢iv av sihlasnom stanovisku
etickej komisie, ako je to uvedené vél. IL
tejto zmluvy.

2) Zmluvné strany vvhlasuji, ze budi konat’ v sulade

3)

4

5)

6)

so zdkonom ¢&. 211/2000 Z.z o slobodnom
pristupe k informiciam a o zmene a doplneni
niektorych zakonov (zakon o slobode informécii)

vzneni  neskorSich  predpisov.  Pracovisko
klinického skusania suhlasi, Zze bude konat
vsilade so vetkymi pravnymi predpismi

a ohlasovacimi povinnostami vyplyvajicimi zo
zakona ¢, 211/2000 v mene vsetkych zmluvnych
stran tejto zmluvy.

Klinické skusanie sa bude vykondvat v silade
s touto zmluvou, s etickymi normami Slovenskej
lekarskej spolo¢nosti, podla spravnej klinicke)
praxe, vsilade spodmienkami stanovenymi
Helsinskou deklaraciou  Svetovej lekarskej
asociacie avsulade so Smernicou o spravnej
klinickej  praxi  prijatou  Medzinarodnou
konferenciou ©  harmonizacii  technickych
poziadaviek na registraciu farmaceutickych
vyrobkov na humanne pouzitie (dalej len
~Smernice ICH GCP*), americkym zdkonom o
zahrani¢nych korupénych praktikach, britskym
zdkonom o uplatkarstve a d’al$imi vSeobecne
uznavanymi prislusnymi dokumentmi

Dokumenty uvedené v ods. 1 (a) a (b) st doverné
a informacie o ich obsahu mozno poskytovat’ len
zamestnancom pracoviska klinického skuaSania
poverenym alebo menovanym v zmysle &l 1L,
ods. 1 tejto zmluvy a indtitdciam uvedenym v €l
VI

Skusajici sa d'alej zavdzuje, ze PPD odovzda
riadne vyplnené a podpisané tladivo FDA 1572,
pokial to zadavatel’ bude poZadovat'.

Primerana evidencia o klinickom skasani, ako je
vyzadované spravnou  klinickou  praxou
a prislusnymi pravnymi predpismi ato vratane,
okrem in¢ho, evidencie tykajucej sa identifikacie
subjektov, klinickych pozorovani, laboratérnych
skiok a predpisovania avydaja liekov, pri¢om
vietky tieto evidencie musia byt’ dostatoéné na to,
aby ska3ajlicemu a zdravotnickemu zariadeniu
umoziovali poskytovat zadavatelovi uplne
apresné informacie o vSetkych  aspektoch
a vysledkoch klinického skusania. PPD a/alebo
zadavatel’ s opravneni evidenciu kontrolovat’
a vykonavat jej audit (a to vratane, okrem iného,
evidencie tykajucej sa identifikacie subjektov,
klinickych pozorovani, laboratérnych skiosok a
predpisovania a vydaja lickov) a kontrolovat’

IMS BMS Slovakia_3-way CTA _Site Pl Kokles

2)

3)

4)

6)

the concurring opinion of the Ethics
Committee as specified in art. II. of the
Agreement.

All parties declare to comply with Act no
21172000 Coll. on Free Access to Information, as
amended (Freedom of Information Act). The
Study Site agrees to fufill and comply with all
regulations and reporting obligations outlined in
accordance with Act no 211/2000 on behalf of all
Parties to this Agreement.

The Clinical Study shall be conducted in
accordance with this Agreement, the ethical
standards of the Slovak Medical Association,
good clinical practice, conditions under the
World Medical Association’s Declaration of
Helsinki and the Guideline for Good Clinical
Practice set by the International Conference for
Harmonization of Technical Requirements for the
Registration of Pharmaceuticals for Human Use
(further the “ICH GCP Guidelines™), the US
Foreign Corrupt Practices Act, the UK Bribery
Act. . and other generally accepted applicable
documents.

The documents specified in par. 1 (a) and (b) are
confidential, and information about their contents
may be provided only to employees of the Study
Site authorized or named pursuant to art. III. par.
1 of this Agreement and to institutions specified
in art. VL.

The Investigator agrees further to deliver to PPD
a duly completed and signed form FDA 1572, if
the Sponsor requires so.

Adequate records with respect to the Clinical
Study shall be maintained as required by good
clinical practice and applicable laws, including,
without limitation, records relating to subject
identification, clinical observations, laboratory
tests, and drug receipt and disposition, in all cases
sufficient to enable the Investigator and Medical
Facility to furnish the Sponsor with complete and
accurate information regarding all aspects and
results of the Clinical Study. PPD and/or Sponsor
shall be allowed to inspect and audit the records
(including without limitation records relating to
subject identification, clinical ~observations,
laboratory tests, and drug receipt and disposition)
and other Clinical Study related information upon
reasonable advance notice.
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7

8)

9

d’alsie informacie tykajuce sa klinického skasania,
pricom o takejto kontrole daju v primeranom ¢ase
avizo.

Sknsané lie¢ivo bude preplacané alebo dodavané
v stilade s prilohou ¢. 1. Zdravotnicke zariadenie
a skiajuci nesmi pouzit' ani vydat skoSané
lie¢ivo inym spdsobom, neZz aky je uvedeny
v protokole a za Ziadnym inym Géelom, nez ako je
uskuto¢nenie klinického skiidania podla tejto
zmluvy, Zdravotnicke zariadenie a skiidajuci nesu
zodpovednost’ za to, ze obaly sku$aného lieCiva
budi riadne oznaené tak, ako to vyzaduje platna
legislativa. Zdravotnicke zariadenie a skd3ajuci
uchovajii prislu$né zdznamy o prijme, vydaji,
pouziti skusaného lie¢iva aojeho vrateni
subjektmi skéSania, ako aj zaznamy o kazdom
skadanom lieive, ktoré sa vratilo naspit
zadavatelovi a to v sulade s platnou legislativou
a s protokolom.

Skosajici suhlasi, Ze bude pre zadavatela
zaobstaravat  komunikaciu so  zdravotnymi
poist'oviiami podl'a Zéakona ¢. 362/2011 Z.z.

zariadenie  je povinné

zabezpelit, aby skigajici v sulade s para. 44,
pismeno m zdkona ¢.362/201]1  nahlasil

zdravotnym poistovniam zaradenie jednotlivych

subjektov skigania prebiehajiceho
klinického skdsania na danom pracovisku
klinického ski3ania bez zbyto¢ného odkladu.

Zdravotnicke

10) Zdravotnicke zariadenie je povinné zabezpegit od

kazdého subjektu skasania stihlas s nahlasovanim
svojich osobnych tdajov zdravotnej poistovni.

11) V pripade, ak zdravotnicke zariadenie porusi

12) Podas

niektori zo svojich povinnosti uvedenych v
tejto zmluve, alebo ak skisajuci nesplni niektor
zo svojich povinnosti podla tejto zmluvy riadne
a v€as, zdravotnicke zariadenie zodpoveda v
plnom rozsahu za akukol'vek $kodu vzniknutu
zadavatelovi v savislosti s porudenim
ktorejkol'vek z  uvedenych  povinnosti
zdravotnickeho zariadenia a/alebo skiSajuceho.
Zdravotnicke zariadenie je v takom pripade
povinné nahradit’ zadavatel'ovi aj vSetky pripadné
sankcie uloZené zadavatelovi  prisluSnymi
organmi Statnej spravy v suvislosti s porusenim
povinnosti zdravotnickeho zariadenia a/alebo
skisajiceho podla tejto zmluvy.
klinického skusania nebude nutna
hospitalizicia subjektov skusania.
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7)

8)

Study drug will be sourced and reimbursed or
supplied in accordance with Appendix no. 1.

Medical Facility and Investigator may not use or
dispose of the Study drug in any way other than as
specified in the Protocol and for any purpose other
than the conduct of the Study pursuant to this
Agreement. Medical Facility and Invesigator shall
be responsible for the existence of proper
labelling on the packages of the Study drug as
required under applicable law The Medical
Facility and Investigator will keep appropriate
records of the Study drug received, dispensed,
used, and returned by Study subjects, as well as
records of any Study drug returned to Sponsor, in
accordance with applicable law and the Protocol.

The Investigator agrees to provide Sponsor
representation in communicating with health
insurance companies according to Act no.
362/2011 Coll.

9) The Medical Facility shall cause the Investigator to

report to the health insurance companies, in
accordance with para 44, letter m Act no. 362/2011
Coll. as amended, Study Subjects enrolled into the
running Clinical Study at the concerned Study Site
without any delay.

10) The Medical Facility shall ensure that each Study

Subject provides consent for his/her personal data to
be provided to the health insurance company.

11) Shall the Medical Facility break any of its

obligations listed in this paragraph or shall the
Investigator fail to fulfil any of his/her obligations,
pursuant to this paragraph, properly and in time, the
Medical Facility shall be deemed fully responsible
for any damage caused to the Sponsor in connection
to the breach of any of the listed Medical Facility's
and/or Investigator's responsibilities. In such a case
the Medical Facility shall reimburse the Sponsor for
any and all sanctions applied to the Sponsor by
applicable regulatory authority related to the breach
of Medical Facility's and/or Investigator's
obligations pursuant to this Agreement.

12) The hospitalisation od Study Subjects is not

required for the performance of the Clinical
Study.
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13) Zmluvné strany sa zavdzuju, Zze ak budl
odoberané vzorky biologického materialu, tieto
bude mozné pouzitt vyluéne len na ucely
kiinického skisania a len pocas tohto klinického
skasania.

14) Zmluvné strany sa zavézujl, Ze klinické skusanie
bude vykonavané v sulade so zidkonom (.
122/2013 Z.z. o ochrane osobnych udajev v
zneni neskor$ich predpisov.

V.
Vyber subjektov skusania pre klinické skusanie
a informovany suhlas

Nabor subjektov do klinického
kompetitivny.

skisania je

2) Subjekty mézu byt do klinického skusania
zaradeni len:

a) s pisomnym informovanym sithlasom podla §
20 Zakona ¢&. 362/2011 Z.z. v zneni
neskorsich predpisov a potom, ¢o boli riadne
pouceni; alebo

b) vsulade so zakonnymi podmienkami
ustanovenymi v Zakone & 362/2011 Z.z. v
zneni neskorsich predpisov.

3) Dokumentacia informovanych suhlasov (a‘alebo
opravnenie na pouzitie dovernych informécif)
musi:

a) adekvatne uvadzat' vsetky predvidatelné
rizika, ktoré suvisia s G¢ast'ou na klinickom
ski3ani, vratane vSetkych predvidatelnych
délezitych rizik, ktoré suvisia so skuSanym
lie¢ivom ato vsulade sbrozurou pre
skusajioceho  a vzorovym  informovanym
sthlasom, ktoré poskytne zadavatel’;

b) uvadzat’ suhlas s pristupom
k identifikovate'nym informaciam
o subjekte/vzorkam, s ich d'algim

poskytnutim asich prenosom zadavatelovi
a ostatnym osobam v takom rozsahu, aky je
potrebny v stvislosti s klinickym ski$anim;
a

¢) uvadzat' suhlas pre zadavatela ajeho
partnerov vyskumu (alebo inak povolit’) na
pouzivanie, dalsie poskytnutie a prenos
kl'icom kodovanych udajov  klinického
skiusania/vzoriek v suvislosti s klinickym
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13) Parties agree that if biological material samples
will be taken, these will be used solely for the
Clinical Study purposes and only during the
performance of the Clinical Study.

14) Parties agree that Clinical Study shall be
performed in accordance with Act no. 122/2013
Coll. on personal data protection as amended.

V.
Selection of trial subjects for Clinical Study and
informed consent

1) The enrolment of subjects in the Clinical Study is
competitive.

2) The subjects may be included in the Clinical
Study only:

a) with informed written consent pursuant to §
29 of Act no. 362/2011 Coll., as amended,
and after they have been duly instructed; or

b) in compliance with the legal requirements
stipulated in Act no. 362/2011 Coll.,, as

amended.

3) Informed consent documentation (and/or privacy
authorizations) shall:

a) adequately describe all foreseeable risks
associated with participating in the Clinical
Study, including all foreseeable material
risks associated with the Study Drug
consistent with the investigator brochure and

informed consent sample provided by
Sponsor;
b) authorize identifiable subject

information/samples to be accessed by and
disclosed and transferred to Sponsor and
others to the extent required in connection
with the Clinical Study; and

¢) authorize (or otherwise permit) key-coded

Clinical Study data/samples to be used,
disclosed and transferred by Sponsor and its
research partners in connection with the
Clinical Study and other current and future
related and unrelated research.
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4)

5)

6)

7)

8)

suvisiacim
v su¢asnosti

a d'al§im
vyskumom

sknsanim
a nestuvisiacim
a v buducnosti,

Skusajuci a zdravotnicke zariadenie suhlasia, Ze
bez  predchédzajuceho  pisomného  suhlasu
zadavatel'a nedaji subjektom v mene zadavatela
Ziadne sl'uby ani iné stanoviska (vo formularoch
informovaného siihlasu alebo inym spésobom).

Pri spisovani, vyzadovani a vypiﬁani
informovaného suhlasu musia PPD, skasajici a
zdravotnicke zariadenie dodrziavat’ prislusné
pravne predpisy aodpori¢ania uvedené najmi
v &L IV, tejto zmluvy.

Skosajici si takyto dokument ponecha v zmysle
predpisov azasad zdravotnickeho zariadenia
ajeho kopiu na poziadanie posle zadavatelovi.
Do klinického skusania nemoZno zaradit’ Ziaden
subjekt klinického skusania , pokiall sa
nezaobstaral takyto informovany sthlas.

Pokial” skusajuci v priebehu klinického skisania
zisti, Ze subjekt zaradeny do klinického ski3ania
nesplha jeho kritérid, je povinny v zmysle
protokolu tak¥to subjekt z klinického skdfania
vyluéit' a bezodkladne, v sulade s protokolom
o tom informovat’ PPD alebo, vo vynimoénom
pripade a po dohode s PPD, mdzZe tento subjekt
v sulade s touto zmluvou a vynimkou v klinickom
skisani ponechat’,

Skasajici, zdravotnicke zariadenie a PPD maju v
zmysle prislusnych pravnych predpisov povinnost’
v priebehu  klinického skuSania apo jeho
dokonceni zabezpecit ochranu osobnych ddajov
subjektov zaradenych do klinického skasania
a informacii o nich.

VL

Monitorovanie a kontrola vykondvania klinického

1)

2)

skusania

Vykonavanie klinického skasania budu v sulade s
pravnymi predpismi a odport¢aniami uvedenymi
najmid v &l TV, ods. 1 tejto zmluvy kontrolovat
a monitorovat’ povereni zamestnanci PPD, ktorym
zdravolnicke zariadenie a skusajuci umozni
pristup k vietkym informaciam ziskanym v ramci
klinického skusania ak vietkym vysledkom
laboratornyeh  skiisok, vySetreni ak daiSim
zdznamom o subjektoch zaradenych do klinického
skisania.

Vykonavanie a vysledky klinického skuSania
mozu kontrolovat’ aj auditori PPD a zadavatela;
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4)

5)

6)

7)

8)

Investigator and Medical Facility agree not to
make any promises or any other statements on
behalf of Sponsor to subjects (in the informed
consent forms or otherwise) without Sponsor's
prior written consent.

When drafting, requesting and filing the informed
consent, PPD, the Investigator and the Medical
Facility have to comply with the relevant legal
regulations and recommendations mentioned, in
particular, in art. IV. of this Agreement.

The Investigator will retain such document
according to the policies of the Medical Facility
and will forward a copy to the Sponsor upon
request. No Study Subject may be enrolled in the
Clinical Study until such informed consent has
been obtained.

If the Investigator discovers during the course of
the Clinical Study that a subject included in the
Clinical Study does not meet its criteria, he/she
shall, in accordance with the Protocol, remove the
subject from the Clinical Study and immediately
in accorance with the Protcol inform PPD or, as
an exception, after Agreement with PPD, leave the
subject in the Clinical Study in accordance with
this Agreement and exception.

The Investigator, the Medical Facility, and PPD
are required, during the Clinical Study and after it
is completed, pursuant to the applicable legal
regulations, to ensure protection of personal data
and information about of the subjects included in
the Clinical Study.

VL

Monitoring and inspection of the conduct of the

Y

2)

Clinical Study

The conduct of the Clinical Study shall be
inspected and monitored in accordance with the
legal regulations and recommendations stated, in
particular, in art IV. par. 1 of this Agreement by
PPD’s authorized employees, to whom the
Medical Facility and the Investigator shall permit
access to all information acquired in the Clinical
Study and to all results of laboratory tests,
examinations and other records about the Study
Subjects included in the Clinical Study.

The conduct and results of the Clinical Study may
also be inspected by PPD’s or the Sponsor’s
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3)

4)

5)

tym nie je dotknuté pravo kontroly zo strany
prisludnych  organov  Slovenskej  republiky
a zahrani¢nych inipekénych oradov.
Zdravotnicke zariadenie a ski3ajuci sa zavdzuji
vyssie uvedenym auditorom poskytnit’ vSetky
klinické 1daje zapisané wvo  formularoch
CRF/eCRF, ako aj dalsie relevantné informacie,
medzi nimi tiez informacie ziskané ako vysledky
vykonavaného klinického skuania.

V pripade, 7e zdravotnicke zariadenie alebo
skii§ajuci dostane oznamenie o tom, Ze pracovisko
klinického skusania bude podrobené inSpekcii
alebo auditu zo strany ktoréhokol'vek 3tatneho
organu alebo kontrolného tradu, ta zo zmluvnych
stran, ktora takéto oznamenie dostane, je povinna

bezokladne informovat PPD.  V pripade, Ze
ktorakol'vek zo zmluvnych stran nedostane
o takejto inSpekcii alebo audite predbeiné

oznamenie, je takato zmluvna strana povinna PPD
upovedomit’ pri prvej moznej prilezitosti.

Zadavatel a/alebo PPD maju pravo zi¢astnit’ sa na
akejkol'vek kontrole alebo na stretnuti s vlddnou
alebo regulatnou agentirou, ktoré stvisi
s klinickym ska$anim.

Kazdy subjekt klinického skaSania musi byt
pouceny vzmysle ¢l. V., ods. 2 tejto zmluvy
a taktiez informovany otom, Ze udaje o iflom
ziskané v priebehu klinického skaania mézu byt
pouzité na ucely kontroly a predloZené prisluSnym
kontrolnym orgéanom.

6) Aby mohol zaddvatel' dodrzat svoje legislativne

7)

a/alebo regula¢né povinnosti poskytovat’ hlasenia,
zdravotnicke zariadenie a skuSajuci suhlasia, Ze
poskytnii zaddvatel'ovi informacie a udaje, ktoré
suvisia s ich vSeobecnym finanénym vztahom so
zadavatelom v priebehu klinického skasania
a pocas jedného nasledujuceho roka.

Klinické skoSanie méze byt monitorované na
dialku cez telefén (remote monitoring). V tomto
pripade je zdravotnicke zariadenie a skisajici
povinné spolupracovat’ sremote monitorom
klinického skusania na splnente vietkych svojich
povinnosti, vratane, ale bez obmedzenia na:
zasielanie pozadovanej dokumentacie klinického
skusania, kontroly dokumentacie klinického
skuania a  dalSich  aktivit  spojenych
s monitoringom na dial’ku v sulade so zdkonom na
ochranu osobnych udajov.

VII.
DalSie ustanovenia
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3)

4)

3)

auditors; this does not affect the right of
inspection of the relevant authorities of the Slovak
Republic and foreign inspection offices. The
Medical Facility and the Investigator agree to
provide to the above-mentioned auditors all
clinical data recorded in the CRF/eCRF as well as
other relevant information, including information
generated as results of the conducted Clinical
Study.

In the event that the Medical Facility or
Investigator receives notice that the Clinical Study
site shall be the subject of an inspection or audit
by any governmental or regulatory authority, the
Party receiving such notice shall inform PPD
immediately. In the event that any of the Parties
do not receive prior notice of such inspection or
audit, the party shall notify PPD at the first
available opportunity.

Sponsor and/or PPD will have the right to attend
any inspection or meeting by a governmental or
regulatory agency relating to the Clinical Study.

Each of the Study Subjects must be instructed
pursuant to art. V. par. 2 of this Agreement and
also informed that the data acquired about him in
the course of the Clinical Study may be used and
submitted to the appropriate inspection authorities
for purposes of inspection.

6) So as to enable Sponsor to comply with its legal

and/or regulatory reporting obligations Medical
Facility and Investigator agree to provide
Sponsor with information and data relating to
their overall financial relationship with  the
Sponsor during the course of the Study and for a
one year period thereafter.

7) The Clinical Study may be monitored remotely via

phone. In this case the Medical Facility and
Investigator are obliged to cooperate with
Clinical Study Remote Monitor to fulfil all the
obligations connected to Remote monitoring,
including, but not limiting to: sending required
Clinical Study documentation, revision of the
Clinical Study documentation and other activities
connected with remote monitoring in accordance
with act on personal data protection.

Vil
Other provisions
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1y

2)

3)

4)

5)

Zadavatel'  prostrednictvom  PPD  poskytne
zdravotnickemu zariadeniu a skusajicemu vietky
materialy (vratane skusaného lie¢iva,
poskytnutého vybavenia atd’.) $pecifikované
v protokole, ktoré je potrebné na vykonavanie
klinického skigania, ato tak, aby bolo mozné
dodrzat” dobu klinického skisania stanovent v ¢l
IT1. tejto zmluvy a vyluéne na naklady zadavatela.

Pracovisko  klinického skdSania a skdsajici
pouziju sk(ané lie¢ivo a ostatny material, ktory
im poskytne PPD a ktorého S$pecifikicie sa
uvadzaju v protokole (¢l. IV., ods. 1 (a) tejto
zmluvy), len na vykonéavanie kiinického skisania.
V3ietky materidly na Gcely klinického skisania
ktoré pracovisko klinického skiidania a skisajuci
vramei klinického skudania nepouZiju, vratia
spolocnosti PPD.

Skusané lie¢ivo mozu podavat len povereni
zamestnaci  zdravotnickeho  zariadenia  pod
dohl'adom a kontrolou skisajiceho, ato len za
(¢elom vykonavanie klinického skasania. Okrem
pripadov  §pecificky uvedenych v protokole
nemdze byt skasané lie€ivo premiestiiované k
Ziadnej tretej strane amozno ho pouzit’ len
v sulade s protokolom.

Zdravotnicke zariadenie a sk(sajici dodrZia
vietky pokyny pre previddzku a Gdrzbu, ktoré im
poskytne zadavatel, dodavatel’ alebo vyrobca
alebo im budi poskvtnuté vjeho mene abudd
uchovdavat vybavenie v podmienkach, ktoré
vhodne zodpovedaji charakteru vybavenia a ktoré
minimalizuju riziko jeho straty alebo poskodenia.
Zdravotnicke  zariadenie  a sku3ajuci  nesi
zodpovednost' za vybavenie v pripade jeho
kradeze, straty alebo poskodenia (s vynimkou
bezného opotrebenia). Zadavatel' nenesie ziadnu
zodpovednost’ za Skody Zziadneho druhu, vratane
osobnej ujmy na zdravi alebo $kody na majetku,
ktoré vznikni désledkom pouzivania vybavenia,
s vynimkou v takom rozsahu, ak boli takéto Skody
sposobené  zanedbanim  alebo  umyselnym
zneuzitim zo strany zadavatela alebo dodavatela,

Ak je zadavatel vlastnikom vybavenia, zadavatel’
mdze podla svojho vlastného uvazenia dat’

vybavenie zdravotnickemu zariadeniu
a skiajicemu k dispozicii na predaj za jeho
vtedajsiu trhov hodnotu. Zadavatel

zdokumentuje tento prevod vlastnictva pisomnou
formou. Ak sa vlastnictvo akéhokol'vek zariadenia
prenesie na zdravotnicke zariadenie a/alebo na
skusajuceho, =zadavatel prevedie vybavenie
v takom stave, v .,akom prave je* av savisiosti
s vybavenim neposkytuje Ziadne vyhlasenia alebo
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1)

3)

4)

5)

Sponsor through PPD shall provide the Medical
Facility and the Investigator with all materials
(including Study Drug, provided equipment, etc.)
specified by the Protocol, which are necessary to
conduct the Clinical Study, so that the term of the
Clinical Study provided in art. IIl. of this
Agreement can be met, and solely at Sponsor’s
expense.

The Study Site and the Investigator shall use the
Study Drug and other material provided by PPD,
the specifications of which are provided in the
Protocol (art. IV par. 1 (a) of this Agreement),
only for conducting the Clinical Study. The Study
Site and the Investigator shall return to PPD all
evaluation materials which are not used in the
Clinical Study.

The Study Drug may be administered only by
delegated employees of the Medical Facility under
the supervision and control of the Investigator,
and only for the purpose of conducting the
Clinical Study. The Study Drug may not be
transferred to any third party except as
specifically provided in the Protocol, and may be
used only in accordance with the Protocol.

Medical Facility and Investigator will comply
with any operating and maintenance instructions
provided by or on behalf of Sponsor, vendor or
the manufacturer and will store Equipment under
conditions that are appropriate to the nature of the
Equipment and that minimize the risk of loss or
damage. Medical Facility and Investigator shall be
responsible for the Equipment in case of theft,
loss or damage (excluding the normal wear and
tear). Sponsor shall have no liability for damages
of any sort, including personal injury or property
damage, resulting from the use of Equipment
except to the extent that such damages were
caused by the negligence or willful misconduct of
Sponsor or the vendor.

If Sponsor owns the Equipment, Sponsor may at
its sole discretion make Equipment available for
purchase by Medical Facility and Investigator at
its then market value. Sponsor will document this
transfer of ownership in writing. If ownership to
any Equipment is transferred to Medical Facility
and/or Investigator, Sponsor transfers the
Equipment ‘as is’ and does not make any
representation or provide any warranty (express or
implied) of any kind concerning the Equipment.
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6)

7)

8)

9)

zaruky (zjavneé ani skryté).

Skusajici a zdravotnicke zariadenie sa zavazuju,
ze vietku dokumentaciu o vykonavani klinickéhe
sktfania a dokumentaciu tykajicu sa subjektov
skasania zachovaju po dobu dvadsat’ (20) rokov
odo diia dokongenia klinického skusania. Pokial
sa akékolvek =zdrojové udaje za 1celom
overovania zdrojovych udajov uchovéavaju len
v poditatovych siboroch, skuSajiici sa zavizuje
vyhotovit vytladok vietkych udajov tykajacich sa
subjektov skiidania, ktoré st pre klinické ski3anie
relevantné. Tieto vytlatky budn datované,
podpisané ska3ajocim a riadne archivované ako
zdrojové dokumenty.

Zadavatel' bude opravneny ponechat’ si originaly
vietkych formularov CRF alebo e-CRF, ktoré sa
stani majetkom zadavatel'a. Originaly vetkych
ostatnych zdznamov a materialov bude archivovat
zdravotnicke zariadenie a tieto budu uchovavané
vsilade so vietkymi prisludnymi zakonmi
apredpismi. Zadavatel' dostane na pozZiadanie
képie tychto materialov.

Zdravotnicke zariadenie a skusajuci sa zavizuju,
ze pokial’ bude na vykondvanie analyz pre Gcely
klinického skasania pouzité akékolvek externe
laboratérium, postaraji sa o to, Ze toto
laboratorium bude na vykon takejto prace
kvalifikované  vzmysle  zdsad  spravnej
laboratérnej a klinickej praxe.  Kvalifikacia
externého laboratéria musi byt preukazana
prisludnym  certifikitom  vydanym tomuto
laboratoriu na vykonavanie takychto analyz.
Okrem toho, zdravotnicke zariadenie a skud3ajuci
sa zavizujii zabezpelit, Z¢ toto externé
laboratérium bude viazané takou istou zmluvou
o mi¢anlivosti, aka sa vzt'ahuje aj na zmluvné
strany.

Skusajuci a zdravotnicke zariadenie sa zavazuju,
Ze nazov alebo produkty PPD alebo zadavatela
suvisiace s klinickym skisanim nepouZiji na
Gely  propagacie  alebo  reklamy  bez
prechadzajuceho stuhlasu PPD alebo zadavatela.

10) PPD sa zavizuje, ze nezverejni meno skisajiiceho

spojeného s tymto klinickym skdaSanim inak nez
spésobom uvedenym v &lanku X., ods. 4 tejto
Zzmluvy.

VI

Neziaduce udalosti v priebehu klinického skii$ania

1)

Skusajuci do dvadsatstyri (24) hodin telefonicky,
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6)

7)

8)

9

The Investigator and the Medical Facility agree to
preserve all documentation about the conduct of
the Clinical Study and documentation related to
the subjects for twenty (20) years from the date
the Clinical Study is completed. If any source
data are kept on computer files only, for the
purpose of source data verification, the
Investigator agrees to make a print out of all data
related to the subjects relevant to the Clinical
Study. These print-outs will be dated and signed
by the Investigator and duly retained as source
documents.

The Sponsor will be entitled to keep originals of
all CRFs or e-CRFs, which will be the property of
the Sponsor. The originals of all other records
and materials will be maintained by the Medical
Facility and will be held in accordance with all
applicable laws and regulations. A copy of such
materials will be provided to the Sponsor upon
request.

The Medical Facility and the Investigator agree
that if any external laboratory is used to perform
analyses for the purposes of the Clinical Study,
they will ensure that the laboratory is qualified to
perform such work pursuant to the principles of
good laboratory and clinical practice.  The
qualification of the external laboratory shall be
proved by the appropriate certificate issued to the
laboratory to perform such analyses. In addition,
the Medical Facility and the Investigator agree to
ensure that the external laboratory shall be bound
by the same confidentiality agreement that applies
to the Parties.

The Investigator and the Medical Facility agree
not to use the name or products of PPD or
Sponsor connected with the Clinical Study for
purposes of promotion or advertising without
their prior consent.

10) PPD agrees not to make public the name of the

Investigator connected with the Clinical Study
other than as provided in article X. par. 4 of this
Agreement.

VIIIL.

Adverse events in the course of the Clinical Study

D

The Investigator shall, within twenty-four (24)

11/25



2)

1)

faxom alebo elektronickou postou upovedomi
PPD  ovsetkych  zavaznych  neZiaducich
udalostiach alebo zavaznych neziaducich u¢inky
a vetkych neotakévanych zavaznych neziaducich
uc¢inkoch, ku ktorym doslo pocas klinického
skusania. Podla § 44 Zakona ¢. 362/2011 Z.z. je
skusajoci tiez povinny informovat zdravotné
poistovne.

Neziadice udalosti a zdvazné neZiadice udalosti,
rovnako ako zavazné neziadlce GCinky a zavazné
neziadice ucinky ako aj neocakavané zavazné
neziadice uinky su definované v § 40 a § 41
Zakona ¢&. 362/2011 Z.z. v zneni neskorSich
predpisov a skusajuci ich podla vyssie uvedeného
zakona a podl'a Smernic ICH GCP ma evidovaf
a hlasit’.

IX.
Poistenie a odSkodnenie

Zadavatel’, v silade s § 43 Zakona ¢. 362/2011
Z.z. v zneni neskorSich predpisov, zabezpe¢il na
celd dobu trvania klinického skusania povinné
poistenie  zodpovednosti pre  skusajuceho,
pracovisko klinického skii$ania a zadavatela; toto
poistenie pokryva tieZ odskodnenie v pripade
umrtia alebo v pripade wymy na zdravi subjektov
klinického skasania v désledku vykonavania
klinického skusania.

2) Akékol'vek odskodnenie zdravotnickeho zariadenia

4)

alebo skusajuceho zo strany zadavatela prebehne
formou dohody priamo medzi zdravotnickym
zariadenim a skusajicim a zadavatelom. PPD
neposkytne odskodnenie zdravotnickemu
zariadeniu ani ski3ajicemu ani nikomu zich
zastupcov alebo agentov. PPD musi vystupovat
ako spravca ziadosti o odikodnenie. Ziadosti o
takéto vybavenie od$kodnenia sa maji v pisomnej
forme doru¢it’ na adresu uvedenu niZ3ie.

PPD Slovak Republic, sro., — Do rik Site
Contract Specialist

Bratislayské cesta 100/D,
931 01 Samorin,
Slovenské republika

Takéto Zziadosti musia obsahovat’ mena vsetkych
stran, ktoré ma zadavatel’ od$kodnit’,

Zdravotnicke zariadenie vyhlasuje, Ze ma
v zmysle § 79, ods. 1u Zakona &. 578/2004 Z.z. o
poskytovateloch zdravotnej starostlivosti uzavrete
poistenie zodpovednosti, ktoraA by mu pri
poskytovani  zdravotnej  starostlivosti  mohla
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2)

1)

hours, inform PPD by telephone, fax or electronic
mail of any serious adverse events or serious
adverse drug reactions and unexpected adverse
drug reactions which occur during the Clinical
Study. The Investigator is also obliged to inform
health insurance companies according to § 44 of
Act no. 362/2011 Coll.

Adverse events, and serious adverse events, as
well as serious adverse drug reactions, and serious
adverse drug reactions as well as unexpected
serious adverse drug reactions are defined in § 40
and 41 of Act no. 362/2011 Coll., as amended, and
are to be recorded and reported by the Investigator
pursuant to the above Act and pursuant to the ICH
GCP Guidelines.

IX.
Insurance and indemnification

The Sponsor, in accordance with par. 43 of Act
No. 362/2011 Coll. as amended, has arranged
liability insurance for the Investigator, Study Site
and the Sponsor for the entire duration of the
Clinical Study, through which compensation in
the event of death or in the event of injury to the
health of the subjects as result of conducting the
Clinical Study is also covered.

2) Any indemnification of the Medical facility or

4)

Investigator by the Sponsor shall be through an
agreement between Medical Facility and
Investigator and Sponsor directly. PPD shall not
provide indemnification Medical facility or
Investigator or any of their servants or agents.
PPD shall act as the administrator of the
Indemnification letters. Requests for such letters
should be made in writing to the address below.

PPD Slovak Republic, s.r.o., — Attn. Site Contract
Specialist

Bratislavska cesta 100/D,
931 01 Samorin,
Slovak Republic

Such requests must include the name of all parties
to be indemnified by Sponsor.

The Medical Facility declares that it has insurance
coverage in accordance with § 79 par. 1u of Act
no. 578/2004 Coll., on Medical care Providers,
with respect to liability it may have while
providing medical care. This insurance coverage

12/25



vzaiknit', Toto poistenie je v sulade
s prisluénymi  zdkonmi a nezahriiuje povinné
poistenie zodpovednosti vo vztahu k vykonavaniu
klinického ska$ania. Podla § 79, ods. | Zakona ¢.
578/2004 Z.z. musi byt’ toto poistenie platné po
cela dobu, po ktord zdravotnicke zariadenie
poskytuje zdravotnu starostlivost’.

5) Zdravotnicke zariadenie a skusajuci odSkodnia,

budd  hajitt  auchovaji  bezihonnost PPD
azadavatela vo veci vSetkych strat, ujmy na
zdravi, poskodenia, nakladov alebo vydavkov,
okrem iného vratane opodstatnenych vydavkov na
pravne zastipenie, ktoré by PPD alebo
zadavatelovi vznikli désledkom zanedbania
alebo umyselného protiprivneho konania alebo
porudenia tejto zmluvy zo strany zdravotnickeho
zariadenia a/alebo skusajuceho.

6) Skisajici a zdravotnicke zariadenie sa zaviizujl, Ze

7

1

2)

3)

budi PPD a zadavatela pisomne informovat
o kazdom pripade reklamécie vad skusaného
lieciva alebo inych produktov pouzitych v rdmci
klinického skusania a poskytnutych zaddvatelom
alebo spolo¢nostou PPD.

Zmluvné strany sa zavidzuju, ze budi pri rieSeni
situdcii opisanych vtomto Clanku IX. tejto
zmluvy pine spolupracovat’.

X.
Ochrana dévernych informécii

Vyraz doverné informacie pre ucely tejto zmluvy
znamena akékol'vek informacie poskytnuté
spolo¢nostou PPD a zadavatelom a tykajice sa
klinického skusania alebo jeho dokumentacie
(,.doverné informaicie™); tym sa myslia najmi
informacie o Struktire, zlozZeni, ingredienciach,
vzorkach, know-how, technickych postupoch
aprocesoch, ako aj dalSie informacie, ato
dokonca aj v tych pripadoch, ked’ tieto PPD alebo
zaddvatel' vyslovne neoznalil ako doverne.
Doverny charakter chranenych informécii, prava
na ich publikovanie, prava dusevného vlastnictva
a prava na od$kodnenie za pripadné $kody trvaji
aj po dokonceni klinického skisania.

Dévernymi informaciami nie su informécie, ktoré
sa v ¢ase ich odovzdania povazuju za dlhodobo
zname medzi odbornou verejnostou alebo ktoré
uz bol publikované.

Zdravotnicke zariadenie a skdSajici nemo6zu
doverné informacie spristupnit’ tretim strandm ant
ich pouzit' na ucel iny nez urfuji pokyny PPD.
Déverné informacie su vyluénym vlastnictvom
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is in correlation with the applicable laws and does
not include liability insurance with respect to
conducting a Clinical Study. According to § 79
par. 1 of Act no. 578/2004 Coll., this insurance
coverage must be valid for the entire length of the
Medical Facility’s provision of medical care.

5) Medical facility and Investigator shall indemnify,

defend and hold harmless PPD and Sponsor from
any and all losses, injuries, harm, costs or
expenses, including without limitation, reasonable
attorney's fees, incurred by PPD or Sponsor as a
result of the negligence or wilful misconduct of,
or breach of this Agreement by Medical Facility
and/or Investigator.

6) The Investigator and the Medical Facility agree to

7)

1y

2)

3)

inform PPD and Sponsor in writing about any
instance of recall of Study Drug or other products
used in the Clinical Study provided by the
Sponsor or PPD.

The Parties agree to cooperate fully in resolving
the situations described in this Article IX. hereof.

X.
Protection of Confidential Information

Confidential information for purposes of this
Agreement means any information provided by
PPD and the Sponsor relating to the Clinical
Study or its documentation; (,Confidential
Information) it includes, in particular,
information about the structure, composition,
ingredients, samples, know-how, technical
procedures and processes, as well as other
information, even if it is not expressly identified
as confidential by PPD or the Sponsor.
Confidentiality of proprietary information,
publication, publicity rights, intellectual property
rights and indemnification shall survive the
completion of this Clinical Study.

Confidential Information does not include
information which is, at the time it is delivered,
considered to have been known for a long time
among the expert public or which was published.

The Medical Facility and the Investigator may not
make the Confidential Information available to
third parties, or use it for a purpose other than as
specified in PPD’s instructions. Confidential
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4)

5)

6)

7

1)

PPD azadidvatela a zdravotnicke zariadenie a
skisajuci su povinni ich uchovavat' v tajnosti na
mieste uréenom pre takéto informacie; vynimkou
st pripady, ked’ zdravotnicke zariadenie alebo
skd3ajuci preukézu, ze dané informéacie si verejne
dostupné. Predovsetkym, zdravotnicke zariadenie

ani  skaSajici nesmu  poskytnit  dbverne
informacie (vratane nezverejnenych udajov
skisania) médidm ani nikomu  z oblasti

financii/obchodu s cennymi papiermi.

Pokial je potrebné doverné informacie spristupnit’
z dévodov stanovenych zdkonom (vratane, okrem
iného, prikazu alebo poZiadavky sidu prisludnej
jurisdikcie, spravneho orgénu alebo iného organu
Statnej spravy), zdravotnicke zariadenie alebo
sk@sajoci  si  povinni otom bezodkladne
informovat' PPD. Zmluvné strany sa zavizuji, Ze
vpripadoch  uréenych  zakonom  doverné
informacie oprdvnenym subjektom alebo etickej
komisii a osobam splnomocnenym spolo¢nostou
PPD zvergjnia len v nevyhnutnom rozsahu.,

PPD, zdravotnicke zariadenie a skud3ajuci sa
zavizuji, Ze vsetky osoby zlCastiiujiice sa
klinického ski3ania a oscoby, ktorym sa doverné
informacie  spristupnia, budd  informovat’
o povinnosti zachovavat mi¢anlivost’ v zmysle
tejto zmluvy; takéto osoby su potom viazané
takou istou ml¢anlivostou.

Zdravotnicke zariadenie a skiSajici sa zavizuju,
ze po dokondeni klinického ski$ania speloénosti
PPD odovzdaji vietky materidly, dokumenty
a informdcie, ktoré od PPD dostali; vynimkou su
pripady stanovené zakonom.

Povinnosti tohto ustanovenia X pretrvavaju aj po
ukonéeni platnosti tejto zmluvy.

XL

Vlastnictvo, ochrana a publikovanie vysledkov

klinického skiiSania a zakaz korelujicich
klinickych ski$ani a zhromaZzd’ovania vzoriek
a udajov

Vysledky klinického skasania st vyluénym
vlastnictvom zadavatela. Vietky patentové
prihlagky tykajice sa vynalezov alebo vyiep3eni
existujucich lekarskych postupov, objavenych
v priebehu klinického ska3ania alebo na zaklade
jeho vysledkov, sa budi registrovat v mene
zadavatel'a. Zdravotnicke zariadenie a skuSajuci
podnikni vietky potrebné kroky na to, aby

okamzite informovali zadavatefa o vzniku
takéhoto dufevného majetku. Okrem toho
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4)

6)

7)

Information shall belong exclusively to PPD and
the Sponsor, and shall be maintained in secrecy by
the Medical Facility and the Investigator at a place
assigned for such information, except in cases
where the Medical Facility or the Investigator
proves that the information is publicly available.
In particular Confiendtial Information (including
non-public Study data) shall not be disclosed by
the Medical Facility or Investigator to the media
or anyone in the financial/securities industry

If it is necessary to make Confidential Information
available for reasons provided by law (including
but not limited to an order or requirement of a
court of competent jurisdiction, administrative
agency or other governmental body ), the Medical
Facility or the Investigator shall inform PPD of
this without delay. The Parties agree to make
Confidential Information public in cases provided
by law to authorised subjects or the Ethics
Committee and persons authorized by PPD only
to the extent necessary.

PPD, the Medical Facility and the Investigator
agree to inform all persons participating in the
Clinical Study and persons to whom Confidential
Information is made available about the duty of
secrecy in accordance with this Agreement; such
persons are then bound by the same duty of
secrecy.

The Medical Facility and the Investigator agree to
deliver to PPD, after completion of the Clinical
Study, all materials, documents and information
received from PPD, except for cases provided by
law.

The obligations in this Clause X survive

terminaton of this Agreement.

XI.

Ownership, protection, and publication of Clinical

D

Study results and prohibition on Correlative
Studies and Collection of Samples and Data

The results of the Clinical Study are owned
exclusively by the Sponsor. Any patent
applications to inventions or improvements of
existing medical procedures discovered in the
course of or from the results of the Clinical Study
will be registered in the name of Sponsor. Medical
Facility and Investigator will take all necessary
steps to promptly disclose to Sponsor the creation
of such intellectual property. In addition Medical
Facility and Investigator will assign and transfer
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2)

3)

zdravotnicke zariadenie a skaSajuci  priznaju
a prevedu na zaddvatela v3etky prava, néroky
a zaujmy na takomto dudevnom majetku.

Ani zdravotnicke zariadenie ani skusajici nemézu
publikovat” vysledky klinického ski$ania ani ich
¢ast’ bez vopred udeleného pisomného suhlasu

zadavatela. Rozhodnutia o publikaénych
moznostiach  spadaji  vplnegg miere do
zodpovednosti  zadavatel’a. Zdravotnicke

zariadenie a ski3ajuci sa zavidzuju, Ze zvergjnenie
akychkol'vek publikacii alebo tstnych prezentacii,
vritane, a bez obmedzenia, odbornych rukopisov,
vytahov, resumé, plagatov a vizudlnych diel
o priebehu alebo vysledkoch klinického skidsania
prediskutuji so zadavatelom, a to najmenej
$est'desiat (60) dni pred zamy$lanym odovzdanim
pracovnych verzii takychto diel.

Podl'a ustanoveni tohto odseku 3 ma zdravotnicke
zariadenie a skusajuci pravo publikovat’ vysledky
klinického ska3ania. Zadavatel md pravo
kontrolovat’ navrhované publikacie a ziadat' od
zdravotnickeho zariadenia a skiSajuceho, aby (a)
odstranili vietky déverné informacie zadavatela
alebo vsetky prava na duSevné vlastnictvo
zadavatela (napr. obchodné znacky) a (b) odlozili
publikaciu az o Sestdesiat (60) dni tak, aby
zadavatel’ mohol ziskat" ochranu svojich prav na
dudevné vlastnictvo, ako je tu uvedené. Toto pravo
sa vztahuje na v3etky zverejnenia vysledkov
klinického skusania a/alebo uidajov skusania alebo
na akékol'vek iné zverejnenie informécii, ktoré
suvisi s klinickym skasanim.

4) U multicentrickych klinickych skusani bude prva

publikacia obsahovat’ \plné vysledky klinického
skigania. Ak takato publikicia nebude zvergjnena
do dvanastich (12) mesiacov od dokonéenia
klinického skas8ania, zdravotnicke zariadenie
a skogajuci moézu slobodne publikovat svoje
vysledky, avsak tato publikdcia bude nadalej
podlichat’ procesu kontroly publikacie, ako je
uvedena v &lanku X1 3 vysdie.

5) Zdravotnicke zariadenie a skisajlci suhiasia s tym,

Ze zadavatel’ moze slobodne pouzivat, vytvarat
képie, opakovane tla¢it, rozSirovat' a prekladat
akukol'vek publikdciu, ktora savisi s klinickym
skuganim alebo ktora inak suvisi s touto zmluvou,
¢i uz uplne alebo Ciastoéne, vratane, okrem iného,
akychkol'vek clankov, abstraktov, rukopisov,
udajov, textov, diagramov, plagatov, tabuliek,
harkov alebo obrazkov, ktoré sivisia s vysledkami
klinického skisania, pokial' bude autorovi(-om)
priznané riadne autorstvo.
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2)

3)

all right, title and interest in and to such
intellectual property to Sponsor.

Neither the Medical Facility nor the Investigator
shall publish the results of the Clinical Study or
part thereof without the Sponsot’s prior written
consent. Decisions  about  publication
opportunities are fully within the Sponsor’s
responsibility. The Medical Facility and the
Investigator agree that they will discuss
publication of any publications or oral
presentations, including without limitation expert
manuscripts, abstracts, posters, and visual works
about the course or results of the Clinical Study
with the Sponsor at least sixty (60) days prior to
the proposed submission of such drafts.

Subject to the provisions of this Provision 3,
Medical Facility Investigator shall have the right
to publish Clinical Study results Sponsor shall
have the right to review proposed publications and
require that Medical Facility and Investigator (a)
remove any Sponsor confidential information or
any Sponsor intellectual property rights (e.g.,
trademarks), and (b) delay publication for up to
sixty (60) days so that Sponsor may obtain
protection of its intellectual property rights
contained therein. This right applies to any public
disclosures of Clinical Study results and/or Study
data or any other public disclosure relating to the
Clinical Study.

4) For multi-centre trials, the first publication will be

5)

one containing full Clinical Study results. If there
has been no such publication within twelve (12)
months from Clinical Study completion, Medical
Facility and Investigator shall be free to publish
their results, however such publication shall still
be subject to the publication review process
outlined at Provision XI 3 above.

Medical Facility and Investigator agree that
Sponsor is free to use, copy, reprint, disseminate,
and translate, in whole or in part, any publication
related to the Clinical Study or otherwise to this
Agreement, including, but not limited to any
article, abstract, manuscript, data, text, diagrams,
posters, charts, slides or pictures related to the
Clinical Study results, so long as proper
attribution is provided to the author(s).
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6)

7)

8)

Zadavatel' si  vyhradzuje pravo publikovat
v suvislosti s klinickym skd$anim.

Okrem toho ma zaddvatel’ pravo vyzadovat, aby
sa vkazdej publikacii alebo prezentacii, ktora
savisi s vykonom prac podla tejto zmluvy,
priznala podpora zadéavatela.

Zdravotnicke zariadenie a skGSajuci beru na
vedomie skutonost’, Ze nemozu uverejnit’ Ziaden
odborny rukopis o objavoch alebo o sk(sanom
lietive skor, ako zadavatel podéd patentovi
prihlagku, pokial' je, vzhFadom na povahu
vysledkov klinického ski3ania, takd prihlaska
mozZna.

9) Vietky CRF/eCRF a dalsie hlasenia odovzdané

zadavatelovi  avSetky  udaje  a vysledky
vygenerované na zaklade tejto zmluvy sa stavaji
vlastnictvom zaddvatel'a a zadavatel' ich mdze
pouzit za akymkolvek udelom bez dalSich
povinnosti alebo zodpovednosti voti
zdravotnickemu  zariadeniu  a skiSajicemu.
Zdravotnicke zariadenie a sku$ajuci maji pravo
ziskat' a pouzivat udaje avysledky za dcelom
publikovania vysledkov klinického skiSania, ako
sa uvadza vysSie, pre ucely pokracujuceho
vedeckého vyskumu apre liecbu a zdravotnu
starostlivost akéhokol'vek subjektu. Zdravotna
dokumentacia jednotlivich subjektov zostava

vlastnictvom zdravotnickeho zariadenia
askiisajuiccho aza  predpokladu  riadneho
opravnenia  alebo  vmedziach  pravnych

podmienok bude takato zdravotna dokumentacia a
idaje jednotlivych subjektov dané k dispozicii
zadavatelovi avladnym  agentiram  alebo
organom §tatnej spravy, ktoré uril zadavatel.
Udaje  klinického  skusania sa  prenesi
zadavatelovi formou magnetickych médii alebo
inym spbésobom, na ktorom sa strany vzijomne
dohodli. Zdravotni  dokumenticiu  audaje
klinického skisania musi zdravotnicke zariadenie
a skiizajiici uchovat’ po dobu, aku vyzaduje zdkon
a/alebo  protokel. Zdravotnicke  zariadenie
a skisajuci su opravneni uchovat’ kopie CRF pre
archivaéné Gcely.

10) Zdravotnicke zariadenie a skusajuci sthlasia, Ze

neposkytni 0daje klinického sko3ania Ziadnej
iretej strane, ani nepouZiji udaje klinického
skisania v komeréne financovanom vyskume a to
bez predchadzajuceho pisomného  suhlasu
zadavatela. Zdravotnicke zariadenie a skisajici
zarovefi sthlasia, Ze bez predchadzajoceho
pisomného  suhlasu  zaddvatela, neodhalia
totoznost’ subjektov tohto klinického skii3ania ani
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6)

7)

8)

Sponsor reserves the right to publish in
connection with the Clinical Study.

In addition, the Sponsor shall have the right to
require that any publication or presentation
concerning the work performed hereunder
acknowledges the Sponsor’s support.

The Medical Facility and the Investigator take
note of the fact that they may not issue any expert
manuscript about the discoveries or the Study
Drug before the Sponsor applies for patent
registration, if, given the nature of the Clinical
Study results, such application is possible.

9) All CRFs / eCRFs and other reports submitted to

Sponsor and all data and results generated
hereunder shall become the property of Sponsor
and may be used by Sponsor for any purpose
without further obligation or liability to Medical
Facility and Investigator. Medical Facility and
Investigator shall have the right to obtain and use
the data and results in order to publish the Clinical
Study results as provided above, for continuing
academic research purposes and for the treatment
and medical care of any subject. A subject’s
individual medical records shall remain the
property of the Medical Facility and Investigator,
and will, where duly authorized or within the
bounds of legal requirements, provide or make
such medical records and individual subject data
available to Sponsor and such governmental
agencies or authorities designated by Sponsor.
Clinical Study data shall be transmitted to
Sponsor by magnetic media or other mutually
agreed upon method. Clinical Study medical
records and data shall be retained by Medical
Facility and Investigator for such period of time
required by law and/or by the Protocol. Medical
Facility and Investigator shall be entitled to retain,
for archival purposes, a copy of the CRFs.

10) Medical Facility and Investigator agree not to

provide the Clinical Study data to any third party
or to use the Clinical Study data in commercially-
sponsored research without Sponsor prior written
consent. Medical Facility and Investigator also
agree not to identify, either on a blinded or
unblinded basis, subjects from this Clinical Study
in order to benefit research conducted or
sponsored by any third party, without Sponsor's
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1)

na zaslepenej ani nezaslepenej baze za ucelom
prispiet’ k vyskumu, ktory uskutoéiuje alebo
financuje akdkol'vek tretia strana. Vy33ie uvedené
sa nevzt'ahuje na pravo zdravotnickeho zariadenia
a skusajoceho publikovat” vysledky klinického
skadania alebo pouzit’ udaje klinického ski3ania
pre interny akademicky vyskum, ako sa uvadza
v zmluve, poskytnit' informacie vyzadované
zakonom alebo poskytnut’ alebo pouzit’ idaje pre
ucely zdravotnej starostlivosti ktoréhokol'vek
§pecifického subjektu.

Skosajici a zdravotnicke zariadenie nesmu
zhromazdovat' ani pouzivat vzorky (napr.
tkaniva, krvi, séra a modu), ani zhromazd'ovat
udaje od subjektov, pokym s zaradeni do
klinického sktSania, s vynimkou a) ak je to
stanovené protokolom alebo b) ak je to potrebné
pre zdravotni starostlivost’ subjektu.
Zhromazd'ovanie alebo pouzitie tychto vzoriek
alebo Gdajov za akymkolvek inym uCelom si
vyzaduje  predchadzajici  pisomny  suhlas
zadavatela. V3etky publikacie, ktoré vzniknu
dosledkom pouzitia tychto vzoriek alebo udajov,
podlichaja ustanoveniam tejto zmluvy
o publikovani.

12) Zdravotnicke zariadenie a skdsajuci nesmu pouZit’

1)

ani poskytnut 0daje klinického skusania,
s vynimkou v takom rozsahu, aky je potrebny pre
uskutoénenie klinického skusania, publikovanie
vysledkov  klinického  sku3ania v sdlade
s ustanovenim o publikovani, zdravotnu
starostlivost’ subjektu klinického skiisania alebo
pre intemé akademické, nekomeréné ely
vyskumu. Zdravotnicke zariadenie a skusajuci
poskytnii o tomto vyskume zadavatel'ovi vopred
pisomné oznamenie. Pouzitie alebo poskytnutie
udajov klinického skusania za akymkol'vek inym
G¢elom si vyZzaduje predchadzajici pisomny
sihlas zaddvatela. Vsetky informacie, Kktoré
zdravotnicke zariadenie a skusajici zverejni
(vratane publikécii), a ktoré obsahuji alebo ktore
inak vyplyvaji zpouzitia udajov skusania,
podliehaji ustanoveniam tohto ¢lanku XI. tejto
zmluvy.

" XIL
Cisté trestné registre

Skusajici vyhlasuje a garantuje, ze ani jemu ani,
podla jeho najlepicho vedomia, Ziadnemu
z &lenov timu klinického sku$ania nebola nikdy
zakazana ¢innost’ a ani nebol odsitdeny za trestny
&in, za ktory by lekarovi mohla byt zakézana
¢innost’ v oblasti mediciny.

IMS BMS Slovakia_3-way CTA _Site Pl Kokles

prior written consent. The foregoing shall not
affect Medical Facility and Investigator’s right to
publish the Clinical Study results or to use the
Study data for internal academic research as set
forth in the Agreement, to disclose information
required by law, or to disclose or use data for the
medical care of any specific subject.

11) Investigator and Medical Facility are restricted

from collecting or using samples (e.g., tissue,
blood, serum and urine) or collecting data from
subjects while enrolled in the Clinical Study,
except a) pursuant to the Protocol or b) as needed
for the medical care of a subject. Collection or
use of these samples or data for any other purpose
requires Sponsor’s prior written consent. All
publications resulting from the use of these
samples or data are subject to the terms of the
publication provisions of this Agreement.

12) Medical Facility and Investigator are restricted

1)

from using or disclosing Study data, except to the
extent required to conduct the Clinical Study,
publish Study results in accordance with the
publication provision, for medical care of a
Clinical Study subject or for internal academic,
non-commercial research purposes. Medial
Facility and Investigator will provide Sponsor
prior written notice of this research. Use or
disclosure of the Study data for any other purpose
requires Sponsor's prior written consent. Any
public disclosure (including publications) by
Medical Facility and Investigator that contains or
otherwise arises from the use of Study data shall
be subject to the terms of this Clause XI. of this
Agreement.

XII.
Clean criminal records

The Investigator represents and warrants that
neither he nor, to the best of his knowledge, any
other member of the Study Team was ever
prohibited from practicing or was sentenced for a
crime for which a doctor may be prohibited from
practicing in the medical field.
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2) Skosajuci vyhlasuje, Ze ani on ani Ziaden z clenov
timue klinického skisania nebol nikdy obvineny,
vy$etrovany alebo uznany vinnym v spojitosti s
vykonavanim klinického skiasania.

XIIL
Rieenie sporov a zmierovacie konanie

1) Zmluvné strany sa dohodli, ze pravne vztahy
vyplyvajice z tejto zmluvy sa riadia platnym
pravnym poriadkom Slovenskej republiky.

2) Zmluvné strany sa zavidzuju navzajom si pri
vykonavani klinického skii$ania pomahat’ a vietky
spory alebo nazorové nezhody tykajlice sa
pracovnych postupov a metdd riedit’ vzajomnym
rokovanim.

3) Zmluvné strany beri na vedomie a zavizuju sa, ze
akékol'vek spory, ktoré sa nevyriedia spolupracou
vzmysle ods. 2, spadaji pod sudnu pravomoc
sudov Slovenskej republiky

X1V,
Financné ustanovenia

1) PPD poskytne finanéni odmenu, ako sa uvadza
v Prilohe &. 1 tejto zmluvy, pre Géel uskutoénenia
klinického skisania v sulade s podmienkami
protokolu. Finanéna odmena pokryva vietky
Sinnosti, ktoré sa maji uskutoénit podfa
protokolu.

2) Zdravoinicke zariadenie a skasajici berd na
vedomie a suhlasia s tym, ze platby v ramci tohto
klinického skusania prijima PPD od zadavatel'a a
preto PPD  nema podlia tejto zmluvy Zziadne
platobné povinnosti az do doby, kedy dostane
uvedené platby od zadavatela.  PPD vynalozi
primerané usile na to, aby =zaistilo, v&asné
doruéenie platieb od zadavatela.

3) PPD/zadavatel moéZu poskytnat’ informacie
o podmienkach tejto zmluvy, vratane, okrem
iného, celkovej odmeny (poplatkov a vydavkov),
ktoré si podla tejto zmluvy splatné alebo boli
uhradené.

4) Skusajuci a zdravotnicke zariademie suhlasia, Ze
poskytni zadavatelovi informacie a udaje, ktoré
suvisia sich vieobecnym finanénym vztahom
k zadavatelovi v priebehu klinického ski3ania
a po¢as nasledujiceho jedného roka od jeho
ukon¢enia.
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2) The Investigator declares that neither he nor any
member of the Study Team has ever, in connection
with the conduct of a Clinical Study, been
accused, investigated or convicted.

XIII.
Dispute resolution and conciliation proceedings

1) The Parties have agreed that the Ilegal
relationships arising under this Agreement shall
be governed by the valid laws and regulations of
the Slovak Republic.

2) The Parties agree to assist each other iIn
conducting the Clinical Study and to resolve any
disputes or differences of opinion about work
procedures and methods through their usual
negotiations.

3) The Parties take note of and agree that any
disputes which are not settled through cooperation
pursuant to par. 2 shall come under the
jurisdiction of the courts of the Slovak Republic

XIV.
Financial provisions

1) PPD will provide the financial support set out in
Appendix no. 1 attached to this Agreement for
the conduct of the Clinical Study in accordance
with the terms of the Protocol. Financial support
covers all activities to be performed under the
Protocol.

2) The Medical Facility and Investigator hereby
acknowledge and agree that PPD receives the
payments due under this Agreement are pass-
through payments from Sponsor and that PPD
shall have no payment obligations hereunder until
such time as said payments are received by PPD
from Sponsor PPD shall exercise reasonable
efforts to ensure timely receipt of pass-though
payments from the Sponsor .

3) PPD/Sponsor may disclose the terms of the
Agreement, including without limitation, the total
compensation (fees and expenses) payable or
paid pursuant thereto.

4) Investigator and Medical Facility agree to provide
Sponsor with information and data relating to its
overall financial relationship with the Sponsor
during the course of the Clinical Study and for a
one vear period thereafter.
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5)

Vietky platby, ktoré PPD uskutoénila a ktoré
prevySuji  skuto¢ne nadobudnutu sumu, sa
bezodkladne vratia PPD.

6) Vyska odmien v Prilohe ¢. 1, pokial’ sa vyslovne

neuvidza inak, je vy$ka netto. PPD uhradi vySku
odmien plus plnd zdkonnd vy$sku DPH hned’, ako
PPD prijme platna faktaru s DPH, kde je DPH
vyjadrena samostatne. Pre vietky ostatné platby
je takisto potrebna faktira.

7) PPD prehlasuje, Ze odmena podl'a prilohy ¢&. 1 tejto

1)

2)

zmluvy predstavuje 100%  vy3ku odmeny pre
zdravotnicke zariadenie. PPD zaplati dohodnutu
odmenu v 100 % vyske na cet zdravotnickeho
zariadenia. Dohodnutd odmena nezahriia odmenu
pre skusajiceho aClenov timu klinického
skiigania. Spolo¢nost PPD vyhlasuje, Zze so
skisajicim uzatvorila zmluvu o poskytovani
sluzieb tykajucich sa tohto klinického skusania,
na zaklade ktorej su skudajici a Clenovia timu
klinického skl3ania za vykonavanie tohto
klinického skisania odmeriovani.

XV.
Doba trvania zmluvy

Tato zmiuva sa uzatvara na dobu trvania
klinického skGsania. Koniec klinického skusania
je naplanovany na november 2019.

V nasledujicich situdciach moéze PPD tito zmluvu
zrugit’ pisomnou vypovedou s tridsat’ (30) diiovou
vypovednou lehotou, ktora zacina plynut’ v defi
nasledujici po dni doru¢enia vypovede ostatnym
zmluvnym stranam:

a) ak zdravotnicke zariadenie alebo skisajici
nesplni  ktorékol'vek  zustanoveni tejto
zmluvy;

b) ak sa vyhlasi, ze zdravotnicke zariadenie
alebo sku3ajiici sa nachadzaju v bankrote
alebo v konkurznom konani;

c) ak zdravotnicke zariadenie alebo sku3ajuci
stratia svoje opravnenie na vykon Cinnosti
v danej oblasti;

d) ak sa riziko pre subjckty neimerne zvysi;

¢) ak ddjde k zrueniu potrebného opravnenia,
oznamenia, povolenia alebo spéat'vzatiu
sihlasu  potrebného na  vykondvanie
klinického skogania, ak sa skon¢i jeho
platnost’ a této nie je primerane predizena, ak
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5) Any payments made by PPD exceeding the amount

actually earned will be promptly refunded to
PPD.

6) The compensation rates at Appendix no I, unless

expressly stated otherwise are net amounts. PPD
will pay the compensation rates plus the full legal
VAT, once PPD has received a valid VAT invoice
showing the separately disclosed VAT. All other
payments will also require an invoice.

7) PPD declares that remuneration according to

Appendix no. 1 represents 100% remuneration
for the Medical Facility. PPD will pay agreed
remuneration in 100% amount to account of
Medical Facility. Agreed remuneration doesn’t
include remuneration for the Investigator and
Study Team. PPD declares to have executed an
Agreement on Providing Services with the
Investigator regarding this Clinical Study, on the
basis of which the Investigator and Study Team
Members are remunerated for conducting this
Clinical Study.

XV.
Term of the Agreement.

1) This Agreement is concluded for the duration of the

Clinical Study. End of Clinical Study is expected
at November 2019.

2) In the following situations PPD may terminate

this Agreement by giving thirty (30) days written
notice, which begins to run on the day after the
notice is delivered to the other Parties:

a) if Medical Facility or Investigator fails to
fulfil any of the provisions of this
Agreement;

b) if it is declared that Medical Facility or
Investigator is in bankruptcy or insolvency
proceedings;

¢) if Medical Facility or Investigator losesits
authorization to practice in the given field;

d) if the risk for increases

disproportionately;

subjects

e) if a necessary authorization, notification,
permit or consent necessary for conducting of
the Clinical Study is revoked, its validity
expires without appropriate extension, the
Clinical Study is suspended, prohibited or is
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3)

dojde k pozastaveniu alebo zakazu klinického
skiifania alebo ak sa toto neza¢ne v zdkonnej
lehote odo dila, v ktorom vzniklo opravnenie;

f) v pripade nedostatoéného tempa zaradovania
vhodnych subjektov sku$ania do klinického
skddania, ktoré ohrozi dohodnuty
harmonogram;

Okrem toho, PPD méZe klinické skisanie zastavit'
alebo prerusit’ azaroven tato zmluvu zrusit
pisomnou vypovedou s tridsat’ (30) diovou
vypovednou lehotou, ktord zacina plynut’ v den
nasledujuci po dni  dorucenia  vypovede
skndajicemu a zdravotnickemu  zariadeniu,
z nasledujicich doévodov:

a) ak sa skonéi zmluvny vztah medzi PPD
Development LP alebo PPD Global Limited
alebo  ktoroukofvek inou spolo¢nostiou
skupiny PPD Group — podla toho, ktora
z tychto spelonosti zmluvu so zadavatelom
uzatvorila, a zadavatel'om;

b) ak bol uz celkovy pocet oséb zaradenych do

klinického skisania dosiahnuty, aviak pocet

0s6b zaradenych pracoviskom klinického
skusania este splneny nebol; alebo

ak bola skiSajicemu zakdzana &innost alebo
bol  diskvalifikovany = podla  Zakona
o presadzovani generickych lie¢iv  z roku
1992 a skosajuci je zapisany na ,Ciernu
listinu* vedeni FDA.

c)

3)

not commenced within the statutory time
period from the date that the authorization
arose;

f) in the event of an inadequate rate of adding
suitable Study Subjects to the Clinical Study
which endangers the agreed time schedule.

PPD may further terminate or interrupt the
Clinical Study, and at the same time terminate this
Agreement, by giving thirty (30) days written
notice, which begins to run on the day after the
notice is delivered to the Investigator and the
Medical Facility for the following reasons:

if the contractual relationship between PPD
Development LP or PPD Global Limited or
any other company within the PPD Group,
depending on which of these companies has
concluded the contract with the Sponsor, and
the Sponsor terminates;

a)

if the overall Clinical Study enrolment has
been met but the enrolment in the Study Site
has not been completed yet; or

b)

if the Investigator is debarred or disqualified
under the Generic Drug Enforcement Act of
1992 and is added to the “Black list”
maintained by FDA.

)

4) PPD médZe tito zmluvu kedykolvek zruiit 4) PPD may terminate this Agreement by written

pisomnou vypoved'ou.

5 ) Tato zmluvu méze vypovedat zdravotnicke

6)

7)

zariadenie alebo skd3ajuci bud’, (i) ak su
presvedéeni o tom, Ze vypovedanie je potrebné za
i¢elom ochranit’ najlepSie zaujmy subjektov,
alebo (ii) zdovodu porusenia zasadnych
povinnosti podla tejto zmluvy zo strany PPD
alebo zadavatela, pricom k ndprave porusenia zo
strany PPD alebo =zadavatela nedoslo do
tridsiatich (30) dni od doruCenia pisomnéhe
oznamenia o takomto poruseni od zdravotnickeho
zariadenia alebo ski3ajiceho.

Tato zmluva sa méZe vypovedat pisomnou
dohodou jej stran.

thned’ po prijati vypovede zdravotnicke zariadenie
a skusajuci zastavia prijimanie subjektov do
klinického  skiiania; v miere  prijatenej
z lekarskeho hladiska ukonéia vykonavanie
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notice at any time.

5 ) This Agreement may be terminated by Medical

6)

7)

Facility or Investigator either (i) if it believes
such termination is necessary to protect the best
interests of the subjects, or (ii) for a breach of a
material obligation hereof by PPD or Sponsor,
which breach is not cured by PPD or Sponsor
within thirty (30) days following receipt of written
notice thereof from Medical Facility or
Investigator.

This Agreement may be terminated by written
agreement of the parties hereto.

Immediately upon receipt of a notice of
termination, the Medical Facility and the
Investigator shall cease entering subjects into the
Clinical Study; cease conducting procedures to the
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8)

9

procedur u subjektov klinického skdsania, ktoré
uz boli do klinického skiaSania zaradené,
a v maximalnej mozZnej miere sa zdrZia vytvarania
d’al$ich nakladov a vydavkov.

Bez ohladu na ¢okol'vek tu uvedené v opacnom
zmysle, pokial’ by pocas doby trvania tejto zmluvy
PPD alebo zadavatel ziskali informaciu, ktora by
vyvolavala pochybnosti o bezpeénosti alebo
G&innosti  skusaného lie¢iva alebo suvisiaceho
produktu, alebo ak skusané lieCivo schvali FDA,
vyjednajii zmluvné strany v dobrej viere zmenu
tejto zmluvy tak, Ze (i) sa znizi pocet subjektov
skusania, (ii) sa ukonci klinické skusanie a/alebo
(iii) sa upravia ktorékolvek dalSie relevantné
ustanovenia tejto zmluvy

Ihned’ po dokonéeni klinického skisania alebo po
jeho  pred¢asnom  ukonéeni  zdravotnicke
zariadenie a/alebo skuSajuci vypracuji a odosld
spolo¢nosti PPD zdvereéni spridvu obsahujucu
vietky relevantné informécie o klinickom skusani,
ako st charakterizované v protokole, medzi nimi
tieZ vietky tdaje a vysledky klinického skasania.
Okrem toho vratia PPD a zadavatel'ovi vsetky
informacie, ktorych su tito vlastnikmi a ktoré su
takto definované v tejto zmluve.

10) Thned’ po dokonéeni klinického skusania alebo po

jeho pred¢asnom ukonéeni bude vietko nepouzité
skisané liedivo, zmesi, zariadenia a materialy
suvisiace s klinickym skdSanim, ktoré boli
zdravotnickemu zariadeniu a/alebo skusajucemu
dodané zaddvatelom alebo spolognostou PPD
alebo v ich mene, vratené spolo¢nosti PPD.

11) Skusajici  je povinny ozndmit ukonCenie
klinického skasania na referat pre spravu
klinickvech  8tadii  zdravotnickeho  zariadenia

najneskor do pitnast’ (15) dni odo dita ukonéenia
klinického skusania.

XVI. Etické spriavanie

Zdravotnicke zariadenie/skisajuci sa zavazuju, Ze
ani zdravotnicke zariadenie/ani skusajici nebudu
priamo ani nepriamo prostrednictvom tretej strany
poskytovat’, ponikat alebo slubovat’ inej osobe
akukol'vek platbu, dar alebo ¢okol'vek hodnotné za
i¢elom neprimerane ich ovplyvnit' alebo inak
spolupracovat’ 50 zdravotnickym
zariadenim/skasajucim, PPD alebo zadavatel'om pri
ziskani neprimerangj vyhody.

2) Zdravotnicke zariadenie/skasajlci sa zavizuji, ze

ani zdravotnicke zariadenie/ani skisajuci nebudu
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extent medically permissible on subjects already
entered into the Clinical Study, and refrain from
incurring additional costs and expenses to the
extent possible.

8) Notwithstanding anything herein to the contrary, if

9)

during the term of this Agreement, information
becomes available to PPD or Sponsor which
places the safety or efficacy of the Study Drug or
related product in doubt or if the Study Drug is
approved by FDA, the Parties shall negotiate, in
good faith, a modification of this Agreement to (i)
reduce the number of subjects to be studied, (ii)
terminate the Clinical Study, and/or (iii) modify
any other relevant provision of this Agreement.

Upon completion of the Clinical Study or earlier
termination thereof, Medical Facility and/or
Investigator shall prepare and forward a final
report containing all relevant information for the
Clinical Study as described in the Protocol,
including all data and Clinical Study results to
PPD, and shall return all PPD and Sponsor
Confidential Information, as defined herein, to its
respective owner.

10) Upon completion of the Clinical Study or early

termination thereof, all unused Study Drug,
compounds, devices and related Clinical Study
materials furnished to Medical Facility and/or
Investigator by or on behalf of Sponsor or PPD
shall be returned to PPD.

11) Investigator is obliged to inform the Department

1

2)

of Clinical Studies of the Medical Facility about
the termination of the Clinical Study within
fifteen (15) days from the termination of the
Clinical Study.

XV1. Ethical Conduct

Medical Facility/Investigator undertakes that
Medical Facility/Investigator shall not, directly or
indirectly through any third party, give, offer or
promise any payment, gift or other thing of value to
any person in order to improperly influence them
or otherwise assist Medical Facility/Investigator,
PPD or the Sponsor in obtaining an improper
advantage.

Medical Facility/Investigator undertakes that
Medical Facility/Investigator shall not, directly or
indirectly through any third party, accept, agree or
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1)

3)

4)

priamo ani nepriamo prostrednictvom tretej strany
schvalovat, suhlasitt alebo prijimat alebo
pozadovat’ akukol'vek platbu, dar alebo ¢okol'vek
hodnotné, ¢o sa ponika alebo dava ako odmena
za alebo so zidmerom neprimerane ovplyvnit
zdravotnicke zariadenie/skusajuceho, PPD alebo
zadavatel'a, od akejkol'vek osoby.
XVIL
Zavereéné ustanovenia

Kazda zo zmluvnych stran berie na vedomie, Ze
kazdé porudenie vyhlaseni alebo  zaruk
kedykolvek podas platnosti tejto zmluvy

predstavuje v kazdom pripade poruSenie tejto
zmluvy so vietkymi dosledkami zakotvenymi v

slovenskom pravnom poriadku pre pripad
nedodrzania zaviazkov vyplyvajucich ztejto
zmluvy. Nedodrzanie vyhlasenia alebo zaruky

znamend, Ze dané vyhlasenie alebo zaruka nie je
pravdivé/a, uplné/a alebo spravne/a.

Zdravotnicke zariadenie a skusajuci vyslovne
sthlasia s tym, Ze zadavatel' je vo veci tejto
zmiuvy prijemca tretej strany a Ze zadavatel si
mdze svoje prava podla tejto zmluvy vymahat'.
Okrem toho zdravotnicke zariadenic a skd3ajici
vyslovne sihlasia s tym Ze ak by zadavatel’ nebol
schopny vymdct si svoje prava ako prijemca tretej
strany, zdravotnicke zariadenie a skusajlici zarudia
PPD vyhody prav zadavatel'a podla tejto zmluvy,
ktora bude mat pravo previest’ tieto prdva a
vyvhody na =zadavatela. Niektoré =z tychto
dolezitych  prav  zahfiaji  predovietkym
publikaciu, dévernost’ udajov a prava na dudevny
majetok.

Vzt'ahy, Ktoré neupravuje tito zmluva, sa riadia
Zakonom ¢&. 513/1991 Z.z. (Obchodny zakonnik)
v jeho platnom zneni, Zakonom ¢. 362/2011 Z.z. o
liekoch a zdravotnickych pomoéckach a 0 zmene a
doplneni nicktorych zdkonov a Vyhlaskou ¢&.
433/2011 Z.z. o poziadavkach na klinické
skasanie a spravnu klinickit prax v zneni
neskorsich predpisov.

Podla Zakona &. 40/1964 Z.z. vjeho platnom
zneni nadobuda zmluva uzatvorena so §tatnym
zdravotnickym zariadenim platnost’ diiom podpisu
vetkymi zmluvnymi stranami a G&innost’ diiom
nasledujucim po dni zverejnenia zmluvy Vv
Centrailnom  registri  zmliv  Zdravotnicke
zariadenie sa zavdzuje zverejnit tuto zmluvu v
Centralnom registri zmliv do desiatich (10)
pracovnych dni odo diia, vktorom bude
zdravotnickemu  zariadeniu  dorudené  uplné
vyhotovenie  zmluvy, podpisané  vietkymi
zmluvnymi stranami. PPD suthlasi s takymto
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)

receive or request any payment, gift or other thing
of value from any person offered or given as a
reward for or with the intention of improperly
influencing Medical Facility/Investigator, PPD or
the Sponsor.

XVIL
Closing provisions

Each of the Parties acknowledge that any breach
of representations or warranties at any time during
the validity of this Agreement represents in any
case a breach of this Agreement with all
consequences provided for in Slovak law for the
case of failure to fulfil obligations under this
Agreement. Breach of a representation or a
warranty means that the representation or
warranty is not true, complete or correct.

2) Medical Facility and Investigator expressly agree

3)

4)

that Sponsor is a third-party beneficiary to the
Agreement and that the Sponsor may enforce its
rights under the Agreement. Furthermore,
Medical Facility and Investigator expressly agree
that to the extent Sponsor is not able to enforce its
rights as a third-party beneficiary, Medical
Facility and Investigator will grant PPD the
benefit of Sponsor's rights under the Agreement,
who will have the right to transfer such rights and
benefits to Sponsor. In particular, some of these
important rights include publication,
confidentiality and intellectual property rights.

Relationships not covered by this Agreement are
governed by Act. no. 513/1991 Coll, of the
Commercial Code, as amended, Act. no. 362/2011
Coll., on Drugs and Health Devices, as amended
and Decree no. 433/2011 Coll. on Requirements
for Clinical Studies and Good Clinical Practice, as
amended.

Pursuant to Act no 40/1964 Coll as amended, the
Agreement concluded with a state run Medical
Facility becomes valid upon the date of the
signature by all the Partics and effective the day
following the date of the publication of
the Agreement in the Central Register of
Contracts. Medical Facility agrees to publish the
Agreement in the Central Registry of Contracts
within ten (10) business days from the date the
Medical Facility has received the fully executed
Agreement signed by all Parties. PPD agrees to
such publication. The Medical Facility takes
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5)

6)

7)

8)

9)

zverejnenim zmluvy. . Zdravotnicke zariadenie si
je vedomé toho, e protokol je duSevnym
vlastnictvom zadéavatela a ze nebude zverejneny
ako priloha k zmluve. Tato zmluva je zavdzna
pre zmluvné strany, jej nastupcov  ajej
schvalenych asignatarov.

Ziadna zo zmluvnych strén nemdzu tito zmluvu
previest’ alebo postiapit’ bez vopred udeleného
pisomného suhlasu ostatnvch zmluvnych stran
tejto zmluvy.

Ziadne zrieknutie sa prava alebo zhovievavost’ zo
strany ktorejkol'vek zmluvnej strany vo vztahu
k poruseniu  ktoréhokol'vek zustanoveni tejto
zmluvy nemozno povazovat za také, ze by
zakladalo zrieknutie sa prava vo vztahu
k akémukol'vek dalsiemu poruseniu niektorého z
ustanoveni tejto zmluvy.

Zmluvné strany sa zaviizuju, Zze budi dodrziavat
vietky ustanovenia tejto zmluvy, ktorych d¢innost’
je dlhdia ako doba trvania zmluvy, ato aj po
zruseni klinického skisania.

Okrem zaruk vyslovne uvedenych v tejto zmluve
neddiva PPD ani =zadavatel vo vztahu Kku
klinickému skd3aniu, skiSanému lie¢ivu alebo
akymkolvek  materidlom  alebo  procesom
upravenym touto zmluvou nijaké zaruky, ¢i uz
vyslovné alebo implicitné; tym sa, okrem in€ho,
myslia aj akékofvek zaruky predajnosti alebo
vhodnosti na konkrétny ti¢el. Okrem pripadov,
ktoré sa vyslovne uvadzajui vitejto zmluve,
nezodpoveda spoloénost’ PPD ani zadavatel za
nijaké nasledné, trestné, nepriame alebo iné
$kody, ktoré by v désledku klinického skiSania
utrpeli zdravotnicke zariadenie alebo skisajici
alebo ini.

Tato zmluva sa vyhotovuje vtroch rovnopisoch,
po jednom pre zdravotnicke zariadenie,
skasajiceho a spolo¢nost PPD.

10) Zmeny a doplnenia tejto zmluvy mozno vykonat'

11) V pripade

iba formou pisomnych dodatkov k nej.

akychkolvek  rozporov  medzi
slovenskym a anglickym znenim zmluvy ma
prednost’ slovenské znenie.

12) V pripade, ak by doslo k takej zmene protokolu

klinického skusania, ktora by mala za nasledok
zmenu  rozsahu  sluzieb, resp.  vykonov
vykonavanych zdravotnickym zariadenim/
skisajicim podla tejto zmluvy, PPD za zaviizuje
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5)

6)

7

8)

9)

into account that the Protocol is an intellectual
property of Sponsor and will not be published as
an Appendix to the agreement. This Agreement
shall be binding upon the Parties, their successors
and permitted assignees.

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

Any 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.

The parties agree that they will observe all the
provisions of this Agreement, which last longer
than the term of the Agreement, even after
termination of the Clinical Study.

Except as expressly stated herein, PPD and
Sponsor make no warranties, expressed or
implied, with respect to the Clinical Study, the
Clinical Study Drug or any materials or processes
provided hereunder, including without limitation
any warranties of merchantability or fitness for a
particular purpose. Except as expressly stated
herein, PPD and Sponsor shall not be liable for
any consequential, punitive, indirect, or other
damages suffered by Medical Facility or
Investigator or any others as a result of the
Clinical Study.

This Agreement is made in three counterparts, of
which the Medical Facility, the Investigator and
PPD shall receive one.

10) Changes and supplements to this Agreement may

be made only by written amendment hereto.

11) In the case of any discrepancy between the Slovak

and the English versions of the Agreement, the
Slovak version shall prevail.

12) In case the change in the Protocol would resuit

into scope of service provided, performance of the
services performed by Medical
Facility/Investigator in accordance with this
Agreement, PPD undertakes to submit a draft
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predlozit  zdravotnickemu  zariadentu  navrh amendment to this Agreement, subject of which

dodatku k tejto zmluve, predmetom ktorého bude will be the changes in the budget resulting from
prisluina zmena v rozsahu poskytovanych sluzieb the change in the Protocol. In case of failure to
siivisiaca so zmenou protokolu. 'V pripade submit the amendment is Sponsor via PPD
nepredlozenie dodatku bude zadavatel’ obliged to reimburse Medical Facility for
prostrednictvom PPD povinny vhradit’ procedures performed in accordance with Protocol
zdravotnickemu zariadeniu odmenu za vykony change which are above the original scope of
vykonané na zéklade zmeny protokolu klinického procedures in amount calculated by Medical
skisania nad pdvodny rozsah vykonov v sume Facility in applicable invoice.

vylislenej zdravotnickym zariadenim v prislusnej

faktire.

Toto miesto sa zamerne ponechdva prdazdne, podpisy This space has been intentionally left blank, the
zmluynyeh strdan st na nasledujicej strane. signatures of the Parties are on the following page.
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Na dékaz svojho sithlasu stouto zmluvou ju In witness of their consent to this Agreement, the
zmluvné strany podpisuji. Parties have signed below.

PPD Slovak Republic. s.r.ox (based on the Power of Attorney / na zéklade splnomocnenia)

Podpis / By:

r. Miroslava Siposovd
Sahior Clinical May. v+

Meno / Name:

Funkcia / Title:

Datum / Date: (6~ -{Gi@

Medical Facility / Zdra\;()écke zariadenie:

Podpis/ By:_
Meno / Name:

Funkcia / Title: #+¢ © ’/
7 J /

Tl

Datum / Date: - “

Investigator / Skisajici:

Podpis / By:

Meno / Name: _

Datum / Date: SA V. )_’)f —-}’

Zoznam priloh k tejto zmluve: List of appendices to this Agreement:
Priloha¢. 1:  Platobny kalendar Appendix no. 1: Payment Schedule

Priloha ¢. 2.  Vybavenie poskytnuté zadavatel'om Appendix no. 2. Sponsor provided equipment
Priloha ¢.3.  Tladivo autorizacie platby Appendix no. 3. Payment Authorization Form
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Priloha €. 1
HARMONOGRAM PLATIEB
Protokol ¢&.: CV185-316

NAZOV  KLINICKEHO  SKUSANIA:

“Odslepené,, 2 x 2 faktoridlne,
randomizované, kontrolované klinické skusanie
s cielom vyhodnotit  bezpecnost  apixabanu
v porovnani § warfarinom a aspirinu
v porovnani s placebom aspirinu u pacientov
s fibrildciou predsieni a akitnym korondrnym
syndromom alebo perkutannou korondrnou
intervenciou”

ZADAVATEL: BRISTOL-MYERS SQUIBB
COMPANY

ZDRAVOTNICKE ZARIADENIE:

Univerzitna nemocnica Bratislava

SKUSAJUCI: MUDr. Martin Kokles

Appendix no. 1
PAYMENT SCHEDULE
Protocol no.: CV185-316

TITLE OF STUDY: “dAn Open-label, 2 x 2
Factorial, Randomized Controlled, Clinical Trial to
Evaluate the Safety of Apixaban vs. Warfarin and
Aspirin vs. Aspirin Placebo in Patients with Atrial
Fibrillation and Acute Coronary Syndrome or
Percutaneous Coronary Intervention™

SPONSOR: BRISTOL-MYERS SQUIBB

COMPANY

MEDICAL FACILITY: Univerzitna nemocnica
Bratislava

INVESTIGATOR: MUDr. Martin Kokles

PAYEE & ADDRESS / PRIJEMCA PLATIEB A ADRESA:

Prijemca platieb/Payee Name: Univerzitnd nemocnica Bratislava
DIC/Tax ID No.: SK202 1700 549 (not a VAT payee / nie je platca DPH)
Nazov a adresa banky/Bank name and address:

IBAN:
SWIFT:

VS/Reference No.: &islo faktiry / invoice number

(“Payee™) / (“prijemca platieb™)

Tento Harmonogram platieb zahina vSetky
niklady, ktoré sivisia s uskutoénenim
klinického sku$ania, vratane, okrem iného,
vietkych  postupov, ako si@ uvedené
vCasovom pline & rozvrhu protokolu;
administrativnych nakladov; ndkladov na
lekirefi; vykonanej price Skusajiceho &
Koordinatora skasania; a rezijnych nikladov.
VynimKy sa v Harmonograme platieb uvidzaji
ako Standardnd starostlivost’ {.§S). Platby sa
vykondvaji v mene EURO.

Siihrnné informacie o platbach

Platba za vSetky subjekty, ktori skuSanie

This Payment Schedule includes all costs
associated with the conduct of the Clinical Study,
including, but not limited to, all procedures as
presented in the Protocol’s Time & Event
Schedule; administrative fees; pharmacy fees;
Investigator & Study Coordinator work effort;
and overhead costs. The exceptions are those
referred to as Standard of Care (SOC) in the
Payment Schedule. The payment currency is in
EUROQ.

Payment Summary

Payment For All Completed subjects - € 188.00
Page 1 of 8
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dokontili - € 188.00

Ostatné platby: Other Payments:
» Neuspedny skrining (NS): rovnaka platba »  Screen Failure (SF) Payment: same as
ako za skriningovi ndvstevu Screening visit fee
= Konecna platba: 10% celkovych nakladov »  Final Payment: 10% of Total Cost Per Subject

na subjekt skisania

items Paid By Invoice:

Polozky platené faktirou:
Unscheduled Visit Payment

= Platba za neplanovanu navstevu n

Platobné udaje Payment Details

Study Subject Care Payment (excludes other
payments and invoice-driven payments):

Platba za starostlivost’ o subjekt skdsania (s
vynimkou inych platieb a platieb podl'a faktary):

Study subject Care (based on visit driven
payments as described below)

I.  Starostlivest osubjekt skidSania (na L
zéklade platieb podla navitev, ako su
definované nizsie)

a. 188.00 € za dokonleny subjekt a. € 188.00 per Completed Study subject
skuSania
b. Platby za starostlivost o subjekt b. Payments for Study subject care will

be made Quarterly (i.c. every ninety

sktgania sa uskutoénia Stvrt’roine (t, j.
(90) days) for each subject visit upon

kazdych devétdesiat (90) dni) za kazdi

naviteva subjektu skusania, ato na receipt of completed Electronic Case
zédklade  vyplnenych elektronickych Report Forms (“eCRFs”) by Sponsor
Zaznamovych formularov  subjektov or PPD for the visits, as noted below.
klinického skagania (“eCRF™)

dorucenych ZadavateFovi alebo PPD za
navstevy, ako je uvedené nizdie.

i. Prvda Stvrtroéna platba sa uskutocni i. The first quarterly payment will be made
devitdesiat (90) dni od Prvej ninety (90) days after the First Patient
navitevy prvého subjektu skisania First Visit (FPFV-based on visits
(PNPU — podla uskutoénenych occurred and eCRFs completed).

navitev a vyplnenych eCRF). Platby Payments will be made via bank transfer

sa uskutotnia bankovym prevodom
na vyssic uvedeny bankovy ucet
prijemeu platieb. Stvrtroéné platby sa
budi odvtedy vystavovat kazdych
devitdesiat (90) dni, za podmienky,
ze Zadavatel' alebo PPD obdrzia
eCRF, vktorych je uvedena
pozadovana suma.

ii. Kazdy vyplneny eCRF sa oznaCi

v Medidata RAVE ako ,Ulozit’
vyplneny”  (.Save  Complete®)
v Stthrnnej tabulke (,,Summary®).
(Pozndmka: oznaCit eCRF ako

1i.

BMS CV185-306_Slovakia Budget PI Kokles Hospital Budget

to Payee’s bank account listed above.
Quarterly payments will continue to be
generated every ninety (90) days
thereafter, provided that eCRFs are
received by Sponsor or PPD and there is
an amount owed.

Each completed eCRF is noted in
Medidata RAVE as “Save Complete”
under the Summary tab. (Note: marking
the eCRF as being complete implies that
you have met the requirements of the
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vyplneny znamena, Ze ste splnili
podmienky formulara a svoje
odpovede pokladate za (plné).

iii. Udaje je potrebné do Medidata
RAVE/ zaznamov eCRFs vlozit' do 5
pracovnych dni odo dia vykonania
kazdej navstevy subjektu skusania.

iii.

form and consider your responses
complete).

Data entry into Medidata RAVE /eCRFs
should be completed within five (5)
business days of a subject completing
each visit.

iv. Otazky sa musia vyriesit' do piatich iv. Queries must be resolved within five (5)
(5) pracovnych dni od ich dorucenia business days of receipt (both during the
(aj pocas klinického skusania, aj po Clinical Study and after completion of
jeho dokonéeni). the Clinical Study).

v. Z kazdej platby sa nevyplati desat v. Ten percent (10%) of the amount per
percent (10 %) sumy za navStevu, visit stated in the visit schedule below
ako je wuvedena v harmonograme will be withheld from each payment.
navstev nizie. Celkova nevyplatena The total withheld amount will be paid
suma sa vhradi po vyriedeni vietkych pending resolution of all outstanding
nevybavenych zaleZitosti, ako sa items as described in the section of the
uvadza v casti rozpoftu s nazvom budget titled “Final Payment™,
»Koncova platba®.

Kritke obdobie / Short Term

2 x Suma za navitevu

Popis ndvEtev / Visit Description Amount Per Visit

Skrining / Randomizécia / Screening/Randomization 51.00
1 mesiac / | month 34.00 |

2 mesiac / 2 months 4.00

3 mesiac / 3 months 34.00

4 mesiac / 4 months 4.00

5 mesiac / 5 months 4.00

6 mesiac / 6 months 33.00

30 dni po ukonéen liecby / 30 days after EOT 24.00

Za zaradené subjekty skusania, ktoré
prerudia klinické skitSanie predCasne, sa
platby uhradia podla vyssie uvedeného
harmonogramu navstev, a to na zéklade
vyplnenych eCRF doru¢enych
zadavatel'ovi alebo PPD.

BMS CV185-306_Slovakia Budget PI Kokles Hospital Budget

*Vsetky vyssie uvedené navstevy su vrdtane prace persondlu
*411 visits above are inclusive of study personnel work effort.

¢. For enrolled subjects who discontinue

from the Clinical Study early,
payments will be made according to
the above visit schedule based on
Sponsor’s or PPD’s receipt of
completed eCRF's.
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Ostatné platby (platené za ¢-CRF zaznam, Other Payments (Paid by eCRFs,Report, etc.)

spravu a pod.)
[1. Platba za neuspesny skrining IL

a. Odmena za kazdy neuspes$ny skrining bude
rovnaka, ako suma za navitevu skriningu.
Nelspesny skrining sa definuje ako
akykol'vek  subjekt skusania, ktory
podpisal Formular informovaného sihlasu
aabsolvuje vySetrenia skriningu, ale
nesplnil kritéria na vstup do d’aldej fazy
klinického skusania, ako je uvedené v
Protokole.

b. Maximalny povoleny po&et netispesnych
skriningov vychadza z tabulky nizsie:

Screen Failure Payment

Compensation for Screen Failures will be
at the same rate as Screening visit amount
per Screen Failure. A Screen Failure is
defined as any subject who signs an
Informed Consent Form and completes
the screening procedures, but fails to meet
the criteria for entry into the next phase of
the Clinical Study, as set forth in the
Protocol.

The maximum number of Screen Failures
allowed is based on the following table:

0 - 5 subjektov / subjects

6 - 10 subjektov / subjects

11 - 15 subjektov / subjects

16 - 20 subjektov / subjects

21 - 25 subjektov / subjects

| ds b | —

c. Platby za kazdy nedspesny skrining sa
uhradia po dokonéeni fazy Randomizacie
klinického skasania a po vlozeni vietkych
potrebnych udajov o neuspeinych
skriningoch do eCRF. Platby sa zakladaji
na internej sprdve zadavatela alebo PPD.
Neposielajte faktliry na platby za

netispe$ny skrining.

All Screen Failure payments will be made
upon the completion of the Randomized
phase of the Clinical Study and entry of
all required Screen Failure data in the
eCRF. Payments will be based on a
Sponsor’s or PPD’s internal report. Do
not_send invoices for Screen Failure

Payments.

I11. Lekdrenské poplatky II1. Pharmacy fee

Prijemca dostane odmenu vo vyske 200.00 € ako The Payee will receive reimbursement of 200.00 € for
lekarenské poplatky, ktora je splatna kazdych Pharmacy fees, payable every six (6) months for the
Sest (6) mesiacov v priebehu trvania klinického ~duration of the Clinical Study (or pro-rated for shorter
skidania (alebo pomerne za kratdie obdobie), period), beginning with the enrollment of the first
poéinajuc zaradenim prvych subjektov, bez subjects, regardless of the number of enrolled
ohl'adu na poget zaradenych subjektov. Platby sa subjects. Payment will be made upon receipt of a
uskutoénia po doruceni spravnej faktiury correct and itemized invoice.

s uvedenim jednotlivych poloZiek.
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IV. Sada tehotenskych testov

Prijemcovi platieb budi nahradené néaklady za
zakupenie tehotenskych testov, ktor¢ s vydané
subjektom  skoSania na  pouzitie  pri
telefonickych navstevach potom, ¢o PPD
obdrzi od prijemcu platieb spravnu faktiru
s jednotlivymi polozkami.

V. Koncova platba

a. Koncova platba sa uskutoéni po dokonéeni
skusania poslednym subjektom skusania,
po poslednej naviteve, ale len po (1)
vyplneni vietkych eCRF a ich schvéleni zo
strany skusajuceho a doruceni zadavatel'ovi
alebo PPD; (2) wrateni vsetkych
nepouZitych pomdcok sko3ania
zadavatelovi alebo PPD, alebo po ich
zniéeni v Centre skidania alebo potom, ako
ich zadavatel’ alebo PPD preniesli do iného
klinického skusania alebo Centra skuania;
(3) potom, ako zdravotnicke zariadenie
riadne  vyplnilo aodovzdalo  vietky
potrebné formulare a zdznamy, ktoré sa
tykajo prijmu, vydaja, pouzitia a vratenia
skusaného licku; a (4) vyrieSeni vsetkych
otézok. Koncové finanéné vysporiadanie
prebehne do 60 — 90 dni od dokonéenia
klinického sku3ania.

b. Koncovi platbu spracuje automaticky
Zadavatel alebo PPD. Neposielajte faktiry
za Koncovii platbu.

PoloZky hradené na ziklade vystavenej
faktiry

VL SS (Standardna starostlivost’)
a podmienky fakturicie

a. Vietky postupy uvedené nizsie v tomto
&lanku sa mb7u a nemusia pokladat’ za SS
(Standardna starostlivost). Ak sa tieto
postupy uvedené nizSie z akéhokolvek
ddévodu v zdravotnickom zariadeni
nepokladajii za SS, musi sa s cielom
thrady platby zadavatelovi alebo PPD
doruéit’ podrobna faktira.

b. Prijemca musi vystavit' podrobné faktury,

v. Pregnancy Test Kits

Payee will be reimbursed for the purchase of
pregnancy test Kits that are provided to Study Subjects
for use during phone visits upon PPD’s receipt of
correct and itemized invoice from Payee.

V. Final Payment

a. The Final Payment will be made upon
completion of the last subject, last visit,
but only after (1) all eCRFs are completed
and have been approved by the
Investigator, and submitted to Sponsor or
PPD; (2) unused clinical supplies have
been returned to Sponsor or PPD, or
destroyed on Study Site, or transferred to
another Clinical Study or Study Site by
Sponsor or PPD; (3) the Medical Facility
has duly completed and submitted all
required forms and logs reconciling
receipt, dispensing, and use and return of
the Study Drug; and (4) all data
queries/questions have been resolved.
Final financial reconciliation will occur
within 60-90 days after completion of the
Clinical Study.

b. Final Payment is automatically
generated by Sponsor or PPD. Do not
send invoices for Final Payment.

Items Paid By Invoice

VI. SOC (Standard of Care) and Invoice
Requirements

a. All procedures listed below this section may or
may not be considered as SOC (Standard of
Care). If for any reason these procedures listed
below are not considered SOC at the Medical
Facility, a detailed Invoice must be forwarded
to the Sponsor or PPD in order to receive
payment

b.The Payee must submit detailed Invoices to
Page 5 of 8
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v ktorych sa presne uvadza navSteva, na
ktorej sa uskutoénili postupy/skeny, ato s
cielom ich kontroly/schvalenia Timom
klinického ski3ania a s cielom uvedenia
poznamky pre platbu.

VIL.  Skisany liek/skisané lieky

reflect the exact visit where procedures/scans
have been performed for Clinical Team’s
review/approval and for payment description
purposes.

VII. Study Prug(s)

Zadavatel alebo jeho zistupca poskytne The following Study Drug(s) will be provided by

zudastnenému  zdravotnickemu  zariadeniu
nasledujuci skisany liek/skusané lieky:

i.  zaslepeny aspirin / placebo aspirin
ii.  Apixaban
iii. VKA

VIII. Platba za neplinovani nivsteva

a.  Neplanované  navitevy  zdbvodu
bezpeénosti, ktoré vyplynt
désledkom uéasti subjektu sknsania na
klinickom skiSani, sa uhradia v
maximalnej vyske 7.00 € na pacienta za
Jjednu navstevu.

b. Platby za neplanované navitevy ako si
opisané vyssie budi uhradené potom,
ako Prijemca doruti Zadavatelovi
alebo PPD faktiru.

c¢. Platby za neplanované odbery krvi s
cielom testovat’ hodnoty INR budu
obmedzené na najviac 15 na pracovisko
klinického skasania; prekroéenie daného
maxima musi byt vopred schvalené.
Prijemcovi platieb bude preplatena suma
2,50 € za odber krvi pre ucely testovania
INR, ato na zaklade zrozumitelne)
faktary suvedenim  jednotlivych
poloziek, ktora bude  dorudena
zadavatel'ovi alebo PPD.

IX. Uhrada a predkladanie faktiir

a. Platby na zaklade faktury budu vykonané
do 50 dni odo diia obdrzania faktuary.

b. Vsetky nevybavené faktury sa musia
predlozit  Zadavatelovi  alebo  jeho
zastupcovi najneskér 90 dni od poslednej

Sponsor or its designee to the participating Medical
Facility:

Blinded Aspirin/Aspirin Placebo
Apixaban
VKA

VIHI. Unscheduled Visit Payment

a. Unscheduled safety visits arising as a
result of subject’s participation in the
Clinical Study will be paid at the
maximum rate of € 7.00 per subject, per
visit.

b. Payments for unscheduled  visits
described above will be made upon
Sponsor’s or PPD’s receipt of invoice
from the Payee.

c. Payment for the unscheduled INR blood
draws will be limited to a maximum of 15
per Study Site; prior approval must be
obtained to go beyond the given
maximum. Study Sites will be paid € 2.50
per INR blood draw, based upon
Sponsor’s or PPD’s receipt of a clear and
itemized invoice.

IX. Payment and Submission of Invoices

Invoice driven payments shall be made within 50
days of receipt of an invoice.

. All outstanding invoices must be submitted to

Sponsor or its designee no later than 90 days of
the last patient, last visit at the Study Site.

Page 6 of 8
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navitevy posledného pacienta v Centre
skusania.

c. Aby sa predislo oneskorenému spracovaniu,
musia vietky  faktiry obsahovat’
nasledujiice udaje:

Cislo faktiry

Cislo protokolu

Cislo Centra skugania

Nézov zdravotnickeho zariadenia
Meno skisajliceho

Meno a adresu prijemcu

o R |

| — W T o

d. Vietky faktiry sa musia dorudit
Zadavatelovi prostrednictvom elektronickej
posty na adresu;

Centralinvestigator.paymentssm di.c
om

X. Dal§ie podmienky:

a. Zaradenie/nabor sa ukonéi vtedy, ked’ budi
dosiahnuté ciele zarad’ovania/naboru do
klinického skioania, Ak sa  Kklinické
skiidanie ukon&i predasne, celkova platba
podla tejto Zmluvy sa uskutoéni len za tych
zaradenych/prijatych/randomizovanych
a vyhodnotitePnych subjektov, ktori boli
zaradeni/prijati/randomizovani v stilade
s vy$§ie uvedenym rozpisom platieb za tie
navitevy skiidania, ktoré¢ boli dokoncené
v ¢ase oznamenia o ukonceni skisania a na
zéklade vyplnenych eCRF, ktoré boli
doruéené  Zadavatelovi alebo  PPD.
Prijemca suhlasi s tym, Ze vrati preplatok,
ak mu bola v minulosti zaplatend vy$Sia
suma, ako sa ma uhradit a Zadavatel
stthlasi s tym, Ze uhradi kazdu dlznt sumu
na zaklade prijatelnych eCRF, ktoré boli
dorudené Zadavatel'ovi alebo PPD spolotne
s vysvetlenim  v3etkych otazok, ktoré
stivisia s klinickym skosanim.

b. Ziadne dalsie ziadosti o dhradu sa nebudu
akceptovat’ bez predchadzajiceho
pisomného suhlasu zaddvatel'a alebo PPD.

To avoid delay in payment processing, all
invoices must contain the following information:

Invoice Number

Protocol Number
Study Site Number
Medical Facility Name
Investigator Name
Payee Name & Address

—

. All invoices must be submitted to Sponsor via

Email at:

Centralinvestigator.pavmentssm di.com

X. Additional Terms and Conditions:

a. Enrollment/Recruitment will end once this

Clinical Study’s Enrollment/Recruitment goals
have been achieved. If the Clinical Study is
prematurely terminated, the total payment
hereunder will be made only for those
enrolled/recruited/randomized and evaluable
subjects who were
enrolled/recruited/randomized in accordance
with the above fee schedule for Study visits
completed at the time of the termination notice
and upon receipt of completed eCRFs by
Sponsor or PPD. Payee agrees to refund any
excess amount previously paid, and Sponsor
agrees to pay any amount owed based on the
receipt of acceptable eCRFs by Sponsor or PPD
along with the resolution of all queries/questions
relating to the Clinical Study.

. No additional funding requests will be

considered without the prior written consent of
Sponsor or PPD.
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Priloha &. 2
Vybavenie poskytnuté zadavatel'om

Na ziklade zmluvy poskytne zadavatel' podla
svojho vyluéného uvazenia a za primerané naklady
nizie uvedené vybavenic  poskytovatelovi
vyhradne za Gelom vykondvania klinického
skusania alebo podavania prislusnych sprav.

Name / Nazov

Zadavatel’ neposkytuje v suvislosti s tymto

klinickym skisanim Ziadne vybavenie.

Appendix no. 2
SPONSOR-PROVIDED EQUIPMENT

Subject to the Agreement, Sponsor shall, in
its sole discretion and reasonable expense, provide
the Equipment specified below for use by Medical
Facility solely in the conduct or reporting of the
Clinical Study:

Model/Serial No. / Model/Sériové &islo

Sponsor is not providing any Equipment to Medical
Facility in connection with this Clinical Study.
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