PrPD

Zmluva o klinickom skaSani

PPD Slovak Republic, s.r.o.,

Je klinickou vyskumnou organiziciou splnomocnenou
zadavatel'om (ako je definované niZsie) uzatvorit tito
zmluvu, so sidlom na adrese Bratislavska cesta 100/D,
931 01 éamorin. Slovenska republika, ICO: 35900784
dcérska spolo¢nost PPD International Holdings
GmbH., =zastipena Christopherfom] David[om]
Neildlom], konatefom spolocnosti, a zapisana
v Obchodnom registri Okresného sudu v Trnave,
oddiel Sro, vlozka ¢. 26142/T (vypis z OR tvori
prilohu €. 6).

ICO: 35900784
DIC: SK2021891795

d’alej len ,,PPD*
a

Univerzitnd nemocnica Bratislava,

so sidlom na adrese PaZitkova 4, 821 01 Bratislava,
Slovenskd republika zastupena MUDr. Miroslavom
Bdzochom, PhD., MPH (képia zriad'ovacej listiny
tvori prilohu €. 7).

Pracovisko: Nemocnica RuZinov

ICO: 31813861

DIC: 2021700549 (nie je platca DPH)

Bankové spojenie: Statna pokladnica, Radlinského 32,
810 05 Bratislava, Slovenska republika
s
BIC/S

d'alej len ,,zdravotnicke zariadenie®

a

Prof. MUDr. Juraj Payer, PhD, FRCP
s trvalym bydliskom na adrese Driefiova 1690/1 H,
821 01 Bratislava 2, Slovenska republika

Détum narodenia: 13.3.1958
d’alej len ,,skiSajuici*

dalej spoloc¢ne len ,,zmluvné strany”

uzatvdraja tato zm lu v u:
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Agreement on Clinical Study

PPD Slovak Republic, s.r.o.,

Is a clinical research organization authorized by
Sponsor (as defined herein) 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
(extract from CR forms Appendix no. 6).

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

and

Univerzitna nemocnica Bratislava,

with its registered address at Pazitkova 4, 821 0l
Bratislava, Slovak Republic, represented by MUDr.
Miroslav Bdzoch, PhD., MPH (Copy of Incorporation
Deed forms Appendix no. 7).

Brach: Ruzinov Hospital

Company ID no.: 31813861

Tax ID no.: 2021700549 (not a VAT payee)

Bank: Statna pokladnica, Radlinskeho 32, 810 05

. -~

and

Prof. MUDr. Juraj Payer, PhD, FRCP
permanent residence at Driefiova 1690/1 H, 821 01
Bratislava 2, Slovak Republic

DOB: 13.3.1958
further, the “Investigator"

further jointly, the “Parties™
concludethisAgreemen t:
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L.
Predmet a iic¢el zmluvy

Predmetom tejto zmluvy je klinické skuSanie
skusaného lieciva (injekény roztok GX-H9 na
subkutdnne (SK) pouzitie) (d’alej len ,skusané
liecivo) (dalej len ,Kklinické skiuSanie™), ktort
PPD  vykondva v prospech farmaceutickej
spolocnosti Genexine, Inc., 700 Daewangpangyo-
ro, Korea Bio Park, Bldg B, Bundang-gu,
Seongnam-si, Gyeonggi-do 463-400, Korea,
s obchodnym registraénym c¢islom: 506-81-31989
ktora je vyrobcom skuSaného lie€iva, v ramci
Eurdpskej unie zastupenej Clinical Technology
Centre (International) Limited, Granta Park,
Great Abington, Cambridge, Cambridgeshire
CB21 6GQ, Spojené Kralovstvo, ICO: 02047117
(d’alej jednotlivo i spoloc¢ne len ,zadavatel™)
(splnomocnenie zadavatel'a pre PPD tvori prilohu

¢. 3) vzmysle protokolu GX-H9-002:
"RANDOMIZOVANE, AKTIVNOU LATKOU
KONTROLOVANE, ODSLEPENE
KLINICKE  SKUSANIE  VIACERYCH
DAVOK, NA HODNOTENIE
BEZPECNOSTI, ZNASANLIVOSTI
A UCINNOSTI DLHODOBO

UCINKUJUCEHO REKOMBINANTNEHO
LUDSKEHO RASTOVEHO HORMONU
(GX-H9) VIAZANEHO NA PROTILATKUU
DOSPELYCH PACIENTOV S DEFICITOM
RASTOVEHO HORMONU (AGHD))* (dalej
len ..protokol), ktory tvori prilohu &. 11 k tejto
zmluve apodrobne  charakterizuje  Cinnosti
vykondvané vramci klinicého skusania a delbu
zodpovednosti medzi zmluvnymi stranami.

Ucelom zmluvy je stanovit podmienky pre
vykondvanie klinicého sk(Sania a ur¢it prava
a povinnosti  zmluvnych stran  pri  vysoko
profesionalom vykondvani klinického skuSania
(¢o, okrem iného, zahrfinuje aj vCasné
odovzdavanie  vSetkych  ndajov  a dalsich
informacii tykajucich sa klinického skusania,
vratane  vietkvch  zdznamovych  formularov
ucastnika klinického skusania (CRF) alebo
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I
Subject and purpose of the Agreement

The subject of the Agreement is the clinical
evaluation of the Study Drug (GX-H9 solution for
subcutaneous (SC) injection) (further, the “Study
Drug”) (further, the “Clinical Study”), which
PPD is conducting for the benefit of a
pharmaceutical company, Genexine, Inc., 700
Daewangpangyo-ro, Korea Bio Park, Bldg B,
Bundang-gu, Seongnam-si, Gyeonggi-do 463-
400, Korea, business registration number: 506-81-
31989 which is the producers of the Study Drug,
being represented within the European Union by
Clinical Technology Centre (International)
Limited, Granta Park, Great Abington,
Cambridge, Cambridgeshire CB21 6GQ, United
Kingdom, company ID: 02047117 (further
individually and collectively, the “Sponsor”)
(Power of Attorney from Sponsor to PPD forms
Appendix no. 3) pursuant to Protocol GX-H9-
002: A RANDOMIZED, ACTIVE-
CONTROLLED, MULTIPLE-DOSE, OPEN-
LABEL STUDY TO EVALUATE THE
SAFETY, TOLERABILITY, AND EFFICACY

OF THE LONG-ACTING ANTIBODY-
FUSED RECOMBINANT HUMAN
GROWTH HORMONE (GX-H9) IN ADULT
GROWTH HORMONE DEFICIENCY

(AGHD)", (further, the “Protocol”) which is in
Appendix no. 11 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).
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3)

4)

5)

zaznamovych formuldrov ucastnika klinického
skusania (tzv. e-CRF).

Zdravotnicke zariadenie vyhlasuje, Ze ono samo
a skusajlci disponuju sktisenost'ami,
schopnostami, primeranym poctom subjektov
skisania (pacientov), ktorym poskytuji zdravotnu
starostlivost, ako aj prostriedkami, ktorymi sa,
okrem iného, mysli personal a vybavenie potrebné
na presné, ucinné arychle, profesiondlne
a kompetentné vykondvanie klinického sktiSania
aze tieto prostriedky vzdy vyuzije tak, aby
klinické  skaSanie  vykondvalo  uvedenym
sposobom.

Skusajici vyhlasuje, Ze nie je zamestnancom
alebo zastupcom PPD.

Pokial' by sa medzi podmienakmi stanovenymi
v protokole a v tejto zmluve vyskytla akakolvek
nezrovnalost’ alebo konflikt, rozhodujicimi vo
vztahu k zidkonnym povinnostiam zmluvnych
stran  budi  podmienky  tejto  zmluvy
arozhodujicimi  vo vztahu k vykonavaniu
klinického skusania budi podmienky protokolu.

II.
Zadatie Kklinického skiSania

Klinické skuganie sa za¢ne na zdklade povolenia
Statneho tGstavu pre kontrolu liediv a sihlasného
stanoviska prislusnej lokalnej a multicentrickej
etickej komisie (d'alej spolo¢ne len ,eticka
komisia™).

Képie rozhodnutia a suhlasného  stanoviska
vzmysle ods. 1 sa budd archivovat v
zdravotnickom  zariadeni, ato uskuSajuceho
v dokumentacii o vykonévani klinického
skugania. Kapie rozhodnuti tvoria prilohu €. 5.

1.

Miesto a doba vykonavania klinického skuSania

1)

a pracovisko klinického skiSania

Klinické skuSanie sa bude vykonavat na V.
internej klinike LFUK a UNB, Nemocnica
Ruzinov, zdravotnickeho zariadenia, adresa:
Ruzinovska 6, 826 06 Bratislava, Slovenska
republika (d'alej len .pracovisko Kklinického
skuSania”), ako hlavny skusajuci ju povedie
skuajuci a d’alsi povereni zamestnanci (dalej len
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The Medical Facility declares that it, and the
Investigator, have the experience, capability,
adequate number of Study subjects in care and
resources including, but not limited to, personnel
and equipment to accurately, efficiently 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
terms contained in the Protocol and this
Agreement, the terms of the Agreement shall
govern and control with regards to legal
obligations of the parties and the Protocol shall
govern and control with regards to the conduct of
the Clinical Study.

11
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 and multi-center ethical committee (further
collectively, the “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. Copies of the decisions are contained in
Appendix no. 5.

111,

Place and term of conducting the Clinical Study

1)

and the Study Site

The Clinical Study shall be conducted at V.
internal clinic of LFUK and UNB, Hospital
Ruzinov of the Medical Facility, address
Ruzinovska 6, 826 06 Bratislava, Slovak Republic
(further, the =Study Site”), headed by the
Investigator as the Principal Investigator and other
authorized employees (further, the “Study Team
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3)

4)

5)

6)

..Clenovia timu klinického skisania®).

Zmeny  pracoviska klinického  skuaSania
amenovanie alebo  doplnenie  poverenych
zamestnancov mozno vykonat len po dohode
medzi  PPD,  zdravotnickym  zariadenim
a skisajucim. Pisomné vyhotovenie takejto
dohody sa musi zaevidovat' v dokumenticii o
vykonavani klinického sktsania.

Klinické skuSanie sa na pracovisku klinického
skudania nezacne pred zaciatkom platnosti tejto
zmluvy apokial nebudd splnené  dalSie
podmienky vyzadované prislusSnymi pravnymi
predpismi. Vyber subjektov skusania pre klinické
skusanie sa zacne v priebehu aprila 2015.
Vykonanie celého klinického skaSania je
naplanované na obdobie od aprila 2015 do 30.
juna 2016. Dobu vykonévania klinického
skugania moZno v jeho priebehu predizit alebo

skratit’, PPD bude zdravotnicke zariadenie a
skusajiceho informovat o vietkych zmendach,
ktoré by sa tykali predpokladanej doby

vykonavania klinického skuSania. Zmeny doby
vykonavania klinického ski8ania buda vyzadovat
dodatok k tejto zmluve.

S lie¢bou ziadneho pacienta sa nezatne skor, nez
bude zaobstarany sthlas vsetkych relevantnych

etickych komisii avSetky dalSie povolenia
potrebné na vykondvanie tohto klinického
skusania.

Pokial' by v priebehu klinického skt3ania zacalo
byt zjavné, ze klinické skusanie nebude
dokonc¢ené vtermine, je skusajici povinny
okamzite o tom informovat’ PPD.

Laboratérne vysetrenia vyzadované protokolom
budu vykondvané v nasledujtcich laboratériach:
Medirex, a.s., Holubyho 35, 902 01 Pezinok,
Slovenskd republika a HPL spol. s.r.o., Istrijska
20, 841 07 Bratislava, Slovenska republika. PPD
sa zavizuje, Ze vykonavanie laboratornych
vysetreni ku klinickému skuSaniu si zabezpeci
osobitnou zmluvou s prislusnymi laboratoriami.

7) Radiologické vySetrenia vyZzadované protokolom

budu vykonavané v Dr. MAGNET s.ro., so
sidlom na Novozamocka cesta 2, 945 0l
Komamo, Slovenska republika, so sidlom
prevadzkarne na Ruzinovska 6. 826 06 Bratislava,
Slovenska republika (,radiologia™). PPD sa
zavizuje, Ze vykonavanie radiologickych
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Member/s”).

Changes to the Study Site and appointment or
addition of authorized employees can be made
only after Agreement between PPD, the Medical
Facility and the Investigator is obtained. 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
April 2015. The entire Clinical Study is planned
to be conducted from April 2015 to 30th June
2016. 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.

No patient treatments will be initiated prior to
receipt of approval of all relevant Ethics
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.

6) Laboratory procedures as required by Protocol will

be performed at following laboratories: Medirex,
a.s., Holubyho 35, 902 01 Pezinok, Slovak
Republic, and HPL spol. s.r.o., Istrijska 20, 841
07 Bratislava, Slovak Republic. PPD untertakes
to execute separate agreements on providing
laboratory services with applicable laboratories.

7) Radiology procedures as required by Protocol will

be performed Dr. MAGNET s.r.o. with principal
place of business at Novozamocka cesta 2, 945
01 Komarno, Slovak Republic, with branch
address at Ruzinovska 6, 826 06 Bratislava,
Slovak Republic (“Radiology”). PPD untertakes
to execute separate agreement on providing
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vySetreni ku klinickému skdSaniu si zabezpeci
osobitnou zmluvou s radiologiou.

V.

Zikladné podmienky vykonavania klinického

skisania

Pocas vykondvania klinického skuSania je
skasajuci povinny dodrziavat vietky prévne
predpisy, najmi Zakon ¢. 362/2011 Z.z. o liekoch
a zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov v zneni neskorsich
predpisov, Zakon ¢&. 576/2004 Z.z. o zdravotnej
starostlivosti, sluzbach stivisiacich s
poskytovanim zdravotnej starostlivosti a o zmene
a doplneni niektorych zikonov v zneni
neskorsich predpisov, Vyhlasku ¢. 433/2011 Z.z.
ktorou sa ustanovuju podrobnosti o poziadavkach
na pracovisko, na ktorom sa vykonava klinické
skuganie, o nalezitostiach Ziadosti o jeho
schvélenie, Ziadosti o stanovisko k etike
klinického skuSania a naleZitostiach tohto
stanoviska, a konat' v sulade s posktynutymi
informaciami  avsilade so  zdkladnymi
podmienkami a zasadami ustanovenymi:

a) v protokole klinického skuSania vydanom
zadavatelom a v prisnom sulade
s poziadavkami v3etkych relevantych etickych
komisii. Pokial' by neslo o eliminovanie
bezprostredného ohrozenia subjektov
skusania, protokol moZno zmenit len na
zdaklade pisomného suhlasu  zaddvatela
a vietkych zmluvnych stran s upovedomenim
Statneho ustavu pre kontrolu liegiv [alebo po
schvaleni zo strany Stitneho Ustavu pre
kontrolu lie¢iv] a so sthlasnym stanoviskom
etickej komisie. Sku3ajlci sa zaviizuje, Ze na
potvrdenie  jeho sthlasu s dodrziavanim
protokolu odovzda PPD Podpisovii stranu
protokolu.

b) v pokynoch zadavatel'a s nazvom BroZiira
skusajiiceho, ktoré obsahuju vietky doposial
zname informécie o skifanom lieCive a jeho
vlastnostiach. Zadavatel dodd tento
dokument na pracovisko klinického skisania
atento sa pripoji k dokumentdcii o
vykonavani klinického skasania: a

c) vpripadoch, kde sa takéto povolenie
vyzaduje, v povoleni vykonavat' klinické
skasanie vydanom Statnym Gstavom pre
kontrolu lie¢iv av sihlasnom stanovisku
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radiology services with radiology.

V.

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., 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 opinion in accordance
with the information provided, and principles
provided by:

a) the Protocol of the Clinical Study issued by
the Sponsor 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 Study Subjects. The
Investigator agrees, as an evidence of his
consent to follow the Protocol Profocol
Signature Page.

b) the Sponsor’s instruction titled Imvestigator
brochure which contains all presently known
information about the Study Drug and its
qualities . The Sponsor shall deliver this
document to the Study Site and it shall be
attached to the documentation about the
conduct of the Clinical 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
the concurring opinion of the Ethics
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etickej komisie, ako je to uvedené v ¢l. 1L
tejto zmluvy.

2) Zmluvné strany vyhlasuju, Ze budd konat v sulade

3)

4)

3)

6)

so zakonom ¢&. 211/2000 Z.z o slobodnom
pristupe K informdcidm a o zmene a doplneni
niektorych zékonov (zdkon o slobode informacii)

vzneni neskorSich  predpisov.  Pracovisko
klinického skusania sthlasi, Ze bude konat
vsulade so vSetkymi pravnymi predpismi

a ohlasovacimi  povinnostami
zo zakona €. 211/2000.

vyplyvajtcimi

Klinické skuanie sa bude vykonédvat v sulade
setickymi normami  Slovenskej lekérskej
spolocnosti, podla spravnej klinickej praxe,
v stilade s podmienkami stanovenymi Helsinskou
deklardciou  Svetovej  lekéarskej  asocidcie
a v stlade so Smernicou o spravnej klinickej praxi

prijatou  Medzinarodnou  konferenciou o
harmonizicii  technickych  poZiadaviek na
registraciu ~ farmaceutickych ~ vyrobkov  na

humanne pouzitie (d’alej len ,Smernice ICH
GCP*), americkym zidkonom o zahrani¢nych
korupénych  praktikdch, britskym zakonom
o tplatkdrstve a d'al§imi vieobecne uznidvanymi
prislu§nymi dokumentmi

Dokumenty uvedené v ods. 1 (a) a (b) su déverné
a informécie o ich obsahu moZno poskytovat len
zamestnancom pracoviska klinického skusania
poverenym alebo menovanym v zmysle ¢l 111,
ods. | tejto zmluvy a institiciam uvedenym v ¢l.
V1.

Skusajici sa dalej zavizuje, e PPD odovzda
riadne vyplnené a podpisané tlativo FDA 1572,
pokial’ to zadavatel’ bude pozadovat'.

Musi sa udrziavat’ primerana evidencia o
klinickom skugani, ato vritane, okrem iného,
evidencie tykajucej sa identifikicie subjektov
skudania, klinickych pozorovani, laboratornych
skusok a predpisovania a vydaja liekov, pricom
vietky tieto evidencie musia byt dostato¢né na to,
aby skosajucemu a zdravotnickemu zariadeniu

umoziiovali  poskytovat’ zadavatelovi uplné
apresné informacie o vietkych  aspektoch
a vysledkoch klinického skisania. PPD a/alebo

zadavatel' su opravneni evidenciu kontroloval
a vykonavat jej audit (a to vratane, okrem iného,
evidencie tykajicej sa identifikicie subjektov
skuSania, klinickych pozorovani, laboratornych
skuSok a predpisovania a vydaja liekov)
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Committee as specified in art. 1. of the
Agreement.

All parties declare to comply with Act no
211/2000 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.

The Clinical Study shall be conducted in
accordance with the ethical standards of the
Slovak Medical Association, good clinical
practices, conditions under the World Medical
Association’s Declaration of Helsinki and the
Guideline for Good Clinical Practices 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 1977 and the UK Bribery Act 2010.
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. VI.

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 including, without
limitation, records relating to Study 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
Study 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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a kontrolovat d’aldie informécie tykajuce sa
klinického skugania, pricom o takejto kontrole
dajii v primeranom ¢ase avizo.

7) Skusané liecivo bude sa dodavat’ do nemocnicnej
lekdrne zdravotnickeho zariadenia (dalej len
Llekdren™). Lekareri  poveri  primerane
kvalifikovaného zamestnanca, aby konal ako
povereny farmaceut, ktory bude zabezpeovat
spravne zaobchadzanie so skuSanym lie¢ivom
a vietkou suvisiacou medikéaciou pouzitou v ramci
klinického skuania (vratane placeba) v sulade
s protokolom, spravnou klinickou praxou a
Vyhlagkou ¢. 433/2011 Z.z. PPD je povinny na
vlastné naklady vykonat zaskolenie povereného
zamestnanca lekarne zdravotnickeho zariadenia.

8) Skusajlci sa zavdzuje, Zze bude pre zadivatela
zaobstardvat'  komunikdciu so  zdravotnymi
poistoviiami podl'a Zdkona €. 362/2011 Z.z.

9) Zdravotnicke zariadenie je povinné zabezpecit, aby
skusajuci v stlade s para. 44 pismeno o) zakona
& 362/2011  Z.z. nahlasil zdravotnym
poistovniam zaradenie jednotlivych subjektov
skasania prebiehajiceho klinického skusania na
danom pracovisku klinického skuSania bez
zbyto¢ného odkladu.

10) Skusajuci je povinny zabezpecit, od kazdého
subjektu skuzania suhlas s nahlasovanim svojich
osobnych udajov zdravotnej poistovni.

1) A% pripade, ak zdravotnicke
zariadenie porusi niektori zo svojich povinnos
ti uvedenych v tejto zmluve, alebo ak skusajuci
nesplni  niektori zo  svojich  povinnosti
podl'a tejto zmluvy riadne a véas, zdravotnicke
zariadenie zodpoveda v plnom rozsahu za Skodu
vzniknutu zadavatel'ovi porudenim
ktorejkol'vek z  uvedenych povinnosti
zdravotnickeho zariadenia a/alebo sktsajtceho.

12) Pocas klinického skasania bude nutna
hospitalizacia v pocte troch (3) dni na jeden
subjekt skuasania. Zadavatel / PPD uhradi
zdravotnickemu zariadeniu vykalkulovani cenu
podla prilohy ¢.1

13) Zmluvné strany sa zavizuju, Ze ak budd
odoberané vzorky biologického materidlu, tieto
bude mozné pouzit vylucne len na ucely
klinického skusania a len pocas tohto klinického
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The Study Drug will be delivered to institutional
pharmacy of the Medical Facility (further the
“Pharmacy”). The Pharmacy will authorize an
employee appropriately qualified to act as the
delegated pharmacist to secure proper handling of
the Study Drug and any related medication used in
the Clinical Study (including placebo), in
accordance  with  the  Protocol, Good
Pharmaceutical Practice and Decree no. 433/2011
Coll . PPD shall train Medical Facility s delegated
pharmacist on its own expense.

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 o) 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 Investigator 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 fulfill 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.

12) The hospitalisation of three (3) days per one

Study Subject is necessary for the performance of
the Clinical Study. Sponsor / PPD shall reimburse
Medical Facility in accordance with Appendix no.
I

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.

7122



skt8ania.

14) Zmluvné strany sa zavizuju, Ze klinické skuSanie
bude vykonavané vsilade so ziékonom .
122/2013 Z.z. oochrane osobnych udajov
v zneni neskorsich predpisov.

V.
Vyber skiaSobnych subjektov skiifania pre klinické
skiSanie a informovany siihlas

1) Nabor subjektov skusania do klinického sku3ania
je kompetitivny.

2) Subjekty skusania moézu byt do klinického
skiania zaradenf len:

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

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

3) Pri spisovani, vyZadovani a vypliani
informovaného suhlasu musia PPD, skuSajici a
zdravotnicke =zariadenie dodrziavat' prislusné
pravne predpisy a odporucania uvedené najmi
v &L TV. tejto zmluvy.

4) Skusajici si takyto dokument ponechd v zmysle
predpisov azasad zdravotnickeho zariadenia
ajeho kopiu na poZziadanie posle zadivatelovi.
Do klinického skuiSania nemozno zapisat' ziaden
subjekt skusania, pokial’ sa nezaobstaral takyto
informovany suhlas.

5) Pokial' skuajuci v priebehu klinického skiSania
zisti, ze subjekt skusania zaradeny do klinického
skugania nespina jeho kritérid, je povinny
v zmysle protokolu takyto subjekt sku3ania z
klinického skusania vylucit a bezodkladne o tom
informovat’ PPD alebo, vo vynimo¢nom pripade
a po dohode s PPD, moze tento subjekt skusania
v sulade s touto zmluvou a vynimkou v klinickom
skusani ponechat’.

6) Skusajici, zdravotnicke zariadenie a PPD maju v
zmysle prislusnych pravnych predpisov povinnost’
v priecbehu  klinického skusania apo jeho
dokonceni zabezpecit' ochranu osobnych udajov
subjektov zaradenych do klinického skuSania
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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 Study Subjects in the Clinical

2)

3)

4)

6)

Study is competitive.

The Study 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

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

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 Study Subject included in
the Clinical Study does not meet its criteria,
he/she shall, in accordance with the Protocol,
remove the Study Subject from the Clinical Study
and immediately inform PPD or, as an exception,
after Agreement with PPD, leave the Study
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 personal situation of the
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a informécii o ich osobnej situdcii.

VI.

Monitorovanie a Kontrola vykondvania Klinického

1)

1)

skiSania

Vykondvanie klinického skusania budt v stilade s
pravnymi predpismi a odporicaniami uvedenymi
najmi v ¢l. IV, ods. | tejto zmluvy kontrolovat
a monitorovat’ povereni zamestnanci PPD alebo
zaddvatel'a, ktorym zdravotnicke zariadenie a
skusajtici umozni pristup k vSetkym informaciam
ziskanym v ramci klinického  skusania
a k vietkym vysledkom laboratéornych skusok,
vySetreni ak dal$im zdznamom o subjektoch
zaradenych do klinického sku3ania.

Vykondvanie a vysledky klinického skusania
mozu kontrolovat’ aj auditori PPD a zadavatel'a;
tym nie je dotknuté pravo kontroly zo strany
prislusnych  organov  Slovenskej  republiky
a zahrani¢nych in§pekénych uradov.
Zdravotnicke zariadenie a skuSajtlici sa zavizuji
vy88ie uvedenym auditorom poskytnutf vsetky
klinické udaje zapisané vo formularoch CRF/e-
CRF, ako aj d'alsie relevantné informacie, medzi
nimi tiez informdcie ziskané ako vysledky
vykonavaného klinického skusania.

V pripade, Ze zdravotnicke zariadenie alebo
skusajici dostane oznamenie o tom, Ze pracovisko
klinického skusania bude podrobené vySetrovaniu
alebo auditu zo strany ktoréhokolvek vladneho
orgénu alebo kontrolného tradu, ta zo zmluvnych
stran, ktora takéto oznamenie dostane, je povinna
bezokladne informovat PPD.  V pripade, Ze
ktordakol'vek zo zmluvnych stran nedostane
o takomto vyS3etrovani alebo audite predbezné
oznamenie, je takato zmluvna strana povinnd PPD
upovedomit’ pri prvej moznej prilezitosti.

Kazdy subjekt klinického skusania musi byt
pouceny vzmysle ¢l. V., ods. 2 tejto zmluvy
a taktiez informovany otom, Ze udaje onom
ziskané v priebehu klinického skdSania m6zu byt
pouzité na ucely kontroly a predloZené prisluSnym
kontrolnym organom.

VIL.
DalSie ustanovenia
PPD poskytne zdravotnickemu  zariadeniu
a skusajucemu  vSetky  materidly  (vratane

skaganého lie¢iva, poskytnutého vybavenia atd’.)
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Study Subjects included in the Clinical Study.

VL

Monitoring and inspection of the conduct of the

D

2)

3)

4)

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 or Sponsor’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
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/e-CRF 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 investigation 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 investigation or
audit, the party shall notify PPD at the first
available opportunity.

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.

VIL
Other provisions

PPD shall provide the Medical Facility and the
Investigator with all materials (including Study
Drug, provided equipment, etc.) specified by the
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3)

4)

5)

6)

Specifikované v protokole, ktoré je potrebné na
vykondvanie klinického ski3ania, ato tak, aby
bolo mozné dodrzat’ dobu klinického sku3ania
stanoveni v ¢l. 11, tejto zmluvy a vyluéne na
naklady zadavatel'a.

Pracovisko  klinického skaania a skudajuici
pouZiju skusané lie¢ivo a ostatny materidl, ktory
im poskytne PPD a ktorého 3$pecifikdcie sa
uvadzaju v protokole (¢l. IV., ods. 1 (a) tejto
zmluvy), len na vykonévanie klinického skusania.
Vsetky materidly na tcely klinického skusania
ktoré pracovisko klinického skuSania a skusajtici
vramci klinického skaSania nepouZiju, vratia
spolo¢nosti PPD.

Skisané lie¢Givo moézu podavat' len povereni
zamestnaci  zdravotnickeho  zariadenia pod
dohl'adom a kontrolou skiisajiceho, ato len za
ucelom vykonavanie klinického skusania. Okrem
pripadov  3pecificky uvedenych v protokole
nemoéze byt skusané lie¢ivo premiestiiované k
Ziadnej trete] strane a moZno ho pouzif len
v stlade s protokolom.

Skusajuci a zdravotnicke zariadenie sa zavdzuju,
ze vietku dokumentéciu o vykondvani klinického
skiSania a dokumentaciu tykajicu sa subjektov
sktgania zachovaju po dobu pitnast’ (15) rokov
odo dia dokoncenia klinického skiusania. Pokial
sa akékol'vek zdrojové udaje za ucCelom
overovania zdrojovych udajov uchovéivaji len
v pocitacovych suboroch, skdsajuci sa zavizuje
vyhotovit' vytlacok vietkych tidajov tykajucich sa
subjektov skusania, ktoré su pre klinické skuidanie
relevantné. Tieto vytlacky budi datované,
podpisané skusajicim ariadne archivované ako
zdrojové dokumenty.

Zadavatel’ bude opravneny ponechat’ si originaly
vietkych formularov CRF alebo elektronickych e-

CRF, ktoré¢ sa stand majetkom zadévatela.
Originaly ~ vsetkych  ostatnych  ziznamov
a materialov  bude archivovat zdravotnicke

zariadenie atieto bud uchovavané v silade so
vietkymi  prisluSnymi  zakonmi  a predpismi.
Zadavatel' dostane na poziadanie kopie tychto
materidlov.

Zdravotnicke zariadenie a skiSajuci sa zavizujq,
ze pokial’ bude na vykondvanie analyz pre ucely
klinického skusania pouzité akékol'vek externé
laboratérium, postarajii sa o to, ze toto
laboratérium bude na vykon takejto prace
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Protocol, which are necessary to conduct the
Clinical Study, so that the term of the Clinical
Study provided in art. 11I. 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.

The Investigator and the Medical Facility agree to
preserve all documentation about the conduct of
the Clinical Study and documentation related to
the Study Subjects for fifteen (15) 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 Study 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
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kvalifikované ~ vzmysle  zisad spravnej
laboratérnej a klinickej praxe.  Kvalifikacia
externého laboratéria musi byt preukdzana
prislusnym  certifikitom  vydanym  tomuto
laboratériu  na vykondvanie takychto analyz.
Okrem toho, zdravotnicke zariadenie a skugajuci
sa zavizuji zabezpelit, Ze toto externé
laboratérium bude viazané takou istou zmluvou
o mlCanlivosti, akd sa vztahuje aj na zmluvné
strany.

7) Skusajici a zdravotnicke zariadenie sa zavizuju,
Ze nazov alebo produkty PPD alebo zadavatela
suvisiace s klinickym sku$anim nepouZiji na
ucely  propagicie  alebo  reklamy  bez
prechadzajiceho sthlasu PPD alebo zadavatela.

8) PPD sa zavizuje, Ze nezverejni meno skusajticeho
spojencho s tymto klinickym ska$anim inak nez
sposobom uvedenym v &ldnku X., ods. 4 tejto
zmluvy.

9) Skusajuci a ¢len(ovia) timu klinického skusania st
na  poziadanie = PPD/zadavatefa  povinni
zucastiiovat’ sa vietkych $koleni timu klinického
skudania  zabezpetovanych na  pracovisku
klinického sku3ania i mimo neho. Vsetky naklady
na Skolenia tykajtice sa klinického skuSania hradi
PPD/zadavatel’.

VIII.
Neziaduce udalosti v priebehu klinického skii$ania

1) Skuasajici bezodkladne telefonicky, faxom alebo
elektronickou postou upovedomi PPD o vietkych
zavaznych neziaducich udalostiach a v3etkych
neocakdvanych zavaznych neziaducich uéinkoch,
ku ktorym doslo pocas klinického skusania.
Podl'a § 44 Zikona & 362/2011 Z.z. v zneni
neskorSich predpisov je skusajuci tiez povinny
informovat’ zdravotné poistovne.

2) Neziaduce udalosti, zdvazné neziadtice udalosti,
neziaduce U¢inky. zavazné neziadice uéinky ako
a] neoCakdvané zavazné neziaduce Ucinky st
definované v § 40 a § 41 Zakona €. 362/2011 Z.z.
v zneni neskorSich predpisov a skdasajici ich
podla vyssie uvedeného zdkona a podla Smernic
ICH GCP ma evidovat' a hlasit’.

1X.
Poistenie a od§kodnenie

1) Zadavatel, vsilade s § 43 Zakona ¢. 362/2011
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good laboratory and clinical practices. 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.

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.

9) The Investigator and Study Team Member(s) are

required to attend any training of the Study Team
provided at Study Site and outside upon
PPD/Sponsor’s request. All costs for the training
related to the Clinical Study are paid by
PPD/Sponsor

VIIIL.

Adverse events in the course of the Clinical Study

)

2)

1

The Investigator shall, without delay, inform PPD
by telephone, fax or electronic mail of any serious
adverse events 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 as amended.

Adverse events, serious adverse events, adverse
drug reactions, 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
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2)

3)

Z.z. v zneni neskorsich predpisov, zabezpecil na
celi dobu trvania klinického skuSania povinné
poistenie zodpovednosti pre skusajuceho a
zdravotnicke  zariadenie  a zadavatela; toto
poistenie pokryva tiez odSkodnenie v pripade
umrtia alebo v pripade ujmy na zdravi subjektov
skugania v doésledku vykondvania klinického
sku3ania. Kopia potvrdenia o poisteni
(osvedcenia o poisteni) subjektov skuSania tvori
prilohu €. 4 k tejto zmluve.

Poistenie uvedené vods. 1) sa nevztahuje na
pripady, ked” subjekt skuSania bol do klinického
skiSania zaradeny bez toho, aby sa zaobstaral jeho
informovany suhlas alebo ak k ujme subjektu
skusania doslo v désledku nedbalosti skiSajiceho
alebo iného pracovnika pracoviska klinického
skusania alebo v désledku porudenia protokolu
alebo nedodrzania pokynov, ktoré pracovisko
klinického skusania dostalo od PPD alebo od
zadéavatela.

Zdravotnicke zariadenie vyhlasuje, Ze ma
vzmysle § 79, ods. 1, pism. s) Zikona ¢.
578/2004 Z.z. o poskytovateloch zdravotnej
starostlivosti,  zdravotnickych  pracovnikoch,
stavovskych organiziciach v zdravotnictve a o
zmene a doplneni niektorych zikonov v zneni
neskorSich  predpisov  uzavreté  poistenie
zodpovednosti, ktora by mu pri poskytovani
zdravotnej starostlivosti mohla vzniknit.  Toto
poistenie je vsulade s prislusnymi zikonmi
a nezahriiuje poistenie zodpovednosti vo vztahu k
vykondvaniu klinického skisania. Podla § 79,
ods. 1, pism. s) Zdkona ¢. 578/2004 Z.z. musi byt
toto poistenie platné po celd dobu, po ktoru
zdravotnicke zariadenie poskytuje zdravotnu
starostlivost’.

4) Skusajuci a zdravotnicke zariadenie sa zavizuju, Ze

5)

B

budu PPD a zadavatela pisomne informovat
o kazdom pripade reklamacie vad skuSaného
lie¢iva alebo inych produktov pouzitych v ramci
klinického skusania a poskytnutych zadavatel'om
alebo spolo¢nostou PPD.

Zmluvné strany sa zavizuja, ze buda pri rieSeni
situacii  opisanych vtomto Clanku IX. tejto

zmluvy plne spolupracovat.

X.
Ochrana dévernych informacii

Vyraz ,déverné informicie” pre ucely tejto
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No. 362/2011 Coll. as amended, has arranged
liability insurance for the Investigator and
Medical Facility 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 Study Subjects as
result of conducting the Clinical Study is also
covered. A copy of confirmation about the
insurance (insurance certificate) of the Study
Subjects forms Appendix no. 4 to this Agreement.

The insurance in par. 1) does not apply in cases
where a Study Subject was included without
obtaining informed consent or where a Study
Subject was injured due to negligence of the
Investigator or another member of the Study Site,
or violation of the Protocol or instructions given
to the Study Site by PPD or Sponsor.

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

4) The Investigator and the Medical Facility agree to

5)

1

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 1X. hereof.

. %
Protection of confidential information
“Confidential Information™ for purposes of this
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2)

3)

4)

6)

zmluvy  znamena  akékol'vek  informdcie
poskytnuté spolo¢nostou PPD a zadavatel'om
a tykajuce sa klinického skusania alebo jeho
dokumentacie; tym sa myslia najmé informécie
o Strukture, zloZeni, ingredienciach, vzorkach,
know-how, technickych postupoch a procesoch,
ako aj d'alsie informécie, a to dokonca aj v tych
pripadoch, ked tieto PPD alebo zadavatel
vyslovne neoznacil ako doverné. Ddverny
charakter chranenych informacii, prava na ich
publikovanie, prava duSevného vlastnictva a prava
na odSkodnenie za pripadné Skody trvaju aj po
dokonéeni klinického skasania.

Dévernymi informédciami nie st informécie, ktoré
sa v case ich odovzdania povazuji za dlhodobo
zname medzi odbornou verejnostou alebo ktoré
uz bol publikované.

Zdravotnicke =zariadenie a skuSajici nemdZu
déverné informdcie spristupnit’ tretim stranam ani
ich pouzit’ na ucel iny nez urcuji pokyny PPD.
Doverné informacie st vyluénym vlastnictvom
PPD azadavatela a zdravotnicke zariadenie a
skuidajtici su povinni ich uchovéavat' v tajnosti na
mieste ur¢enom pre takéto informécie; vynimkou
st pripady, ked’ zdravotnicke zariadenie alebo
skusajuci preukdzu, Ze dané informécie si verejne
dostupné.

Pokial je potrebné déverné informacie spristupnit
z dovodov stanovenych zakonom (vratane, okrem
iného, prikazu alebo poziadavky stdu prislusne;
jurisdikcie, spravneho orgdnu alebo iného organu
Statnej spravy alebo zdravotnej poistovne),
zdravotnicke  zariadenie alebo skuSajuci st
povinni otom bezodkladne informovat PPD.
Zmluvné strany sa zavdzuju, Ze v pripadoch
uréenych ~ zdkonom  doverné  informacie
opravnenym subjektom alebo etickej komisii
a osobam splnomocnenym spoloénostou PPD
zverejnia len v nevyhnutnom rozsahu.

PPD, zdravotnicke zariadenie a skaSajici sa
zavizuju, ze vSetky osoby zucastiujice sa
klinického skiasania a osoby, ktorym sa déverné
informdcie  spristupnia,  budi  informovat
o povinnosti zachovavat' ml¢anlivost v zmysle
tejto zmluvy; takéto osoby st potom viazané
takou istou mlcanlivostou.

Zdravotnicke zariadenie a skusajuci sa zavizuju,
ze po dokonéeni klinického skusania spolocnosti
PPD odovzdaju vsetky materidly, dokumenty
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Agreement means any information provided by
PPD and the Sponsor relating to the Clinical
Study or its documentation; 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
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.

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 or health
insurance company), 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
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2)

3)

4)

a informacie, ktoré od PPD dostali; vynimkou su
pripady stanovené zakonom.

XI
Vlastnictvo, ochrana a publikovanie vysledkov
klinického skiiSania

Vysledky klinického skuSania si  vyluénym
vlastnictvom zadavatel'a. Vsetky patentové
prihlasky tykajice sa vynalezov alebo vylepSeni
existujicich lekarskych postupov, objavenych
v priebehu klinického skidSania alebo na zaklade
jeho vysledkov, sa buda registrovat v mene
zadavatela.

Ani zdravotnicke zariadenie ani skd$ajici nemozu
publikovat'  Ziadne data alebo vysledky
vyplvyvajice z vykonu klinického skuisania bez
vopred udeleného vyslovného stihlasu zadavatela.
Rozhodnutia o publikaénych moZnostiach spadaju
vplnej miere do zodpovednosti zadavatela.
Zdravotnicke zariadenie a skuSajuci sa zavizujq,
7e zverejnenie akychkolvek publikacii alebo
ustnych prezenticii, vritane, a bez obmedzenia,
odbornych rukopisov, vytahov, resumé, plagitov
a vizudlnych diel o priebehu alebo vysledkoch
klinického skisania prediskutuju so zadavatel'om,
a to najmenej Sestdesiat (60) dni pred
zamy§lanym odovzdanim pracovnych verzii
takychto diel.

Okrem toho, zadavatel’ md pravo pozadovat, aby
ktordkol'vek publikdcia alebo prezentécia tykajuca
sa prace vykonanej na zaklade tejto zmluvy
obsahovala ocenenie podpory zadavatela.

Zdravotnicke zariadenie a skuSajuci beri na
vedomie skutocnost’, ze nemézu uverejnit’ Ziaden
odborny rukopis o objavoch alebo o ski$anom
liecive skor, ako =zadavatel poda patentovi
prihlasku, pokial" je, vzhladom na povahu
vysledkov klinického sktsania, taka prihldska
mozna.

XIIL
Cisté trestné registre

Skusajuci vyhlasuje a garantuje, Ze ani jemu ani,
podla jeho najlepsicho vedomia, Ziadnemu
z Clenov skusajuceho timu nebola nikdy zdkazana
¢innost” a ani nebol odstdeny za trestny ¢in, za
ktory by lekarovi mohla byt zakdzani ¢innost
v oblasti mediciny.
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received from PPD, except for cases provided by
law.

XL

Ownership, protection, and publication of Clinical

Y

2)

3)

4)

Study results

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.

Neither the Medical Facility nor the Investigator
shall publish any data or results arising out of the
performance of this Clinical Study without the
prior express approval of. Sponsor 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.

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

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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Skusajuci vyhlasuje, Ze ani on ani Ziaden z Clenov
skusajuceho timu nebol nikdy obvineny,
vySetrovany alebo uznany vinnym v spojitosti s
vykondvanim klinického skuiania.

XIIL
Rielenie sporov a zmierovacie konanie

Zmluvné strany sa dohodli, Ze priavne vztahy
vyplyvajice z tejto zmluvy sa riadia platnym
pravnym poriadkom Slovenskej republiky.

Zmluvné strany sa zavdzuju navzdjom si pri
vykondvani klinického skiisania poméhat’ a vietky
spory alebo nazorové nezhody tykajice sa
pracovnych postupov a metod riesit’ vzajomnym
rokovanim.

Zmluvné strany beri na vedomie a zavizuju sa, 7e
akékolvek spory, ktoré sa nevyriesia spoluprécou
vzmysle ods. 2, spadaji pod studnu pravomoc
stidov Slovenskej republiky.

XIV.
Finan¢né ustanovenia

Zdravotnicke zariadenie a skusajici berd na
vedomie a sthlasia stym, Ze platby za subjekty
skiSania vramci tohto klinického skusania
prijima PPD od zadavatel'a. Preto PPD nebude
povinné zdravotnickemu zariadeniu / skii3ajicemu
platit skor, ako dostane platby za subjekty
skusania od zadavatela. PPD urobi vietko pre to,
aby zaistilo, Ze tieto platby od zadavatela bude
dostavat’ nacas.

Zdravotnicke zariadenie a skGSajici beri na
vedomie skutotnost, Ze spolo¢nost PPD je
v zmysle Zékona o daniach a poplatkoch' povinni
hlésit prislusnému finanéému tradu vietky platby,
ktoré budu vyplatené na zaklade tejto zmluvy.

Platba sa uskuto¢ni podl'a prilohy ¢. 1 k tejto
zmluve.

4) PPD prehlasuje, ze odmena podla prilohy ¢. | tejto

zmluvy predstavuje 100%  vysku odmeny pre
zdravotnicke zariadenie. PPD zaplati dohodnutu
odmenu v 100 % vyske na ucet zdravotnickeho
zariadenia. Dohodnutd odmena nezahriia odmenu
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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.

XIIL.
Dispute resolution and conciliation proceedings

1) The Parties have agreed that the legal
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 in
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) The Medical Facility and Investigator take into
account and agree that PPD receives the payments
for Study Subjects in this Clinical Study from
Sponsor. Thus, PPD will not be obliged to pay to
the Medical Facility / Investigator prior receipt of
the payments for Study Subjects from the
Sponsor. PPD will take all steps to ensure that the
payments will be received from the Sponsor on
time.

2) The Medical Facility and the Investigator take
note of the fact that PPD is required, in
accordance with the act on taxes and fees, to
report to the appropriate Financial Office all
payments, which will be paid on the basis of this
Agreement.

3) Payment will be made as set out in Appendix no.
| hereto.

5) PPD declares that remuneration according to
Appendix no. | represents 100% remuneration
for the Medical Facility. PPD will pay agreed
remuneration in 100% amount to account of
Medical Facility. Agreed remuneration doesn’t
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aClenov timu klinického
skiSania. Spolo¢nost PPD vyhlasuje, Ze so
skudajucim uzatvorila zmluvu o poskytovani
sluzieb tykajtcich sa tohto klinického skusania, na
zaklade ktorej s skusajuci a Clenovia timu
klinického sku3ania za vykonavanie tohto
klinického sku$ania odmeriovani.

pre  ski3ajaceho

XV.
Doba trvania zmluvy

Tdato zmluva sa wuzatvara na dobu trvania
klinického skusania. Koniec klinického skusania
je predpokladany na 30. jun 2016.

V nasledujticich situaciach méze ktorakol'vek zo
zmluvnych stran tato zmluvu zrusit' pisomnou
vypoved'ou s 30-diiovou vypovednou lehotou,
ktord zaCina plynit v defi nasledujiici po dni
dorucenia vypovede zmluvnym strandm:

a) ak ktorakol'vek zo zmluvnych stran nesplni
ktorékol'vek z ustanoveni tejto zmluvy;

b) ak sa vyhlasi, Ze ktordkolvek zo stran tejto
zmluvy sa nachadza v konkurze;

c) ak ktorakol'vek zmluvna strana strati svoje
opravnenie na vykon ¢innosti v danej oblasti;

d) ak sa riziko pre subjekty skiiSania netimerne
Zvysi;

e) ak dojde k zruseniu potrebného opravnenia,
ozndmenia. povolenia alebo spit'vzatiu
sihlasu  potrebného  na  vykondvanie
klinického skuSania, ak sa skonéi jeho
platnost’ a tito nie je primerane pz'edfiené, ak
dojde k pozastaveniu alebo zakazu klinického
skusania alebo ak sa toto nezacne v zdkonnej
lehote odo dnia, v ktorom vzniklo opravnenie;

f) v pripade nedostatoéného tempa zarad'ovania
vhodnych subjektov skisania do klinického
skisania, ktoré ohrozi dohodnuty
harmonogram;

Okrem toho, PPD moze klinicke skiisanie zastavit
alebo prerusit azaroven tito zmluvu zrudit
pisomnou vypovedou stridsat (30) dnovou
vypovednou lehotou, ktora zacina plynat v den
nasledujiuci  po  dni  dorucenia  vypovede
skuSajucemu a  zdravotnickemu  zariadeniu,
z nasledujucich dovodov:
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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

2)

3)

Clinical Study. End of the Clinical Study is
expected at 30th June 2016.

In the following situations any of the Parties may
terminate this Agreement by giving 30 days
written notice, which begins to run on the day
after the notice is delivered to the Parties:

a) if any party fails to fulfil any of the provisions
of this Agreement;

b) if it is declared that any party to this
Agreement is in bankruptcy proceedings:;

c) if any party loses its authorization to practice in
the given field;

d) if the risk for Study Subjects increases
disproportionately:

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
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:
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4)

3)

6)

7

a) ak sa skonéi zmluvny vztah medzi PPD
Development LLC alebo PPD Global Limited
alebo  ktoroukol'vek inou spolo¢nostou
skupiny PPD Group — podla toho, ktora
z tychto spolo¢nosti zmluvu so zadavatel'om
uzatvorila, a zadavatel'om;

b) ak bol uz celkovy pocet oséb zaradenych do

klinického skuSania dosiahnuty, aviak pocet

os6b zaradenych pracoviskom klinického
skusania eSte splneny nebol; alebo

ak bola skusajiicemu zakazana ¢innost alebo
bol  diskvalifikovany  podfa  Zdkona
o presadzovani generickych lie¢iv z roku
1992 a skasajuci je zapisany na ,Ciernu
listinu* vedenu FDA, alebo

d) kedykol'vek bez udania dévodu bez naroku
na nahradu Skody alebo sankcie po dohode so
zadavatel'om

Zmluvné strany moézu tito zmluvu zrudit
pisomnou vypoved'ou kedykol'vek.

Thned’ po prijati vypovede zdravotnicke zariadenie
a skusajlci zastavia prijimanie subjektov skuc¢ania
do klinického ska%ania; v miere prijatelnej
z lekarskeho hladiska ukongia vykonavanie
procedir u subjektov skusania, ktoré uz boli do
Studie zaradené, a v maximélnej moZnej miere sa
zdrZia vytvarania d'alSich nakladov a vydavkov.

Bez ohl'adu na cokol'vek tu uvedené v opacnom
zmysle, pokial' by pocas doby trvania tejto
zmluvy PPD alebo zadédvatel ziskali informéciu,
ktord by vyvoldvala pochybnosti o bezpecnosti
alebo  uc¢innosti  skuaného lie¢iva alebo
suvisiaceho produktu, alebo ak skusané liecivo
schvili FDA, dojednaju zmluvné strany v dobrej
viere zmenu tejto zmluvy tak, Ze (i) sa zniZi pocet
subjektov skusania, (ii) sa ukon¢i klinické
skusanie a/alebo (iii) sa upravia ktorékol'vek
d’alsie relevantné ustanovenia tejto zmluvy

Thned” po dokonéeni klinického skusania alebo po
jeho  predcasnom  ukonceni  zdravotnicke
zariadenie a/alebo skuSajuci vypracuju a odosla
spolo¢nosti PPD zdvere¢ni spravu obsahujiicu
vietky relevantné informdcie o studii, ako si tieto
charakterizované v protokole, medzi nimi tiez
vietky udaje a vysledky klinického skusania.
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a) if the contractual relationship between PPD
Development LLC 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;

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

c) if the Investigator is debarred or disqualified
under the Generic Drug Enforcement Act of
1992 and is added to the “Black Ilist”
maintained by FDA; or

d) at any time for any reason without liquidated
damage or penalty after agreement with

Sponsor.

The Parties may terminate this Agreement by
written notice at any time.

Immediately upon receipt of a notice of
termination, the Medical Facility and the
Investigator shall cease entering Study Subjects
into the Clinical Study; cease conducting
procedures to the extent medically permissible on
subjects already entered into the Clinical Study,
and refrain from incurring additional costs and
expenses to the extent possible.

Notwithstanding anything herein to the contrary,
if 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 provisions 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
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9)

2)

Okrem toho vratia PPD a zadavatelovi vsetky
informacie, ktorych su tito vlastnikmi a ktoré si
takto definované v tejto zmluve.

Ihned’ po dokonéeni klinického skiisania alebo po
jeho pred¢asnom ukonceni bude vietko nepouzité
skusané liecivo, zmesi, zariadenia a materialy
suvisiace s klinickym skusanim, ktoré boli
zdravotnickemu zariadeniu a/alebo skuSajicemu
dodané zadavatel'om alebo spolo¢nostou PPD
alebo v ich mene, vratené spolo¢nosti PPD.

Skusajici je povinny oznamit ukonéenie
klinického ~skiSania na referit pre spravu
klinickych ~ $tidii  zdravotnickeho zariadenia

najneskor do piitndst’ (15) dni odo diia ukonéenia
klinického sktigania.

XVI. Etické spravanie

Zdravotnicke zariadenie a skuSajuci sa zavizuju,
Zze nebudl, ¢ uz priamo alebo nepriamo,
prostrednictvom  akejkol'vek  tretej  strany
poskytovat, ponukat alebo slubovat Zziadnu
platbu, dar alebo inti cennti vec Ziadnej osobe, aby
takuto osobu nepatri¢ne ovplyvnili alebo aby tato

osoba bola zdravotnickemu zariadeniu,
skuSajicemu, spolo¢nosti PPD alebo zaddvatelovi
napomocna pri ziskavani necestného
zvyhodnenia.

Zdravotnicke zariadenie a sku3ajici sa zavizuju,
Ze nebudd ¢i uz priamo alebo nepriamo,
prostrednictvom  akejkol'vek  tretej  strany
prijimat, schvalovat, ziskavat ¢&i pozadovat
Ziadnu platbu, dar alebo int cennt vec od Ziadnej
osoby, ktora im bude pontknutd alebo dana ako
odmena za nepatricné ovplyvnenie alebo so
zamerom nepatri¢ného ovplyvnenia
zdravotnickeho zariadenia, skusajuiceho,
spoloénosti PPD alebo zadavatela.

XVIL
Zavereéné ustanovenia

Kazdd zo zmluvnych stran berie na vedomie, Ze
kazdé porusenie  vyhlaseni alebo  zaruk
kedykol'vek pocas platnosti tejto  zmluvy
predstavuje v kazdom pripade porudenie tejto
zmluvy so vietkymi dosledkami zakotvenymi v

slovenskom pravnom poriadku pre pripad
nedodrzania  zdviizkov  vyplyvajucich  z tejto
zmluvy.  Nedodrzanie vyhldsenia alebo zaruky

znamena, Ze dané vyhlasenie alebo zaruka nie je
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Information, as defined herein, to its respective
owner.

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.

9) Investigator is obliged to inform the Department of

2)

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

XVI. Ethical Conduct

Medical Facility and Investigator undertake that
Institution and 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 Institution, Investigator, PPD or
the Sponsor in obtaining an improper advantage.

Medical Facility and Investigator undertake that
Medical Facility and Investigator shall not,
directly or indirectly through any third party,
accept, agree or 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 Institution, Investigator,
PPD or the Sponsor.

XVL
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.
18/22
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pravdivé/a, iplné/a alebo spravne/a.

2) Vztahy, ktoré neupravuje tito zmluva, sa riadia
Zakonom ¢&. 513/1991 Z.z. (Obchodny zékonnik)
v jeho platnom zneni, Zakonom &. 362/2011 Z.z. o
liekoch a zdravotnickych poméckach a o zmene a
doplneni niektorych zikonov v zneni neskorsich
predpisov a Vyhlaskou ¢&. 433/2011 Z.z. ktorou sa
ustanovuju  podrobnosti o poZiadavkach na
pracovisko, na ktorom sa vykondva klinické
skuSanie, o ndleZtostiach Ziadosti o jeho
schviélenie, Ziadosti o stanovisko k etike
klinického ~sku3ania a ndlezZitostiach tohto
stanoviska.

3) Podla Zéakona ¢&. 40/1964 Z.z. vjeho platnom
zneni nadobuda zmluva uzatvorena so Stitnym
zdravotnickym zariadenim platnost’ diiom podpisu
vietkymi zmluvnymi stranami a Géinnost diiom
nasledujicim po dni zverejnenia zmluvy v
Centralnom  registri  zmluv. Zdravotnicke
zariadenie je povinné zverejnif tito zmluvu v
Centralnom registri zmliv do desiatich (10)
pracovnych dni odo dna, vktorom bude
zdravotnickemu  zariadeniu  dorudené tiplné
vyhotovenie ~ zmluvy  podpisané  v3etkymi
zmluvnymi stranami. Zadavatel' a PPD stihlasia s
takymto zverejnenim zmluvy. Zdravotnicke
zariadenie si je vedomé toho, Ze protokol je
duSevnym vlastnictvom zadéavatela a e nebude
zverejneny ako priloha k zmluve. Tato zmluva je
zavizna pre zmluvné strany, jej ndstupcov a jej
schvalenych asignatarov.

4) Ziadna zo zmluvnych stran nemédZe tito
zmluvu previest’ alebo postupit’ bez vopred udeleného
pisomného sthlasu ostatnych zmluvnych stréan tejto
zmluvy.

5) Ziadne zrieknutie sa prava alebo zhovievavost zo
strany ktorejkol'vek zmluvnej strany vo vztahu
k poruseniu  ktoréhokol'vek z ustanoveni tejto
zmluvy nemoZno povazovat za také, Ze by
zakladalo zrieknutie sa prdva vo vztahu
k akémukol'vek d'alsiemu porudeniu niektorého z
ustanoveni tejto zmluvy.

6) Zmluvné strany sa zavizuju, ze bud( dodrziavat
v3etky ustanovenia tejto zmluvy, ktorych aéinnost
je dlhdia ako doba trvania zmluvy, ato aj po
zrueni klinického skusania.

7) Tato zmluva sa vyhotovuje v troch rovnopisoch,
po jednom pre zdravotnicke zariadenie,

GX-H9-002_Slovakia_3-way CTA_PI Payer
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6)

7)

Déverne / Confidential

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., 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

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 Parties and effective the day
following the date of the publication of
the Agreement in the Central Register of
Contracts. Medical Facility, the 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. Sponsor and PPD agrees to such a
publication. The Medical Facility takes 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.

This Agreement is made in three counterparts, of
which the Medical Facility, the Investigator and
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8)

9)

skusajticeho a spolo¢nost’ PPD.

Zmeny a doplnenia tejto zmluvy mozno vykonat
iba formou pisomnych dodatkov k nej.

V pripade  akychkol'vek rozporov  medzi
slovenskym a anglickym znenim zmluvy ma
prednost’ slovenské znenie.

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

Toto miesto sa zdamerne ponechava
zmluvnych strdn si na nasledujiicej strane.

klinického skusania, ktora by mala za nasledok
zmenu  rozsahu  sluZieb, resp.  vykonov
vykondvanych zdravotnickym zariadenim/
skasajicim podra tejto zmluvy, PPD za zavizuje
predlozit  zdravotnickemu zariadeniu  névrh
dodatku k tejto zmluve, predmetom ktorého bude
prislusnd zmena v rozsahu poskytovanych sluzieb

suvisiaca so zmenou protokolu. V pripade
nepredloZenie dodatku bude zaddvatel’
prostrednictvom PPD  povinny  uhradit

zdravotnickemu zariadeniu odmenu za vykony
vykonané na zaklade zmeny protokolu klinického
skiania nad pévodny rozsah vykonov v sume
vyCislenej zdravotnickym zariadenim v prislusnej
faktuare.
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Déverné / Confidential

PPD shall receive one.

8) Changes and supplements to this Agreement may

be made only by written amendment hereto.

9) In the case of any discrepancy between the Slovak

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

10) In case the change in the Protocol would result

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
amendment to this Agreement, subject of which
will be the changes in the budget resulting from
the change in the Protocol. In case of failure to
submit the amendment is Sponsor via PPD
obliged to reimburse Medical Facility for
procedures performed in accordance with
Protocol change which are above the original
scope of procedures in amount calculated by
Medical Facility in applicable invoice.

prazdne, podpisy This space has been intentionally left blank, the
signatures of the Parties are on the. following page.
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Déverné / Confidential

Na dékaz svojho siihlasu stouto zmluvou ju In witness of their consent to this Agreement, the
zmluvné strany podpisuj. Parties have signed below.

PPD Slovak Republic, s.r.o.: (based on the Power of Attorney / na ziklade splnomocnenia)

|

Podpis / By‘i!

MCI'IO;"INHITIeZ 'Mgr Michal Lorinc
CLINICAL MANAGER

Funkcia / Title:_

Date / Datum: ‘1o APL 2T

Medical Facility / Zdravotnicke z

Podpis / By:
Meno / Name: MUPr. Miroslav Bdzoch, PhD., MPH
Funkcia / Title: riaditel’ / director

( N5 MN1&
Date / Datum: LM- 05, 2015

Investigator / Sku: j Payer, PhD, FRCP

Podpis / By:

.

Date / Datum: __

Zoznam priloh k tejto zmluve: List of appendices to this Agreement:

Priloha ¢. 1: Platobny kalendar Appendix no. |: Payment Schedule

Priloha €. 2. Tlacivo autorizicie platby Appendix no. 2. Payment Authorization Form

Priloha ¢. 3: Splnomocnenie zadavatel'a pre Appendix no. 3: POA from Sponsor to PPD
spolo¢nost’ PPD Appendix no. 4: Insurance Certificate

Priloha ¢. 4: Osvedgenie o poisteni Appendix no. 5: Copy of approval from State Institute

Priloha ¢. 5: Kopia povolenia Stétneho tistavu pre
kontrolu lieciv a suhlasnych stanovisk etickych
komisii

Priloha ¢. 6: Kopia vypisu z obchodného registra Appendix no.

spolocnosti PPD a splnomocnenia osoby podpisujticej
za PPD

Priloha ¢. 7: Képia zriad’ovacej listiny zdravotnickeho Appendix no.

GX-H9-002_Slovakia_3-way CTA_PI Payer
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6

7

for Drug Control and concurring
opinions from the Ethics
Committees
: Copy of extract from the
Commercial Register of PPD and
POA of PPD signatory
Copy of Incorporation Deed of
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zariadenia

Priloha ¢. 8: Stihrn protokolu v slovenskom jazyku
Priloha ¢. 9: Informdcia pre pacienta a informovany
stihlas

Priloha &. 10: Dohoda o odskodneni

Priloha €. 11: Protokol klinického skdgania (pripojeny
samostatne)
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ey

Déverné / Confidential

Medical Facility

Appendix no. 8: Protocol synopsis in Slovak language

Appendix no. 9: Informed consent form and patient
information

Appendix no. 10: Indemnity Letter

Appendix no. 11: Protocol of the Clinical Study
(bound separately)
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Priloha ¢. 1. - Platobny kalendir

K zmluve medazi:

PPD Slovak Republic, s.r.o.
Univerzitni nemocnica Bratislava
Prof. MUDr. Juraj Payer, PhD, FRCP

Zaddvatel’: Genexine, Inc.
Protokol ¢. GX-H9-002

Platby : Platby je potrebné poukazovat na
nasledujuci Uéet prijemecu platieb (dalej len
»prijemeca platieb*):

Appendix No. 1 — Payment Schedule
To an Agreement between:

PPD Slovak Republic, s.r.o.
Univerzitna nemocnica Bratislava
Prof. MUDr. Juraj Payer, PhD, FRCP

Sponsor: Genexine, Inc.
Protocol # GX-H9-002

Payments: Payment should be made to the
following account of the payee (further, the
“Payee”):

Prijemca platieb/Payee Name: Univerzitna nemocnica Bratislava
DIC/Tax ID No.: SK202 1700 549 (nota VAT payee / nie je platca DPH)
Nazov a adresa hankyiBank name and address: Stitna pokladnica, Radlinského 32. 81005

Bratislava. Sl

ICe number

Faktiry: Vsetky originaly faktir tykajucich sa
klinického skusania musia byt na uhradu
dorucené spolo¢nosti PPD (ako odberatela
a platcu je na faktirach potrebné uvadzat' PPD)
na nasledujicu adresu. K faktram musi byt
pripojeny spravny podrobny rozpis vietkych
poplatkov, podkladova dokumentdcia a musia
obsahovat' &islo faktury pracoviska. Splatnost
faktir je Sestdesiat (60) dni odo diia vystavenia
faktury: Faktira bude vystavena na ziklade
PPD a skusajicim odsuhlasenych podkladov
dorucenych zdravotnickemu zariadeniu. Vetky
bankové poplatky budu hradené spolo¢nostou
PPD.

Invoices: All original invoices pertaining to the
Study must be submitted for reimbursement to
PPD (and must reference PPD as the invoicee)
at the following address and shall include a
correct itemization for all fees, supporting
documentation, and a site invoice reference
number. The invoice due date is sixty (60) days
from the day thr invoice is issued by Payee: The
invoice will be issued by Medical Facility based
on the documentation approved by PPD and
Investigator. All bank fees shall be paid by
PPD.

PPD Slovak Republic, s.r.o.
Do rukou / Attn.: Finanéni oddéleni / Finance Department
Bratislavska cesta 100/D

931 01 Samorin

Slovenska republika / Slovak Republic
DIC/Tax ID no.: SK2021891795

Nibor pacientov: Zdravotnicke zariadenie a
skuSajuci berd na vedomie, ze ide o klinické
skusanie, ktorého ciefom je vyhodnotenie

GX-H9-002 UNB PI Payer Hospital budget

Enrollment: The Medical Facility and
[nvestigator acknowledge that this is a Clinical
Study designed to evaluate a set number of
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A,

vopred dohodnutého poétu subjektov skugania.
Od skisajiceho sa bude ocakavat, ze vynalozi
vietko potrebné usilie na zaradenie subjektov
sktsania v zmysle tejto zmluvy. Po dokonéeni
naboru cielového poétu subjektov skiisania pre
celé klinické skusanie bude zdravotnicke
zariadenie o tejto skutonosti informované
a dostane pokyn, aby v zarad'ovani subjektov
skuisania uz nepokracovalo.

Za klinické skiianie sa plati takto:

Niklady na jeden subjekt skaSania
(pacienta): Prijemcovi platieb bude nahradené
za kazdy dokonéeny a vyhodnotitelny subjekt
skuSania, ako sa tento definuje v d’aliom texte,
podla sadzieb stanovenych v nizsie uvedenych
platobnych tabulkéach. Platby budu navysené o
DPH. Platby sa budi uskutoéiiovat kvartilne
veurach abudi sa nahrddzat na zaklade
uskutocnenych navstev overenych
v elektronickych ~ zaznamovych formularoch
ucastnika  klinického sku3ania (eCRF) a po
prijati spravnej faktiry s podrobnym rozpisom
poloziek. Dokonéeny a vyhodnotitelny subjekt
skusania sa definuje takto: (i) vSetky procedury
sa musia vykonat' podla protokolu a Smernic
ICH GCP, (ii) kazdy subjekt skisania méze byt
zaradeny jedine podla

zarad'ovacich/vyradovacich  kritérii  a  (iii)
vietky tdaje st presne a tiplne
zdokumentované.  Vpripade, Ze subjekt

skuSania neabsolvuje vSetky ndvitevy podla
Specifikdcii protokolu, PPD je povinna za takyto
subjekt skiSania zaplatit' len pomernu ¢ast' za
absolvované navitevy na zaklade eCRF.

Netspesné zaradenie: Prijemcovi platieb bude
nahradena suma vo vyske skriningovej névitevy
(ako je uvedena v tabulke platieb) za kazdé
neuspesné zaradenie. Pre ucely tejto zmluvy sa
pod pojmom neuspeiné zaradenie rozumie
kazdy subjekt skisania, ktory najskér zdanlivo
spliiuje kritéria pre skrining, podpise tla¢ivo
informovaného  stihlasu, absolvuje skrining,
aviak do klinického skisania zaradeny nie je.
Platba za nelispesné zaradenia sa vyplati vyssie
uvedenému prijemcovi platieb po doruceni
spravnych  faktir s podrobnym  rozpisom
poloziek.

GX-H9-002 UNB PI Payer Hospital budget

Study Subjects. The Investigator will be
expected to apply best efforts for enrollment as
provided for under the Agreement. When
enrollment of the target number of Study
Subjects for the entire Clinical Study is
complete, The Medical Facility will be notified
and instructed not to continue enrolling Study
Subjects.

The Clinical Study shall be payable as
follows:

Cost Per Study Subject (patient): The Payee
will be paid per completed and evaluable Study
Subjects as defined below based on the rates set
forth in the payment tables below, plus VAT.
Payments will be made on a quarterly basis in
EURO and will be based on completed visits
verified in the subject electronic case report
forms (eCRFs) and receipt of correct and
itemized invoice. A complete and evaluable
Study Subjects is defined as follows: (i) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (ii) a patient
shall only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately, completely. In the event
that a Study Subjects does not complete all
visits as specified in the Protocol, PPD shall
only be obligated to make payment for such
subject on a pro-rated, completed visit, and
eCRF basis.

Screen Failures. Payee will be reimbursed at
the full rate of the Screening Visit, as stated in
the table of payment below, for each Screen
Failure. For purposes of this Agreement, a
Screen Failure shall mean any subject, who
nitially appears to meet the criteria for pre-
screening, signs the informed consent form,
completes the pre-screening and/or screening
visit but does not randomize into the
Study. Payment for Screen Failures will be
payable to Institution based upon the receipt of
correct and itemized invoices.
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Lekirenské poplatky: Prijemcovi platieb sa
vyplati kompenzicia suma podla tabulky
platieb nizSie za lekarenské poplatky. Tato
kompenzicia sa vyplica kazdych Sest (6)
mesiacov po dobu trvania klinického sku3ania
(alebo pomerne za kratiie obdobie), poéntc
dorucenim prvej zésielky skuganého produktu
abez ohladu na poget zapisanych subjektov

sktisania. Platba sa vyplati po doruceni
spravnej faktiry s podrobnym rozpisom
poloZiek.

Neplinované nivitevy: Neplanovana naviteva
sa definuje néviteva subjektu skugania, ktora nie
je vyslovne predpisana protokolom, aviak inak
Je pre uely klinického skuiSania nevyhnutnd.
Za neplanované ndvitevy sa bude vyplacat’
suma podla tabulky platieb nizsie po doruéeni
spravnej faktry s podrobnym rozpisom
poloZiek. Neplinované navitevy na hodnotenie
bezpecnosti st povolené kedykol'vek. V pripade
Ze medicinsky nevyhnutné vySetrenie nie je
uvedené v protokole, prijemca platieb je
povinny ziskat’ stihlas pred vykonanim takéhoto
vySetrenia. Vyska ndhrady za vySetrenie
neuvedené v protokole bude schvilenia v &ase
udelenia pisomného sthlasu.

PreruSenie alebo predéasné ukonéenie: Platby
za preruSené alebo pred¢asne ukoncené subjekty
skiSania bude vyritana pomerne na zaklade
poctu potvrdenych ukonéenych navitev.

DPH a dalSie dane: V pripadoch, kde sa
vyZzaduje faktira s DPH, sa platby uskutoénia a?
viedy, ked” PPD dostane platnii faktaru s DPH.
V situdciach, na ktoré sa nevztahuje DPH. sa
viak taktiez pred uskutoénenim kazdej platby
podla tejto zmluvy vyzaduje faktira.

Tretie strany: Za platby tretim stranam a za
thrady svojich vlastnych nakladov spojenych s
klinickym skianim nesie plni zodpovednost
prijemca  platieb,  svynimkou  ndkladov
refundovanych na ziklade tejto zmluvy alebo jej
pisomného dodatku.

Etickd komisia: Odmenu etickej komisii hradi

GX-H9-002 UNB PI Payer Hospital budget

Pharmacy Fees: The Payee will receive
reimbursement of amount according to table of
payment below for Pharmacy fees, payable
every six (6) months for the duration of the
Clinical Study (or pro-rated for shorter period),
starting with the first delivery of the IP drug
regardless of the number of enrolled Study
Subjects. Payment will be made upon receipt of
a correct and itemized invoice.

Unscheduled Visits: An Unscheduled Visit
means a Study subject visit which is not
expressly set forth in the Protocol, but is
otherwise required for the Clinical Study.
Unscheduled visits will be reimbursed in the
amount according to table of payment below
upon Sponsor or PPD’s receipt of correct and
itemized invoice. Unscheduled visits for safety
evaluation are allowed at any time. In the event
a medically necessary procedure is not included
in the Protocol, Payee must receive prior written
approval before procedure is performed. The
amount of compensation for a procedure not
included in Protocol will be approved at the
time written approval is provided.

Discontinuation or Early
Termination: Payment for discontinued or
early termination Study Subjects will be
prorated based on the number of confirmed
completed visits.

VAT and Other Taxes: Where a VAT invoice
is required, payments will only be made once
PPD has received the valid VAT invoice. In
situations where VAT is not applicable, an
invoice will still be required before any payment
is made under this Agreement.

Third Parties: The Payee is fully responsible for
payments to third parties and paying its own
expenses connected with the Clinical Study, with
the exception of expenses reimbursed on the basis
of this Agreement or a written amendment to it.

Ethics Committee: The Ethics Committee fee
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PPD nezivisle od tejto zmluvy.

Poplatky centralnemu laboratériu: Za naklady
Centrélneho laboratéria zodpoveda zadavatel a
zadavatel' bude tieto naklady hradif nezavisle
od tejto zmluvy.

Ziveretni platba:  Zéaverecna platba bude
splatné ihned’ po zévere¢nej naviteve a ihned’
po doruceni nasledujiceho: (1) vietkej
dokumenticie o klinickom skugani, (i1)
prehladu za vietko nepouZité skusané lie¢ivo,

(iti)  vSetkych  vyplnenych zaznamovych
formuldarov  Gcastnika  klinického skusania
aspravne  vyrieSenych  otdzok  ztychto
formularov a (iv) vsetkych doplnenych

a opravenych poziadaviek zo strany PPD alebo
zadavatela tykajucich sa udajov a evidencie
klinického skusania. Prijemca platieb bude mat
lehotu tridsat’ (30) dni odo diia prijatia
zaveretnej platby na to, aby podal namietky
voti akymkol'vek nezrovnalostiam v platbach,
ku ktorym doslo v priebehu klinického skisania.

Bez predchddzajiiceho pisomného sithlasu
zaddvatel'a alebo spoloénosti PPD sa nebudii
brat’ do uvahy Ziadne iné dodatoéné iadosti
o financovanie.

GX-H9-002 UNB PI Payer Hospital budget

will be paid by PPD apart from this Agreement.

Central Laboratory Fees: Central Laboratory
costs are the responsibility of the Sponsor and
will be paid by the Sponsor apart from this
Agreement.

Final Payment: The final payment will be
payable upon completion of the close-out visit
and upon receipt of the following: (i) all
Clinical ~ Study documentation, (i) the
accountability of all unused Study Drug, (iii) all
completed and correct eCRFs/queries and (iv)
any clarification requests made by PPD or
Sponsor regarding Clinical Study data or
records. The Payee will have thirty (30) days
from the receipt of final payment to dispute any
payment discrepancies during the course of the
Clinical Study.

No other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD.
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Tabul’ky platieb / Table of Payments

Tabul'ka platieb ¢. 1 Skupina 1+2 / Table of payments no. I Group 1+2

Rozpis nivstev / Visit Description

Suma za jeden subjekt
skisania za navitevu v
Eurich /

Amount per Study Subject
per visit in EURO

visit 1 screening, day -28 /

navsteva | skrining, deri -28 i

visit 2 day-1 / naviteva 2 def -1 26

hospitalisation 1 | visit 2 day 1/ naviteva 2 deii | 33
visit 2 day 2 / naviteva 2 deri 2 27

visit 3 day 2 / naviteva 3 deri 2 16

visit 4 day 3 / navsteva 4 deii 3 16

visit 5 day 4 / navsteva 5 deri 4 16

visit 6 day 5 / naviteva 6 deii 5 16

visit 7 day 6 / névsteva 7 deri 6 16

out - patient I | visit 8 day 8 / naviteva 8 dei 8 16
visit 9 day 18 / navsteva 9 deri 18 21

visit 10 day 32 / naviteva 10 den 32 27

visit 11 day 46 / naviteva 11 deri 46 22

visit 12 day 60 / naviteva 12 defi 60 22

visit 13 day 74 / naviteva 13 deri 74 22

visit 14 day 77 / navsteva 14 defi 77 19

hospitalisation 2 | visit 14 day 78 / naviteva 14 deii 78 32
visit 14 day 79 / naviteva 14 den 79 27

visit 15 day 79 / navsteva 15 deii 79 16

visit 16 day 80 / naviteva 16 deii 80 16

_ visit 17 day 81 / naviteva 17 deii 81 16

out - patient 2 =

visit 18 day 82 / navsteva 18 deri 82 16

visit 19 day 83 / navsteva 19 deii 83 16

visit 20 day 85 / naviteva 20 deri 85 30
TOTAL PER STUDY SUBJECT / 525

CELKOM ZA SUBJEKT SKUSANIA
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Dalsie platby / Additional Payments

Platby v Euriich / Payments in EURO

overnight facility charge /

poplatok za prenocovanie pacienta 125
FU visit 21 day 106 / Nasledné naviteva 21 defi 106 13
Neplanovana navsteva / Unscheduled Visit 30
Netispesny skrining / Screenin Failure 41

Tabulka platieb ¢. 2 Skupina 3+4 / Table of payments no. 2 Group 3+4

Suma za jeden subjekt
sku¥ania za navitevu v
Rozpis navstev / Visit Description Eurich /
Amount per Study Subject
per visit in EURO
vi.sit 1 screeening day -28 / 41
navsteva | skrining den -28
visit 2 day -1 / navsteva 2 deii -1 26
hospitalisation 1 | visit 2 day 1 / néviteva 2 dei | 26
visit 2 day 2 navsteva 2 deri 2 20
visit 3 day 2 / naviteva 3 deii 2 16
visit 4 day 3 / naviteva 4 den 3 16
visit 5 day 4 / naviteva 5 den 4 16
visit 6 day 5/ naviteva 6 deri 5 16
visit 7 day 6 / naviteva 7 den 6 16
) visit 8 day 8 / naviteva 8 den § 16
out-patient 1 =F = e
visit 9 day 11 / ndviteva 9 deri 11 16
visit 10 day 15 / naviteva 10 defi 15 16
visit 11 day 18 / naviteva |1 den 18 22
visit 12 day 32 / navsteva 12 deii 32 27 ]
visit 13 day 46 / naviteva 13 den 46 22
visit 14 day 60 / naviteva 14 den 60 22
visit 15 day 70 / navsteva 15 deii 70 19
hospitalisation 2 | visit 15 day 71 / naviteva 15 defi 71 25
visit 15 day 72 / naviteva 15 defi 72 20
visit 16 day 72 / navsteva 16 dei 72 16
visit 17 day 73 / navsteva 17 dei 73 16
; visit 18 day 74 / naviteva 18 den 74 16
oul-patient 2 7 5
visit 19 day 75 / naviteva 19 def 75 16
visit 20 day 76 / naviteva 20 den 76 16
visit 21 day 78 / naviteva 21 deii 78 16

GX-H9-002 UNB PI Payer Hospital budget
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visit 22 day 81 / naviteva 22 deii 81 16
visit 23 day 85 / naviteva 23 der 85 30
TOTAL PER STUDY SUBJECT / 540
CELKOM ZA SUBJEKT SKUSANIA

DalSie platby / Additional Payments

Platby v Eurich / Payments in EURO

overnight facility charge / preplatok za prenocovanie

; 125
pacienta
FU visit 24 day 99 / Nasledna navsteva 24 den 99 13
Neplanovand nédvsteva / Unscheduled Visit 30
Neuspedny skrining / Screenin Failure 41

Tabul'ka platieb ¢. 3 Skupina 5 / Table of payments no. 3 Group 5

Suma za jeden subjekt skiSania
Rozpis navstev / Visit Description Am:;':nn‘a:::e; tl::;yE;:;;::c: per
visit in EURO
visit i screening day -28 / navsteva | Al
skrining deri -28
hospitalisation 1 | visit 2 day -1 / navsteva 2 der -1 26
visit 2 day 1/ navsteva 2 deri 1 37
visit 2 day 2 / naviteva 2 deni 2 27
out-patient | visit 3 day 2 / naviteva 3 defi 2 14
visit 4 day 3 / navsteva 4 den 3 14
visit 5 day 4 / navsteva 5 den 4 14
visit 6 day 18 / navsteva 6 den 18 22
visit 7 day 32 / navsteva 7 def 32 27
visit 8 day 46 / navsteva 8 den 46 22
visit 9 day 60 / naviteva 9 deii 60 22 o
visit 10 day 74 / navsteva 10 deil 74 935
hospitalisation 2 | visit 11 day 77 / naviteva 11 den 77 19
visit 11 day 78 / naviteva 11 den 78 36
visit 11 day 79 / naviteva 11 deii 79 7
out-patient 2 visit 12 day 79 / navsteva 12 den 79 14
visit 13 day 80 / navsteva 13 den 80 14
L visit 14 day 81 / naviteva 14 den 81 28

GX-H9-002 UUNB PI Payer Hospital budget
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TOTAL PER STUDY SUBJECT /

CELKOM ZA SUBJEKT SKUSANIA 426

DalSie platby / Additional Payments

Platby v Eurich / Payments in EURO

overnight facility charge / preplatok za prenocovanie 125

pacienta

FU visit 15 day 112 / Nésledna navsteva 15 der 112 13

Neplanované navsteva / Unscheduled Visit 30
41

NelispeSny skrining / Screenin Failure

Tabul'ka platieb & 4 — platby spolocné pre vSetky skupiny /
Table of payments no. 4 — table of payments common for all groups

DalSie platby (spoloéné pre vietky skupiny
subjektov skaSania) / Additional Payments (same
for all group of Study Subjects)

Platby v Eurich / Payments in EURO

Lekarensky poplatok - preplacany ako pausalna
platba kazdych 6 mesiacov trvania klinického skusania
(alebo v pomernej Casti za kratSie obdobie), po¢nuc
dorucenim prvej zasielky skuSaného produktu bez
ohl'adu na pocet zaradenych subjektov skusania /

Pharmacy Fees - payable as a flat fee every 6 months
for the duration of the Clinical Study (or pro-rated for
shorter period) regardless of the number of randomized
subjects or pro-rated for a shorter period, starting with
the first delivery of the IP drug

200
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