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PPD

Zmluva o klinickom skugani

PPD Slovak Republic, s.r.o.,
so sidlom na adrese Bratlslav%ka cesta 100/D, 931 01

Samorin, Slovensk4 republika, dcérska spoloénost

PPD International Holdings GmbH., zastipena
Christopherfom] David[om] Nenld[om] konatel'om
spolo¢nosti, azapisandi v Obchodnom registri
Okresného sidu v Trnave, oddiel Sro, viozka &.
26142/T (vypis z OR tvori prilohu &. 6).

ICO: 35900784
DIC: SK?2

dalej len PPD*

a

Univerzitnd nemocnica Bratislava,

so sidlom na adrese PaZitkova 4, 821 01 Bratislava.
Slovenska republika, zastipena MUDr. Miroslavom
Bdzochom, PhD., MPH, riaditefom (kopia
zriad'ovacej listinay tvori prilohu &. 7).

[CT(?: 31813861
DIC: 2021700549
dalej len ,,zdravotnicke zariadenie*

a

Doc. MUDr. Eméke Steiiovi, PhD.,
s trvalym bydliskom na adrese Rusovska cesta 17,
851 01 Bratislava, Slovenské republika

Détum narodenia: 16.9.1969

dalej len . skugajici

dalej spolocne len ,,zmluvné strany*
uzatvaraju tito zmlu v u:

PPD Czech Republic, s.r.0.
IC0: 63671077  DIC: (263671077

Budéjovickd Alej

Antala Staska 2027/79
tel +420 233 081 000

Déverné / Confidential

Agreement on Clinical Study

PPD Slovak Republic, s.r.o0.,

with its registered address at Bratislavska cesta
100/D, 931 01 Samorin, Slovak Republic, 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

further, “PPD”

and

Univerzitna nemocnica Bratislava,

with its registered address at Pazitkova 4, 821 01
Bratislava, represented by MUDr. Miroslav Bdzoch,
PhD, MPH (Copy of Incorporation Deed forms
Appendix no. 7).

Company 1D no.: 31813861
Tax ID no.: 2021700549
further, the “Medical Facility*

and
Doc. MUDr. Emoke Stenova, PhD.,
permanent residence at Rusovska cesta 17, 851 01

Bratislava, Slovak Republic

DOB: 16.9.1969
further, the “Investigator*

further jointly, the “Parties*
concludethisAgreement:
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I.
Predmet a \i¢el zmluvy

I) Predmetom tejto zmluvy je klinické skusanie

skusaného lie¢iva CT-P 10 (dalej len ,,skiSané
lie¢ivo™) (dalej len . klinické skiilanie™), ktori

PPD  vykondva ako nezdvisly doddvatel
v prospech farmaceuticke; spolo¢nosti
CELLTRION, INC., 13-3. Songdo-dong,

Yeonsu-gu, Incheon, 406-840, Korea ktord je
vyrobcom skufaného liegiva, v ramci Eurdpskej
unie zastipenej CELLTRION Europe Limited,
4th  Floor, 15 Basinghall Street, London,
EC2V5BR, Velki Briténia (dalej jednotlivo
i spolotne len ,zadivatel*) (splnomocnenie
zadavatel'a pre PPD tvori prilohu €. 3) v zmysle
protokolu CT-P10 3.2 »Randomizované,
kontrolované, dvojito zaslepené Klinické
skusanie fizy 3 v paralelnych skupindch za
ticelom porovnania farmakokinetiky, i¢innosti
a bezpe€nosti medzi skiSanym produktom CT-
P10 apreparitmi Rituxan a MabThera u
pacientov s reumatoidnou artritidou® (d’alej len
»protokol®), ktory tvori prilohu ¢ 8 ktejto
zmluve  apodrobne charakterizuje  Ginnosti
vykondvané v ramci klinicého skuania a del’bu
zodpovednosti medzi zmluvnymi stranami.

Ucelom zmluvy je stanovit podmienky pre
vykondvanie klinicého skuSania auréit prava
apovinnosti  zmluvnych strén  pri vysoko
profesionalom vykonavani klinicého skugania (&o,
okrem iného, zahrinuje aj véasné odovzdévanie
vietkych udajov a dialsich informécii tykajucich
sa  klinického  skusania, vritane vsetkych
zdznamovych formularov 1éastnika klinického
skusania (CRF) alebo ziznamovych formularov
Ocastnika klinického skusania (tzv. e-CRF).

Zdravotnicke zariadenie vyhlasuje, Ze ono samo
a skusajlci disponuju skusenostami,
schopnostami, primeranym poétom subjektov
skisania (pacientov), oktoré sa starajii, ako aj
prostriedkami, ktorymi sa, okrem iného, mysli
persondl a vybavenie potrebné na presné, ucinné
arychle, profesiondlne a kompetentné
vykondvanie klinicého skusania aze tieto
prostriedky vzdy vyuzije tak, aby klinicé skusanie
vykonavalo uvedenym sposobom.

4) Skuasajuci vyhlasuje. Zze nie je zamestnancom

Déverné / Confidential

L
Subject and purpose of the Agreement

1) The subject of the Agreement is the clinical

3)

evaluation of the Study Drug CT-P 10 (further, the
“Study Drug”) (further, the “Clinical Study™),
which PPD is conducting as an independent
contractor for the benefit of a pharmaceutical
company, CELLTRION, INC., 13-3. Songdo-
dong, Yeonsu-gu, Incheon, 406-840, Korea
which is the producer of the Study Drug, being
represented within the European Union by
CELLTRION Europe Limited, 4th Floor, 15
Basinghall Street, London, EC2V5BR, United
Kingdom (further individually and collectively,
the “Sponsor™) (Power of Attorney from Sponsor
to PPD forms Appendix no. 3) pursuant to

Protocol CT-P10 3.2 “A Random ized,
Controlled, Double-Blind, Parallel-Group,
Phase 3 Study to  Compare the

Pharmacokinetics, Efficacy and Safety between
CT-P10, Rituxan and MabThera in Patients
with Rheumatoid Arthritis” (title of protocol),
(further, the “Protocol”) which is in Appendix no.
8 to this Agreement and describes in detail the
activities conducted in the Clinical Study and the
division of responsibilities among Parties.

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

The Medical Facility declares that it, and the
Investigator, have the experience, capability.
adequate number of 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.

4) The Investigator declares that he/she is not an
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5)

D)

alebo zastupcom PPD,

Pokial' by sa medzi podmienakmi stanovenymi
v protokole a v tejto zmluve vyskytla akakolvek
nezrovnalost' alebo konflikt, rozhodujticimi vo
vztahu k zikonnym povinnostiam zmluvnych
stran  budi  podmienky  tejto zmluvy
arozhodujicimi  vo  vztahu  k vykonavaniu
klinicého skasania budu podmienky protokolu.

IL.
Zacatie klinicého skisania

Klinické skuanie sa zatne na zdklade povolenia
Statneho tistavu pre kontrolu lietiv a sihlasného
stanoviska prisluSnej  multicentrickej etickej
komisie (d’alej spolocne len ,etick4 komisia®).

a sthlasného stanoviska
budi archivovat v

Kopie rozhodnutia
vzmysle ods. 1 sa
zdravotnickom  zariadeni, ato u skuSajuceho
v dokumentécii o vykonavani klinického
skusania. Kopie rozhodnuti tvoria prilohu &. 5.

1L
Miesto a doba vykonavania klinicého skiSania
a pracovisko klinicého skiiania

Klinické skasanie sa bude vykondvat na
pracovisku zdravotnickeho zariadenia Nemocnica

Staré  Mesto, Reumatologickd a osteologicka
ambulancia, Mickiewiczova 13, 813 69
Bratislava, ~Slovenska republika (dalej len

~pracovisko klinicého skisania"), ako Hlayny
skuSajuci ju povedie skudajici a dali povereni
zamestnanci (d'alej len ,Clenovia skiSajiiceho
timu™).

Zmeny pracoviska klinického skuisania
a menovanie  alebo  doplnenie  poverenych
zamestnancov mozno vykonat' len po dohode
medzi PPD,  zdravotnickym  zariadenim
a skasajicim.  Pisomné vyhotovenie takejto
dohody sa musi zaevidovat v dokumentécii o
vykonavani klinického skusania.

Klinické skusanie sa na pracovisku klinického
skusania nezatne pred zaciatkom platnosti tejto
zmluvy  apokial nebudi splnené  dalsie
podmienky vyzadované prislusnymi pravnymi

5)

1

2)

Dévemné / Confidential
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.

II.
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
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.

Place and term of conducting the Clinical Study

D)

2)

3)

and the Study Site

The Clinical Study shall be conducted at Medical
Facility = site  Nemocnica Stare  Mesto,
Reumatologicka  a osteologicka  ambulancia,
Mickiewiczova 13, 813 69 Bratislava, Slovak
Republic (further, the “Study Site™), headed by
the Investigator as the Principal Investigator and
other authorized employees (further, the “Study
Team 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
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4)

5)

1

predpismi. Vyber subjektov skusania pre klinické
skiSanie sa zatne v priebehu juna 2014,
Vykonanie celého klinického  skugania je
naplinované na obdobie od jina 2014 do jula
2016.  Dobu vykonavania klinického skusania
moZno v jeho priebehu predizit alebo skratit.
PPD bude zdravotnicke zariadenie a skusajuceho
informovat’ o vietkych zmendch, ktoré by sa
tykali  predpokladanej  doby vykonavania
klinického skusania. Zmeny doby vykondvania
klinického skisania nebudd nevyzadovat dodatok
k tejto zmluve.

S lietbou ziadneho pacienta sa neza¢ne skér, nez
bude zaobstarany sthlas vietkych relevantnych
etickych komisii a vetky dalsie povolenia
potrebné na vykondvanie tohto klinického
skusania.

Pokial' by v priebehu klinického skugania zacalo
byt zjavné, Ze klinické skG3anie nebude
dokoncené v termine, je skudajici povinny
okamzZite o tom informovat’' PPD.

V.
Zikladné podmienky vykonavania klinicého
skuSania

Pofas vykondvania klinického skusania je
skuSajici povinny dodrziavat vietky pravne
predpisy, najmi zdkon ¢. 362/2011 Z.z. o liekoch
a zdravotnickych poméckach a o zmene a
doplneni niektorych zakonov, Zakon &. 576/2004
Z.z. o zdravotnej starostlivosti, sluZbich
suvisiacich s poskytovanim  zdravotnej
starostlivosti a o zmene a doplneni niektorych
zakonov, Vyhlasku ¢&. 433/2011 Zz o
poziadavkach na klinické sktanie a spravnu
klinickii prax v zneni neskorSich predpisov, a
konat' v stilade s posktynutymi informaciami
avsulade so  zikladnymi  podmienkami
a zasadami ustanovenymi:

a) v protokole klinicého skusania vydanom
zadavatelom a v prisnom sulade
s poziadavkami v3etkych relevantych etickych
komisii. Pokial by neslo o eliminovanie
bezprostredného ohrozenia subjektov
skdsania, protokol moZno zmenit' len na
zdklade pisomného sthlasu  zaddvatela
a vietkych zmluvnych stran s upovedomenim
Stétneho ustavu pre kontrolu lieciv a/alebo po
schvileni zo strany Statneho dastavu pre

4)

)

Déverné / Confidential
Subjects for the Clinical Study will begin during
June 2014. The entire Clinical Study is planned to
be conducted from June 2014 to July 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 not 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.

IV.

Basic conditions for conducting the Clinical Study

1))

While conducting the Clinical Study, the
Investigator shall comply with all valid legal
regulations, in particular Act no. 362/2011 Coll.,
on Drugs and Health Devices, as amended, Act
no. 576/2004 Coll., on Health Care, as amended,
Decree no. 433/2011 Coll., on Requirements for
Clinical Studies and Good Clinical Practice, as
amended, in accordance with the information
provided, and in accordance with the basic
conditions and principles provided by:

a) the Protocol of the Clinical Study issued by
the Sponsor 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 and/or an
approval from the State Institute for Drug
Control and the concurring opinion of the
Ethics Committee, unless to eliminate an
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)

kontrolu lie¢iv a so suhlasnym stanoviskom
etickej komisie. Skusajuici sa zavizuje, ze na

potvrdenie  jeho suhlasu s dodrziavanim
protokolu odovzdd PPD podpisant stranu 9
protokolu  nazvant  Podpisovd  strana
protokolu.

b) v pokynoch zadévatela s nizvom BroXira
skiSajiiceho, ktoré obsahuji vietky doposial
zname informacie o skufanom liecive a jeho
vlastnostiach. Zadavatel dodd tento
dokument na pracovisko klinického skugania
atento sa pripoji k dokumenticii o
vykondvani klinického skusania; a

¢) vpripadoch, kde sa takéto povolenie
vyZaduje, v povoleni vykondvat klinické
skisanie vydanom Stitnym tstavom pre
kontrolu lie¢Giv av stihlasnom stanovisku
etickej komisie, ako je to uvedené v &l. II.
tejto zmluvy,

2) Zmluvné strany vyhlasujui, Ze budi konat v stlade

3)

4)

so zdkonom ¢&. 211/2000 Z.z o slobodnom
pristupe  k informdcidm v zneni neskorsich
predpisov.  Pracovisko klinického skusania
suhlasi, 7e bude konaf v silade so vietkymi
pravnymi predpismi a ohlasovacimi
povinnostami  vyplyvajacimi zo zikona &.
211/2000 v mene vietkych zmluvnych stran tejto
zmluvy.

Klinické skusanie sa bude vykondvat v stilade
setickmi  normami  Slovenskej  lekarskej
spolocnosti, podla spravnej klinickej praxe,
v sulade s podmienkami stanovenymi Helsinskou
deklariciou  Svetovej  lekarskej  asociacie
a v sulade so Smernicou o spravnej klinickej praxi

prijatou  Medzinarodnou  konferenciou o
harmonizicii  technickych  poziadaviek na
registraciu  farmaceutickych  vyrobkov  na

humdnne pouzitie (d’alej len ,Smernice ICH
GCP*) americkym zikonom o zahrani¢nych
korupénych  praktikach,  britskym  zikonom
o uplatkdrstve a d'alSimi vSeobecne uzndvanymi
prislusnymi dokumentmi.

Dokumenty uvedené v ods. 1 (a) a (b) sii doverné
a informécie o ich obsahu moZno poskytovat len
zamestnancom pracoviska klinického ski3ania
poverenym alebo menovanym v zmysle ¢l. 111,
ods. 1 tejto zmluvy a institiciam uvedenym v ¢&l.
VI

2)

3)

4)

Déverné / Confidential
immediate hazard to Study Subjects.  The
Investigator agrees, as an evidence of his
consent to follow the Protocol, to deliver to
PPD the signed page 9 of the Protocol titled
Protocol Signature Page.

b) the Sponsor’s instruction titled Investigator
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

c) 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
Committee as specified in art. II. of the
Agreement.

All parties declare to comply with Act no
211/2000 Coll. on Free Access to Information, as
amended. The Study Site agrees to fufill and
comply with all regulations and reporting
obligations outlined in accordance with Act no

211/2000 on behalf of all Parties to this
Agreement.
The Clinical Study shall be conducted in

accordance with 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. I11. par.
I of this Agreement and to institutions specified
inart. VI
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5)

6)

7

9)

Skusajuci sa dalej zavizuje, ze PPD odovzdi
riadne vyplnené a podpisané tlacivo FDA 1572,
pokial to zadévatel’ bude poZadovat.

Musi sa udrziaval primerand evidencia o
klinickom skusani, ato vratane, okrem iného,
evidencie tykajicej sa identifikacie subjektov
skusania, klinickych pozorovani, laboratérnych
skuSok a predpisovania a vydaja liekov, pricom
vietky tieto evidencie musia byt' dostatoéné na to,
aby skuSajicemu a zdravotnickemu zariadeniu
umoZiiovali  poskytovat'  zadévatelovi tipIné
apresné informdcie o vietkych  aspektoch
a vysledkoch klinického skisania. PPD a/alebo
zadavatel' st oprdavneni evidenciu kontrolovat
a vykonavat' jej audit (a to vrétane, okrem iného,
evidencie tykajicej sa identifikdcie subjektov
skudania, klinickych pozorovani, laborat6rnych
skiSok a predpisovania a vydaja liekov)
a kontrolovat’  d’aldie informacie tykajice sa
klinického skiisania, pricom o takejto kontrole
daju v primeranom ¢ase avizo.

Skusané lietivo sa bude doddvat priamo na
pracovisko klinického skui$ania a bude s nim
zaobchddzat’ povereny Clen skusajiceho timu.

8) Skuasajuci sa zaviizuje, e bude pre zadavatela

zaobstaravat’  komunikiciu so  zdravotnymi
poistoviiami podl'a zakona &. 362/2011 Z.z.

Zdravotnicke zariadenie  je povinné
zabezpetit, aby skuasajici v stlade s para. 44,
pismeno m zakona ¢&. 362/2011 nahlasil
zdravotnym poistovniam zaradenie
Jjednotlivych subjektov sktsania
prebiehajiceho klinického skuiSania

na danom pracovisku klinického skugania bez
zbytoéného odkladu.

Zdravotnicke zariadenie je povinné zabezpetit, od
kazdého subjektu skisania sthlas s nahlasovanim
svojich osobnych tidajov zdravotnej poistovni.

V pripade, ak zdravotnicke zariadenie porusi
niektori  zo svojich povinnosti uvedenych v
tejto zmluve, alebo ak skusajtici nesplni niektor
zo svojich povinnosti podla tejto zmluvy riadne
a vcas, zdravotnicke zariadenie zodpovedd v
plnom rozsahu za akikol'vek 3kodu vzniknutu

Déverné / Confidential

5) The Investigator agrees further to deliver to PPD

6)

7)

8)

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.

The Study Drug shall be delivered directly to the
Study Site and handled by a delegated Study
Team Member.

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

9) The Medical Facility shall cause the Investigator to

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

The Medical Facility shall ensure that each Study
Subject provides consent for his/her personal data to
be provided to the health insurance company.

Shall the Medical Facility break any of its
obligations listed in this paragraph or shall the
Investigator fail to fulfil any of his/her obligations,
pursuant to this paragraph, properly and in time, the
Medical Facility shall be deemed fully responsible
for any damage caused to the Sponsor in connection
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zadavatefovi v suvislosti s porusenim
ktorejkol'vek z  uvedenych povinnosti
zdravotnickeho zariadenia a/alebo skusajuceho.
Zdravotnicke zariadenie je v takom pripade
povinné nahradit’ zadavatel'ovi aj vetky pripadné
sankcie uloZené  zaddvatelovi prisluSnymi
organmi Stitnej spravy v stvislosti s porusenim
povinnosti  zdravotnickeho zariadenia a/alebo
skasajiceho podla tejto zmluvy.

vV

Vyber skiSobnych subjektov skiisania pre klinické

1

2)

3)

4)

skisanie a informovany siihlas

Zarad'ovanie pacientov sa md uskutocnit
kompetitivne. Zdravotnicke zariadenie a/alebo
sktiSajlici mézu az do konca fazy zarad’ovania
slobodne zaradit’ akykol'vek poéet pacientov. Bez
ohladu na vy$iie uvedené musi zdravotnicke
zariadenie  askuSajici  okamZite ukonéif
zarad’ovanie pacientov, ak o to poZiada zaddvatel
alebo PPD.

Subjekty ski3ania moézu byt do klinického
skusania zaradeni len:

a) s pisomnym informovanym sthlasom podla §
29 Zikona ¢&. 362/2011 Zz. v zneni
neskorsich predpisov a potom, o boli riadne
pouceni; alebo

b) vsulade S0 zakonnymi podmienkami
ustanovenymi v Zakone & 362/2011 Z.z. v
zneni neskorSich predpisov.

Pri spisovani, vyzadovani a vyplinani
informovaného sthlasu musia PPD, skusajtci a
zdravotnicke zariadenie dodrziavat prisluiné
pravne predpisy a odporicania uvedené najmi
v €l V. tejto zmluvy.

Skusajuci si takyto dokument ponecha v zmysle
predpisov azisad zdravotnickeho zariadenia
ajeho képiu na poziadanie posle zadavatel'ovi.
Do klinického skiisania nemozno zapisat' ziaden
subjekt skusania , pokial' sa nezaobstaral takyto
informovany sthlas.

Pokial' skusajici v priebehu klinického skugania
zisti, Ze subjekt skuSania zaradeny do klinického
skusania nespina jeho kritéria, je povinny
vzmysle protokolu takyto subjekt skusania z
klinického skuasania vylu¢it a bezodkladne o tom

Dévemné / Confidential
to the breach of any of the listed Medical Facility's
and/or Investigator's responsibilities. In such a case
the Medical Facility shall reimburse the Sponsor for
any and all sanctions applied to the Sponsor by
applicable regulatory authority related to the breach
of Medical Facility's and/or Investigator's
obligations pursuant to this Agreement.

V.

Selection of Study Subjects for Clinical Study and

informed consent

1) The recruitment of patients shall be performed on

competitive basis. Medical Facility and/or
Investigator are free to enroll as many Patients as
they can until the recruitment period ends.
Notwithstanding the foregoing sentence, Medical
Facility and Investigator shall stop the Patient
recruitment immediately upon the request of
Sponsor or PPD.

2) 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

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

3) 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.

4) 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.

5) 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
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6)

informovat' PPD alebo, vo vynimoénom pripade
a po dohode s PPD, méze tento subjekt skusania
v sulade s touto zmluvou a vynimkou v klinickom
skusani ponechat’,

Skusajici, zdravotnicke zariadenie a PPD maju v
zmysle prislusnych pravnych predpisov povinnost
v priebehu  klinického  skusania apo jeho
dokonceni zabezpetit ochranu osobnych tdajov
subjektov skusania zaradenych do klinického
skii$ania a informécii o ich osobnej situdcii.

VL

Monitorovanie a kontrola vykonivania klinického

D

2)

4)

skuSania

Vykonévanie klinického skuisania budd v stlade $
pravnymi predpismi a odporti¢aniami uvedenymi
najmi v &l. 1V, ods. 1 tejto zmluvy kontrolovat
a monitorovat’ povereni zamestnanci PPD, ktorym
zdravotnicke zariadenie a skusajici umozni
pristup k vietkym informéciam ziskanym v rdmci
klinického skusania a k vietkym  vysledkom
laboratérnych  skusok, vysetreni ak dalsim
zaznamom o subjektoch skugania zaradenych do
klinického skusania.

Vykondvanie avysledky klinického skdgania
mézu kontrolovat' aj auditori PPD a zaddvatela;
tym nie je dotknuté pravo kontroly zo strany
prislusnych  organov ~ Slovenskej republiky
a zahraniénych inspekénych tradov.
Zdravotnicke zariadenie a skusajici sa zavizuji
vy3Sie uvedenym auditorom poskytnit’ v3etky
klinické udaje zapisané vo formuldroch CRF, ako
aj dalSie relevantné informacie, medzi nimi tiez
informécie ziskané ako vysledky vykondvaného
klinického skusania.

V pripade, e zdravotnicke zariadenie alebo
skasajuci dostane oznamenie o tom, e pracovisko
klinického skusania bude podrobené vysetrovaniu
alebo auditu zo strany ktoréhokolvek vlddneho
organu alebo kontrolného tradu. ti zo zmluvnych
stran, ktora takéto oznamenie dostane. Je povinna
bezokladne informovat PPD. VvV pripade, Ze
ktordkol'vek zo zmluvnych strén nedostane
otakomto vySetrovani alebo audite predbezné
oznamenie, je takdto zmluvna strana povinna PPD
upovedomit’ pri prvej moznej prileZitosti.

musi byt pouceny
tejto zmluvy a taktiez

skisania
ods. 2

Kazdy subjekt
vzmysle ¢l. V,

6)

Déverné / Confidential
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
Study Subjects included in the Clinical Study.

\4!

Monitoring and inspection of the conduct of the

)

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. | of this Agreement by
PPD’s authorized employees, to whom the
Medical Facility and the Investigator shall permit
access to all information acquired in the Clinical
Study and to all results of laboratory tests,
examinations and other records about the Study
Subjects included in the Clinical Study.

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

informovany otom, Ze udaje ofiom ziskané
v priebehu klinického skisania mozu byt pouzité

na ucely kontroly apredloZzené prisluinym
kontrolnym organom.
VIL
Dalfie ustanovenia
PPD  poskytne zdravotnickemu zariadeniu
askaSajicemu  vSetky  materidly  (vratane

skusancho lieCiva, poskytnutého vybavenia atd’.)
Specifikované v protokole, ktoré je potrebné na
vykondvanie klinického ski3ania, ato tak, aby
bolo mozné dodrzat dobu klinického skusania
stanoveni v ¢l. III. tejto zmluvy a vylutne na
naklady zadavatel'a.

Pokial’ to nie je v rozpore s platnymi lokalnymi
usmerneniami alebo smernicou zdravotnickeho
zariadenia, zadavatel, po dévodnom uvaZeni,
prostrednictvom PPD, poskytnut
zdravotnickemu zariadeniu alebo sku3ajiicemu

vybavenie alebo preplati zdravotnickemu
zariadeniu zabezpecenie vybavenia
nevyhnutného na  klinické skasanie. Je

zodpovednost'ou zdravotnickeho zariadenia /
skusajiceho kalibrovat' a udrZiavat vybavenie
poc¢as a po skonceni klinického skisania. Na
konci klinického skuania, pokial je to povolené
podla platnych pravnych predpisov, vybavenie
sa stane majetkom zdravotnickeho zariadenia. V
pripade pred¢asného ukoncenia klinického
skuSania na pracovisku Kklinického skusania,
zadavatel' si vyhradzuje pravo rozhodnut, &
bude vybavenie vratené zadavatel'ovi alebo nie.

b) 'V pripade pred¢asného ukoncenia klinického

skusania alebo pred¢asného odstupenia
centra skuSania inym spésobom, ako
priamym  rozhodnutim  zadavatela, ma

zadavatel' pravo rozhodnut, ¢&i zariadenie
a vybavenie, ktoré zadavatel' poskytol, ma
ziskat zadavatel’ naspit alebo nie.

Pracovisko  klinického skusania a skusajuci
pouziju skiSané lie¢ivo a ostatny material, ktory
im poskytne PPD a ktorého 3pecifikicie sa
uvadzaju v protokole (¢l. TV., ods. 1 (a) tejto
zmluvy). len na vykonavanie klinického skasania.
V3etky materialy na ucely klinického skusania
ktoré pracovisko klinického skaSania a skusajuci
vramci klinického skusania nepouziju, vratia
spoloc¢nosti PPD.
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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.

VIIL.
Other provisions

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

a) Unless it is against the applicable local
regulations or the policy of Medical Facility,
Sponsor, at its reasonable discretion, through
PPD, may provide equipment to Medical
Facility or Investigator or reimburse Medical
Facility for procuring equipment needed for
the Clinical Study. The Medical Facility shall
have responsibility to maintain and calibrate
the equipment during Clinical Study and after
the Clinical Study is completed. At the end of
the Clinical Study, where permitted by
applicable law and regulation, the equipment
will become the property of the Medical
Facility. In the event of early termination of
the Clinical Study at Study Site, Sponsor shall
have the right to decide whether the
equipment is returned to Sponsor or not.

b) In the event of early termination of Clinical
Study or Study Site other than Sponsor’s
direct decision, Sponsor shall have the right to
decide whether the equipment. item provided
by Sponsor is to be retrieved by Sponsor or
not.

2) 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. | (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.
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3) Skusané lie¢ivo smu podavat len povereni

4)

3)

6)

zamestnaci  zdravotnickeho  zariadenia  pod
dohladom a kontrolou skusajuceho, ato len za
ucelom vykonavanie klinického skigania. Okrem
pripadov  $pecificky uvedenych v protokole
nesmie byt skuSané lie¢ivo premiestiiované k
Ziadnej tretej strane amoZno ho pouZit len
v sulade s protokolom.

Skusajuci a zdravotnicke zariadenie sa zavizuju,
Ze vSetku dokumenticiu o vykondvani klinického
skulania a dokumentaciu tykajicu sa subjektov
skuSania zachovajii po dobu pitnast’ (15) rokov
odo dia dokoncenia klinického ski3ania. Pokial
sa akékolvek zdrojové t1daje za ucelom
overovania zdrojovych tdajov uchovivaju len
v pocitatovych suboroch, skisajici sa zavizuje
vyhotovit’ vytlacok vsetkych udajov tykajicich sa
subjektov skudania, ktoré su pre klinické skusanie
relevantné. Tieto vytlacky budu datované,
podpisané skuSajucim ariadne archivované ako
zdrojové dokumenty.

a) Zdravotnicke zariadenie alebo skusajuci budu
podla potreby dostdvat od zadavatela
finanény prispevok na dlhodobé uskladnenie
zaznamov.  Platbu  uskutoéni v mene
zadavatela PPD.

b)  Zadavatel' alebo PPD musia byt pocas
obdobia, kedy sa zdznamy archivuju,
pisomne informovani o vsetkych zmenach
adresy alebo o prestahovani  stborov
klinického skuigania.

Zadavatel’ bude oprdvneny ponechat’ si originaly
vietkych formuldrov CRF alebo elektronickych e-

CRF, ktoré sa stani majetkom zadavatela.
Originaly ~ vSetkych  ostatnych  zaznamov
a materidlov  bude archivovat  zdravotnicke

zariadenie a tieto budu uchovavané v sulade so
vietkymi  prisluSnymi  zakonmi  a predpismi.
Zadavatel' dostane na poZziadanie kopie tychto
materialov.

Zdravotnicke zariadenie a skusajlci sa zavizuju,
ze pokial’ bude na vykondvanie analyz pre acely
klinického sktsania pouzité akékolvek externé
laboratorium, postarajic sa o o, Ze toto

3)

4)

6)

Déverné / Confidential

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, correspondence with the
ethics committee and PPD and all records relating
to the Clinical Study, including copies of the
electronic case record forms, shall be maintained
for at least 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.

a) Medical Facility or Investigator shall be
financially supported by Sponsor for long
term storage of records, if necessary. Payment
shall be done by PPD on behalf of Sponsor.

b) Sponsor or PPD must be informed in writing
of any change of address or relocation of
Clinical Study files during retention period.

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
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7

8)

laboratérium bude na vykon takejto préace
kvalifikované ~ vzmysle  zisad  spravnej
laboratornej a klinickej praxe.  Kvalifikicia
externého laboratéria musi byt preukdzana
prislusnym  certifikditom vydanym tomuto
laboratériu na vykonavanie takychto analyz.
Okrem toho, zdravotnicke zariadenie a skusajtci
sa zavdzuju zabezpelit, Ze toto externé
laboratérium bude viazané takou istou zmluvou
o mlcanlivosti, aka sa vztahuje aj na zmluvné
strany.

Skusajuci a zdravotnicke zariadenie sa zavizuju,
Ze nazov alebo produkty PPD alebo zadavatel'a
stvisiace s klinickym skuSanim nepouziju na
ucely  propagicie alebo  reklamy  bez
prechddzajticeho stihlasu PPD alebo zadavatel’a.

PPD sa zavizuje, Ze nezverejni meno skusajticeho
spojeného s tymto klinickym ski3anim inak nez
sposobom uvedenym v ¢lanku X., ods. 4 tejto
zmluvy.

9) Skusajuci a c¢len(ovia) skusajuceho timu si na

poziadanie PPD/zadavatela povinni zuéastiiovat

sa  vietkych  Skoleni  skusajiceho  timu
zabezpeCovanych na pracovisku klinického
skiSania imimo neho. VSetky ndklady na

Skolenia tykajice sa klinického skufania hradi
PPD/zadévatel’.

VIIL

Neziaduce udalosti v priebehu klinického skiSania

)

Skusajuici bezodkladne telefonicky, faxom alebo
elektronickou postou upovedomi PPD o vietkych
zavaznych neZiaducich udalostiach a vietkych
neocakdvanych zavaznych neZiaducich uéinkoch,
ku ktorym doslo pocas klinického skusania.
Podl'a § 44 Zakona €. 362/2011 Z.z. je skugajuci
tiez povinny informovat’ zdravotné poist'ovne.

Neziaduce udalosti, zdvazné neziaduce udalosti,
neziadice uc¢inky, zavazné neziadice u¢inky ako
aj neoCakdavané zdvazné neziadice ucinky su
definované v § 40 a § 41 Zakona ¢. 362/2011 Z.z.
v zneni neskorsich predpisov a skusajici ich
podla vyssie uvedeného zdkona a podla Smernic
ICH GCP ma evidovat a hlasit.

IX.
Poistenie a od§kodnenie

7)

8)
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perform such work pursuant to the principles of
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

VIII.

Adverse events in the course of the Clinical Study

)

2)

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.

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

11/31 .

4



1

2)

3)

Zadavatel', v sulade s § 43 Zakona ¢&. 362/2011
Z.z. v zneni neskor3ich predpisov, zabezpetil na
celi dobu trvania klinického skuSania povinné
poistenie  zodpovednosti  pre  skuajiceho
a zaddvatela; toto poistenie pokryva tiez
odskodnenie v pripade tumrtia alebo v pripade
ujmy na zdravi subjektov skuSania v ddsledku
vykonédvania klinického skugania. Kopia
potvrdenia o poisteni (osved&enia o poisteni)
subjektov skuSania tvori prilohu & 4 k tejto
zmluve.

Poistenie uvedené vods. 1) sa nevztahuje na
pripady, ked’ subjekt skusania bol do klinického
skuSania zaradeny bez toho, aby sa zaobstaral jeho
informovany sthlas alebo ak k ujme subjektu
skasania doslo v désledku nedbalosti skiisajiceho
alebo iného pracovnika pracoviska klinického
skuSania alebo v dosledku porusenia protokolu
alebo nedodrzania pokynov, ktoré pracovisko
klinického sktisania dostalo od PPD alebo od
zaddvatela.

Zdravotnicke zariadenie vyhlasuje, Ze ma
v zmysle § 79, ods. lu Zékona €. 578/2004 Z.z. o
poskytovatel'och zdravotnej starostlivosti uzavreté
poistenie zodpovednosti, ktora by mu pri
poskytovani  zdravotnej starostlivosti mohla
vzniknut. Toto poistenie je v stlade
s prisludnymi  zédkonmi a nezahriiuje povinné
poistenie zodpovednosti vo vzt'ahu k vykonavaniu
klinického skusania. Podla § 79, ods. 1 Zikona ¢.
578/2004 Z.z. musi byt toto poistenie platné po
celu dobu, po ktori zdravotnicke zariadenie
poskytuje zdravotnu starostlivost’,

4) Skusajuci a zdravotnicke zariadenie sa zavizuju, Ze

5)

6)

budia PPD a zadavatela pisomne informovat
o kazdom pripade reklamacie vad skusaného
lieciva alebo inych produktov pouZitych v rdmei
klinického sku3ania a poskytnutych zadavatelom
alebo spolo¢nostou PPD.

Zmluvné strany sa zavizuju, ze budu pri rieseni
situdcii opisanych vtomto Clanku IX. tejto
zmluvy plne spolupracovat’.

Zadavatel’ musi obhajovat’, odskodnit’ a zabranit,
aby voci zdravotnickemu zariadeniu
a skusajicemu  vznikli  akékol'vek  naroky,
opatrenia, ndklady avydavky (dalej suhrmne
Lharok (y)~, ktory (€) vznikne (1) dosledkom
naroku pacienta vyplyvajiceho z jeho uéasti na
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1) The Sponsor, in accordance with par. 43 of Act
No. 362/2011 Coll. as amended., has arranged
liability insurance for the Investigator 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.

2) 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.

3) The Medical Facility declares that it has insurance
coverage in accordance with § 79 par. lu of Act
no. 578/2004 Coll., on Medical care Providers,
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 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
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.

5) The Parties agree to cooperate fully in resolving
the situations described in this Article 1X. hereof.

6) Sponsor shall defend. indemnify and hold harmless
Medical Facility and Investigator against any and
all  claims, actions, costs and expenses,
(collectively hereafter: ~Claim(s)™), arising out of
Patients” claim that results from participation as a
patient within the Clinical Study, inclusive of

12/31
ne

Py



klinickom sku3ani ako pacienta, vritane ujmy na
zdravi, smrti alebo u¢inku, ktory suvisi
s ktorymkolvek skuSanym liekom, vy3etrenim
alebo ¢innost'ou, ktora bola sucastou klinického
skuSania, avSak za predpokladu, Ze zaddvatel
nemd podla tejto zmluvy Ziadne povinnosti vo
veci akéhokol'vek naroku, ak vznikol v désledku:

a) hrubého zanedbania alebo nedbanlivého alebo
zamerného nespravneho konania zo strany
zdravotnickeho zariadenia a skuasajiceho
alebo ktoréhokol'vek z jeho zamestnancov,
alebo v désledku akéhokolvek zisadného
porusenia povinnosti zdravotnickeho
zariadenia a skuSajuceho alebo akychkol'vek
ich podstatnych podmienok alebo povinnosti
podla tejto zmluvy, vratane, okrem iného,
vyznamného nedodrzania protokolu,
nespravneho postupu a/alebo zanedbania zo
strany skuSajuceho alebo zdravotnickeho
zariadenia a nedodrzania spravneho postupu
v pripade neZiaducej reakcie zo strany
skigajuceho;

b) toho, Ze liek nemal zamyslany uc¢inok alebo
Ze nepriniesol pacientovi ziadny d’al3i prinos

¢) podania d'alsich registrovanych liekov alebo
placeba pacientovi za i¢elom ich porovnania
s liekom, ktory je predmetom skdmania v
sktidani; alebo

d) nepriamej nedbanlivosti zo strany pacienta.

X
Ochrana dovernych informacii

Vyraz ,doverné informicie” pre ucely tejto
zmluvy  znamena  akékol'vek  informacie
poskytnuté spolo¢nostou PPD a zadavatelom
a tykajuce sa klinického skusania alebo jeho
dokumentécie; tym sa myslia najmé informacie
o Strukture, zlozeni, ingredienciach, vzorkach,
know-how. technickych postupoch a procesoch,
ako aj dalsie informacie, a to dokonca aj v tych
pripadoch, ked  tieto PPD alebo zadavatel
vyslovne neoznacil ako doverné. Déverny
charakter chranenych informadcii, prava na ich
publikovanie, prava dusevného vlastnictva a prava
na odskodnenie za pripadné Skody trvaju aj po
dokonceni klinického skusania.

Déverné / Confidential
injury, death or effect related to any Study Drug,
procedure or activity involved in the Clinical
Study, provided, however, that Sponsor shall have
no duty under this Agreement with respect to any
Claim to the extent it arises from:

a) the gross negligence of, or reckless or
intentional misconduct by Medical Facility
and Investigator or any of its or their
employees, or from any material breach by
Medical Facility and Investigator or any of its
or their material terms or conditions under this
Agreement including without limitation a
significant departure from the Protocol,
malpractice and/or negligence of Investigator
or Medical Facility and Investigator’s failure
to deal adequately with an adverse reaction;

b) the failure of the medicinal product to have its
intended effect or to provide any other benefit to the
Patient

c) other licensed medicinal products or placebo
administered to the Patient for the purpose of
comparison with the product under Trial; or

d) contributory negligence by the Patient.

X.
Protection of confidential information

1) “Confidential Information™ for purposes of this
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.
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2)

3)

4)

5)

6)

7

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

Zdravotnicke zariadenie a skdSajici nesmu
doverné informécie spristupnit’ tretim strandm ani
ich pouzit' na ucel iny neZ uréuju pokyny PPD.
Déverné informécie si vyluénym vlastnictvom
PPD azaddvatela a zdravotnicke zariadenie a
skusajuci st povinni ich uchovavat v tajnosti na
mieste uréenom pre takéto informécie; vynimkou
su pripady, ked zdravotnicke zariadenie alebo
sku3ajuci preukaZu, Ze dané informdcie su verejne
dostupné.

Pokial je potrebné doverné informacie spristupnit’
z dovodov stanovenych zékonom (vratane, okrem
iného, prikazu alebo poZziadavky sudu prislusnej
Jurisdikcie, spravneho orgénu alebo iného orgénu
Statnej spravy alebo zdravotne] poist'ovne),
zdravotnicke zariadenie alebo skusajici su
povinni otom bezodkladne informovat PPD.
Zmluvné strany sa zavdzuji, Ze v pripadoch
uréenych  zikonom  doverné  informécie
opravnenym subjektom alebo etickej komisii
a osobam splnomocnenym spoloénostou PPD
zverejnia len v nevyhnutnom rozsahu.

PPD, =zdravotnicke zariadenie a sku3ajuci sa
zavdzuji, Ze vSetky osoby z(castiujice sa
klinického skusania a osoby, ktorym sa doverné
informacie  spristupnia,  budi  informovat
o povinnosti zachovavat ml¢anlivost’ v zmysle
tejto zmluvy: takéto osoby s potom viazané
takou istou ml¢anlivostou.

Zdravotnicke zariadenie a skusajici sa zavizuju,
ze po dokonceni klinického skudania spoloénosti
PPD odovzdajia vsetky materidly, dokumenty
a informacie, ktoré od PPD dostali; vynimkou st
pripady stanovené zakonom.

Zmluvné strany sa zavdzuju, Zze zachovaju
déverny charakter vsetkych informacii tykajicich
sa finanénych dohéd medzi zmluynymi stranami
v tajnosti a Zze ich budi uchovavat' oddelene od
ostatnych dokumentov.

XI.

Vlastnictvo, ochrana a publikovanie vysledkov

2)

3)

4)

5)

6)

7

Déverné / Confidential

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
received from PPD, except for cases provided by
law.

The Parties agree to keep all documents and
information concerning the financial arrangements
between the Parties confidential and separate from
other documents.

XL

Ownership, protection, and publication of Clinical
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1)

2)

3)

5)

6)

klinického skiiSania

Vysledky klinického skusania su  vyluénym
vlastnictvom zadéavatela. Vsetky patentové
prihladky tykajice sa vynédlezov alebo vylepseni
existujucich lekarskych postupov, objavenych
v priebehu klinického sku3ania alebo na zdklade
jeho vysledkov, sa budi registrovat v mene
zadavatela.

Ani zdravotnicke zariadenie ani sku3ajici nesmi
publikovat” vysledky klinického skusania ani ich
Cast' bez vopred udeleného pisomného suhlasu

zaddvatel'a. Rozhodnutia o publikaénych
moznostiach ~ spadaji = vplnej miere do
zodpovednosti  zadavatel'a. Zdravotnicke

zariadenie a skudajici sa zavizuji, Ze zverejnenie
akychkol'vek publikacii alebo ustnych prezentacii,
vratane, a bez obmedzenia, odbornych rukopisov,
vytahov, resumé, plagitov a vizudlnych diel
o priebehu alebo vysledkoch klinického skusania
prediskutuji so zaddvatefom, a to najmenej
Sest'desiat (60) dni pred zamysFanym odovzdanim
pracovnych verzii takychto diel.

Ak by podla osobného nézoru zadivatela
publikécia alebo prezenticia v danom ¢ase brénila
zadavatel'ovi vo vyvoji skiidaného lieku, skgajici
musi podla toho zvéazit tpravu publikacie alebo
harmonogramu prezentacii. V3etky opodstatnené
poznamky, ktoré ma zadavatel v sivislosti
s predkladanou publikaciou skua3ajiceho, uvedie
skusajuci do publikécie.

Kedze klinické skusanie je  shcastou
multicentrického klinického skusania, sku3ajuci
nevydda Ziadnu publikdciu ani neuskutoéni
prezentaciu, ktord vychadza z vysledkov, ktoré sa
zhromazdili v zdravotnickom zariadeni predtym,
ako sa vyda prva multicentricka publikacia.

Publikdcia alebo prezentacia uskuto¢nena zo
strany zdravotnickeho zariadenia alebo
skusajiceho musi uvadzat’ odkaz na prislusna (é)
multicentricku (&) publikaciu (e).

Zaddvatel' md takisto pravo publikovat vysledky
klinického sku3ania. V pripade, ze zadavatel
koordinuje vydanie multicentrickej publikacie,
ucast skudajuceho ako uvedeného autora sa riadi
podmienkami smernice zadavatel'a a vieobecne
uznavanymi principmi autorstva.

Dévemné / Confidential
Study results

1) 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.

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

3) [Ifin the Sponsor's sole judgment, publication or
presentation at a given time would hinder the
Sponsor's development of the Investigational
Product, Investigator shall consider modifying the
publication or presentation schedules accordingly.
All reasonable comments made by Sponsor in
relation to a proposed publication by Investigator
will be incorporated by Investigator into the
publication.

4)  As the Clinical Study is part of multi-centered
clinical study, Investigator shall not make any
publication or presentation based on the results
obtained at Medical Facility before the first multi-
center publication.

5)  The publication or presentation by Medical
Facility or Investigator shall make reference to the
relevant multi-center publication(s).

6) The Sponsor shall also have the right to publish the
results of the Clinical Study. In the event the
Sponsor coordinates a multi-centre publication,
the participation of Investigator as a named author
shall be determined in accordance with the
Sponsor’s policy and generally accepted standards
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7)

8)

Okrem toho, zadavatel’ ma pravo poZadovat, aby
ktordkol'vek publikacia alebo prezentacia tykajuca
sa prace vykonanej na ziklade tejto zmluvy
obsahovala ocenenie  podpory zadavatela.
Zadavatel ma zéroveri v sulade s americkymi
alebo dalsimi platnymi zdkonmi ohladom
autorskych prdv pravo na pouzitie, uvadzanie
odkazov a rozdirovanie dalSich vytlackov
vedeckych, medicinskych a ostatnych
publikovanych ¢ldnkov, ktoré uvddzaju néazov
zdravotnickeho zariadenia a/alebo sku3ajuceho a
to za predpokladu, Ze takéto pouZitie neznamena
uznanie Ziadneho komeréného vyrobku alebo
sluzby zo strany zdravotnickeho zariadenia alebo
skusajiceho.

Zdravotnicke zariadenie a skuSajici berd na
vedomie skutocnost’, Ze nesmu uverejnit’ Ziaden
odborny rukopis o objavoch alebo o skiZanom
lieCive skor, ako zadavate poda patentovi
prihlasku, pokial' je, vzhfadom na povahu
vysledkov klinického skuania, taka prihlaska
mozZna.

9) Zdravotnicke zariadenie a/alebo skisajuci sthlasia,

10)

ze sa zadavatel okamzite dozvie o vietkych
vynalezoch, objavoch (& uz su patentovatelné
alebo nie), zlepSeniach, névrhoch, napadoch,
hldseniach alebo o d'alsom dusevnom vlastnictve,
ktoré zdravotnicke zariadenie alebo skusajici
vytvorili pocas trvania tejto zmluvy, ¢ uz
samostatne alebo v spojitosti s inymi osobami,
pocas alebo désledkom akychkol'vek éinnosti,

ktoré vykonalo centrum skaSania, hlavny
skusajuci alebo PPD alebo pocas uskutoénenia
klinického skusania podl'a podmienok tejto

zmluvy (dalej sthrnne “vynalezy™) a tieto sa
stani vyluénym a vyhradnym vlastnictvom

zadavatela.

Po ukonceni skusania sa vsetky tieto materidly,
informacie atudaje, ktoré ma vdribe
zdravotnicke  zariadenie/skisajuci  okamzite

odovzdaju PPD, svynimkou, ako to vyZaduje
archivacia podl'a Spravnej klinickej praxe (ICH
GCP)  aplatnych  ndrodnych  alokélnych
usmerneni.

XIL
Cisté trestné registre

7

8)

9)

Déverné / Confidential
for authorship.

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. Sponsor shall
also have the right to use, refer to and disseminate
reprints of scientific, medical and other published
articles which disclose the name of Medical
Facility and/or Investigator consistent with U.S.
or other applicable copyright laws, provided such
use does not constitute an endorsement of any
commercial product or service by Medical Facility
or Investigator.

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.

Medical Facility and/or Investigator agree any
inventions, discoveries (whether patentable or
not), innovations, suggestions, ideas, reports or
other intellectual property made or developed by
Medical Facility or Investigator during the Term
of this Agreement, alone or in conjunction with
others, during or as a result of
any deliverables provided by the Site, the
Principal Investigator or PPD or conducting the
Clinical Study under this Agreement (collectively,
the “Inventions™) shall be promptly disclosed to
Sponsor and shall become the sole and exclusive
property of Sponsor.

10) Upon termination of the Trial, all such materials,

information and data in Medical Facility’s /
Investigator’s custody, except as required for
archiving under ICH GCP and applicable national
and local regulations, shall be promptly delivered
to PPD.

XI11.
Clean criminal records
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)

2)

3)

Skusajuci vyhlasuje a garantuje, Ze ani jemu ani,
podla jeho najlepSiecho vedomia, Ziadnemu
z Clenov skusajuceho timu nebola nikdy zakazana
¢innost a ani nebol odstideny za trestny ¢in, za
ktory by lekdrovi mohla byt zakdzana &innost
v oblasti mediciny.

Skusajuici vyhlasuje, Ze ani on ani Ziaden z Clenov
skasajiaceho timu nebol nikdy obvineny,
vySetrovany alebo uznany vinnym v spojitosti s
vykondvanim klinického sku3ania.

XIII.
RieSenie sporov a zmierovacie konanie

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

Zmluvné strany sa zavdzuju navzajom si pri
vykonévani klinického sktsania poméhat a vietky
spory alebo ndzorové nezhody tykajuce sa
pracovnych postupov a metdd riesit vzajomnym
rokovanim.

Zmluvné strany berti na vedomie a zavizuju sa, Ze
akékolvek spory, ktoré sa nevyrieSia spolupracou
v zmysle ods. 2. spadaji pod sudnu pravomoc
sidov Slovenskej republiky, pokial' sa strany
nedohodnu na arbitraznom konani u arbitraZneho
rozhodcu alebo pred arbitraZnym stidom.

XI1V.
Finanéné ustanovenia

Zdravotnicke zariadenie berie na vedomie
asuhlasi stym, Ze platby za subjekty skiSania
v ramci tohto klinického sktsania prijima PPD od
zaddvatel'a. Preto PPD nebude povinné
zdravotnickemu  zariadeniu platitt skor, ako
dostane platby za subjekty skusania od
zadavatela. PPD urobi vsetko pre to, aby
zaistilo, Ze tieto platby od zadavatela bude
dostavat’ nacas.

Za platby tretim stranam aza uhrady svojich
vlastnych ndkladov spojenych s klinickym
skusanim nesie plni zodpovednost’ zdravotnicke
zariadenie, ato wvratane ndkladov na liecbu
v pripade ujmy na zdravi subjektov skusania
vdosledku ich ucasti na klinickom skusani,
s vynimkou nakladov refundovanych na zaklade

1)

Dévemné / Confidential
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.

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
The Parties have agreed that the legal

1)

relationships arising under this Agreement shall
be governed by the valid laws and regulations of
the Slovak Republic.

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.

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,
unless they agree on an arbitration proceeding
before an arbitration judge or arbitration court.

XIV.
Financial provisions

The Medical Facility takes into account and
agrees that PPD receives the payments for Study
Subjects in this Clinical Study from a Sponsor.
Thus, PPD will not be obliged to pay to the
medical facility 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.

The Medical Facility is fully responsible for
payments to third parties and paying its own
expenses connected with the Clinical Study,
including costs for therapy in the event of injury
to health of the Study Subjects resulting from their
participation on the Clinical Study, with the
exception of expenses reimbursed on the basis of
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3)

4)

5)

6)

2)

tejto zmluvy alebo jej pisomného dodatku.

Zdravotnicke zariadenie a skuSajici bert na
vedomie skutoCnost, Ze spolocnost PPD je
v zmysle Zdkona o daniach a poplatkoch' povinna
hlasit' prisluSnému finanéému tradu vietky platby,
ktoré budu vyplatené na zaklade tejto zmluvy.

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

Spolo¢nost PPD vyhlasuje, Ze so skuSajlicim

uzatvorila  zmluvu o poskytovani  sluZieb
tykajucich sa tohto klinického skusania, na
zdklade ktorej su skudajici a Clenovia

skusajiceho timu za vykondvanie tohto klinického
skusania odmenovani.

Spolo¢nost PPD  wvyhlasuje, Ze finanéné
prostriedky v prilohe 1 tvoria 100% odmenu pre
zdravotnicke zariadenie.

XV.
Doba trvania zmluvy

Tato zmluva sa uzatvdra na dobu trvania
klinického skuaania. Predpokladany ¢as ukocenia
klinického skusania je jul 2016.

V nasledujucich situacidch moze ktordkol'vek zo
zmluvnych strin tito zmluvu zruSit' pisomnou
vypoved'ou s 30-diiovou vypovednou lehotou,
ktord zacina plynut v deri nasledujici po dni
doruéenia vypovede zmluvnym stranam:

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

b) ak sa vyhlédsi, Ze ktordkol'vek zo strin 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 skuSania netimerne
Zvysi;

e) ak dojde k zrudeniu potrebného opravnenia,
oznamenia, povolenia alebo spit'vzatiu

Dévermné / Confidential
this Agreement or a written amendment to it.

3) 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.

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

5) 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.

6) PPD declares that funds in Appendix 1 comprise
100% remuneration for Medical Facility.

XV.
Term of the Agreement.

1) This Agreement is concluded for the duration of the
Clinical Study. Approximate end date of the
Clinical Study is July 2016.

2) 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
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3)

4)

sihlasu ~ potrebného  na  vykonavanie
klinického sku3ania, ak sa skon¢i jeho
platnost’ a tato nie je primerane predizena, ak
dojde k pozastaveniu alebo zdkazu klinického
skusania alebo ak sa toto nezaéne v zakonnej
lehote odo diia, v ktorom vzniklo opravnenie;

f) v pripade nedostatotného tempa zarad'ovania
vhodnych subjektov skaSania do klinického
skusania, ktoré ohrozi dohodnuty
harmonogram;

Okrem toho, PPD méze klinické sktsanie zastavit’
alebo prerusit a zaroven tito zmluvu zrudit
pisomnou vypoved'ou s 30-diiovou vypovednou
lehotou, ktora zacina plynat’ v deil nasledujiici po

dni  dorucenia  vypovede skiSajucemu a
zdravotnickemu  zariadeniu,  z nasledujucich
dévodov:

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

b) ak bol uz celkovy polet oséb zaradenych do
klinického skt3ania dosiahnuty, aviak pocet
0sob zaregistrovanych pracoviskom
klinického skti3ania este splneny nebol; alebo

c) ak bola skusajicemu zakdzana ¢innost’ alebo
bol  diskvalifikovany  podla  Zékona
o presadzovani generickych lieciv  z roku
1992 a skusajuci je zapisany na ,Ciernu
listinu™ vedent FDA.

Zadavatel’ md pravo kedykol'vek vypovedat tiito
zmluvu na zaklade predchadzajiceho pisomného
oznamenia zdravotnickemu zariadeniu s tridsat
(30) driovou lehotou bez udania dévodu a bez
zavizkov, alebo okamzite na zdklade pisomného
oznamenia  zdravotnickemu  zariadeniu  bez
zavizkov v pripade, ze zadavatel' podla svojho
vlastného uvazenia pride k zaveru, Ze:

a) dostupné udaje naznacuj, Ze nie je bezpecné
d’alej podavat’ sku3any liek pacientom;

b) zdravotnicke zariadenie alebo skusajuci
porusuju  ktorékol'vek  podmienky tejto
zmluvy (vratane, okrem in¢ho, akychkol'vek
zaruk alebo zavizkov);

3)

4)

Déverné / Confidential
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 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:

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; or

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

Sponsor shall have the right to terminate this
Agreement at any time upon thirty (30) days prior
written notice to Medical Facility without cause
and without liability, or immediately upon written
notification to Medical Facility without liability,
in case Sponsor, at its sole discretion, concludes
that:

a) available data indicate that it is not safe to continue

to administer the Study Drug to patients;

b) Medical Facility or Investigator is in breach of any

term of this Agreement (including but not
limited to any warranty or undertaking);
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c) vstup vhodnych pacientov do klinického
skiania je priliS pomaly na to, aby sa
dodrzal naplanovany schvaleny
harmonogram;

d) dodrziavanie protokolu je nedostato¢né alebo
Ze zaznamenavanie udajov je zasadne
nepresné alebo neuplné;

e) sa dodrzalo celkové zaradovanie do
klinického skuSania, dokonca aj ak sa
nedokonéilo  zarad'ovanie podfa tejto
zmluvy; alebo

f)  skusajuci nie je d'alej schopny konat ako
skiidajici a nedd sa zabezpeCit' ndhrada
vzijomne prijatelnd pre zdravotnicke
zariadenie aj pre zaddvatel'a.

5)  Zmluvné strany méZzu tito zmluvu zrudit
pisomnou vypovedou kedykol'vek.

6) Thned po prijati vypovede zdravotnicke zariadenie
a skiajlci zastavia prijimanie subjektov skigania
do klinického sku3ania; v miere prijatelnej
z lekarskeho hl'adiska ukon¢ia vykonavanie
procedir u subjektov skuSania, ktoré uz boli do
$tudie zaradené, a v maximalnej moZnej miere sa
zdrzia vytvarania d'alSich nakladov a vydavkov.

7) Bez ohladu na ¢okol'vek tu uvedené v opaénom
zmysle, pokial’ by pocas doby trvania tejto zmluvy
PPD alebo zadévatel ziskali informaciu, ktora by
vyvolavala pochybnosti o bezpecnosti alebo
ucinnosti skusaného lie¢iva alebo sivisiaceho
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 ukonéi klinické skusanie a/alebo
(iii) sa wuvpravia ktorékol'vek d’aliie relevantné
ustanovenia tejto zmluvy

8) Thned' po dokonceni klinického skisania alebo po
jeho  predcéasnom  ukonceni  zdravotnicke
zariadenie a/alebo skusajuci vypracuji a odoshi
spolo¢nosti PPD  zdvere¢nu sprdvu obsahujlcu
vsetky relevantné informacie o stadii, ako su tieto
charakterizované v protokole, medzi nimi tiez
vietky udaje a vysledky klinického skusania.
Okrem toho vrdatia PPD a zadavatelovi vsetky
informdcie, ktorych su tito vlastnikmi a ktoré su
takto definované v tejto zmluve.

9) Po vypovedani tejto zmluvy bude zdravotnicke
zariadenie spolupracovat’ so zadavatelom, aby

Dévemne / Confidential
c) the entry of valid patients in the Clinical Study is
too slow to meet the agreed time scheduled;

d) adherence to the Protocol is poor or data
recording is materially inaccurate or
incomplete;

e)  the overall Clinical Study enrolment has been
met even if enrolment under this Agreement
has not been completed; or

f) Investigator is no longer able to act as Investigator
and no replacement mutually acceptable to
Medical Facility and Sponsor can be found.

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

6) 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
Study Subjects already entered into the Clinical
Study, and refrain from incurring additional costs
and expenses to the extent possible.

7) 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 Study Subjects to be
studied, (ii) terminate the Clinical Study, and/or
(iii) modify any other relevant provisions of this
Agreement.

8) 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
Information, as defined herein, to its respective
OWner.

9) Upon the termination of this Agreement, Medical
Facility shall cooperate with Sponsor to provide
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1

2)

b2
—

zabezpecili riadne ukoncenie klinického skusania
vykonaného podla tejto zmluvy. Ak zadavatel
v pripade predéasného vypovedania uskutoénil
v prospech zdravotnickeho zariadenia zilohovu
platbu za nedokocenu pracu (& uZ za odmeny
alebo ing€), tieto prostriedky sa maji vratit' do
Styridsiatichpiatich (45) dni odo diia takéhoto
vypovedania zmluvy.

XVL. Etické spravanie

Zdravotnicke zariadenie a skusajtici sa zavizuju,
ze nebudi, & uZz priamo alebo nepriamo,
prostrednictvom  akejkol'vek  tretej  strany
poskytovat, ponukat' alebo slubovat ziadnu
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 zaddvatel'ovi
napomocna pri ziskavani necestného
zvyhodnenia.

Zdravotnicke zariadenie a sku3ajuici sa zavizuju,
ze nebudu & uz priamo alebo nepriamo,
prostrednictvom akejkol'vek tretej strany prijimat’,
schval'ovat, ziskavat’ ¢i pozadovat’ Ziadnu platbu,
dar alebo ind cennti vec od Ziadnej osoby, ktora
im bude pontknutd alebo dand ako odmena za
nepatricné ovplyvnenie alebo so zdmerom
nepatri¢ného ovplyvnenia zdravotnickeho
zariadenia, ski3ajlceho, spoloénosti PPD alebo
zaddvatela.

XVII.
Zavereiné ustanovenia

Kazdd zo zmluvnych stran berie na vedomie, Ze
kazdé  porudenie  vyhlaseni alebo  zaruk
kedykol'vek pocas platnosti tejto  zmluvy
predstavuje v kazdom pripade porusenie tejto
zmluvy so vsetkymi dosledkami zakotvenymi v
slovenskom pravnom poriadku pre pripad
nedodrzania  zavizkov vyplyvajicich  z tejto
zmluvy.  Nedodrzanie vyhldsenia alebo zaruky
znamena, Ze dané vyhldsenie alebo zaruka nie je
pravdivé/a, uplné/a alebo spravne/a.

Vztahy, ktoré neupravuje tato zmluva, sa riadia
Zakonom ¢. 513/1991 Z.z. (Obchodny zakonnik)
v jeho platnom zneni, Zakonom ¢. 362/2011 Z.z. o
liekoch a zdravotnickych pomdckach a o zmene a
doplneni niektorych zikonov a Vyhlaskou ¢.
239/2004 Z.z. o poziadavkach na Klinické

1y

2)

2)
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for an orderly wind-down of the Clinical Study
conducted hereunder. In the event of early
termination, if payment (whether for salaries or
otherwise) has been made by Sponsor to Medical
Facility in advance for work not completed, such
monies shall be refunded within forty five (45)
days after the date of such termination.

XVI. Ethical Conduct

Medical Facility and Investigator undertake that
Medical Facility 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 Medical
Facility, 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  Medical  Facility,
Investigator, PPD or the Sponsor.

XVIL
Closing provisions

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

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. 239/2004 Coll. on Requirements
for Clinical Studies and Good Clinical Practice, as
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3)

4)

3)

6)

7)

skuSanie a spravnu klinicki prax v zneni
neskorSich predpisov.

Podl'a Zikona ¢. 40/1964 Z.z. vjeho platnom
zneni nadobuda zmluva uzatvoreni so Statnym
zdravotnickym zariadenim platnost’ diiom podpisu
vietkymi zmluvnymi stranami a G&innost diiom
nasledujiicim po dni zverejnenia zmluvy v
Centralnom registri zmlav. V pripade, Ze sa na
zdravotnicke zariadenie tento zikon vztahuje,
zavizuje sa zdravotnicke zariadenie zverejnit’ tuto
zmluvu v Centrdlnom registri zmliv do 10
pracovnych dni odo dfia, vktorom bude
zdravotnickemu  zariadeniu  duruéené tplné
vyhotovenie zmluvy. Zdravotnicke zariadenie si
je vedomé toho, ze protokol je duSevnym
vlastnictvom zaddvatel'a a Ze nebude zverejneny
ako priloha k zmluve. Tato zmluva je zavizna
pre zmluvné strany, jej ndstupcov a jej
pripustnych postupnikov.

Ziadna zo zmluvnych stran nesmie tito zmluvu
previest alebo postipit’ bez vopred udeleného
pisomného suhlasu ostatnych zmluvnych stran
tejto zmluvy.,

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 priva vo vztahu
k akémukol'vek d’alsiemu poruseniu niektorého z
ustanoveni tejto zmluvy.

Zmluvné strany sa zavdzuji, ze budi dodrZiavat’
vsetky ustanovenia tejto zmluvy, ktorych &innost
je dlhsia ako doba trvania zmluvy, ato aj po
zruieni klinického sktidania.

Okrem zaruk vyslovne uvedenych v tejto zmluve
neddva PPD ani zadavatel vo vztahu ku
klinickému skusaniu, skusanému lie¢ivu alebo
akymkol'vek  materidlom  alebo  procesom
upravenym touto zmluvou nijaké zaruky, ¢i uz
vyslovné alebo implicitné; tym sa, okrem iného,
myslia aj akékol'vek zdruky predajnosti alebo
vhodnosti na konkrétny Gcéel. Okrem pripadov,
ktoré sa wvyslovne uvadzaji vtejto zmluve,
nezodpoveda spoloc¢nost’ PPD ani zadavatel' za
nijaké nasledné, trestné, nepriame alebo iné
skody, ktoré by v dosledku klinického skusania
utrpeli zdravotnicke zariadenie alebo skusajuci

3)

4)

5)

6)

7
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amended.

Pursuant to Act no 40/1964 Coll as amended, the
Agreement concluded with a state run Medical
Facility becomes valid upon the date of the
signature by all the Parties and effective the day
following the date of the publication of
the Agreement in the Central Register of
Contracts. In case this Act applies to the Medical
Facility, the Medical Facility agrees to publish the
Agreement in the Central Registry of Contracts
within 10 business days from the date the Medical
Facility has received the fully executed
Agreement. 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.

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

8) Tato zmluva sa vyhotovuje v troch rovnopisoch,
po jednom pre zdravotnicke zariadenie,
skusajuceho a spolo¢nost’ PPD.

9) Zmeny a doplnenia tejto zmluvy moZno vykonat
iba formou pisomnych dodatkov k nej.

10) V pripade akejkol'vek nezhody medzi slovenskym
aanglickym znenim zmluvy mé prednost
slovenské znenie.

Toto miesto sa zdamerne ponechdva prdzdne, podpisy
zmluvnych stran siu na nasledujiicej strane.
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8) This Agreement is made in three counterparts, of
which the Medical Facility, the Investigator and
PPD shall receive one.

9) Changes and supplements to this Agreement may
be made only by written amendment hereto.

10) In the case of any discrepancy between the Slovak
and the English versions of the Agreement, the
Slovak version shall prevail.

This space has been intentionally left blank, the
signatures of the Parties are on the following page.
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Na dokaz svojho stihlasu stouto zmluvou ju In witness of their consent to this Agreement, the
zmluvné strany podpisuju. Parties have signed below.

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

By / Podpis:

i

/ )
¥ Mgr. Michal Lorinc

Name / Meno:

Title / FUnkCiC: Cl .;!|.'\ii':.-..‘-ﬁ\|_. |I"f/!f'."‘.NX:'\G Elr'\.

' e e =]
Date / Datum: qq S EAY

Medical Facility / Zdravotnicke zariadenie:

By / Podpis:
Name / Meno: MUDr. Miroslav BdZoch, PhD., MPH
Title / Funkcie: riaditel’ / director

24 06. 20

Date / Datum:

Investigator / Sku

By / Podpis:

Name / Meno: Doc. MUDr. Eméke Stefiova, PhD.

24 06. 200

Date / Datum: _
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Zoznam priloh k tejto zmluve:

Priloha €. 1: Platobny kalendar

Priloha ¢. 2. Tla¢ivo autorizicie platby

Priloha ¢. 3: Splnomocnenie zadavatel'a pre
spolo¢nost PPD

Priloha €. 4: Osvedc¢enie o poisteni

Priloha & 5: Képia povolenia Stitneho tGstavu pre
kontrolu lie¢iv a sthlasnych stanovisk
etickych komisii

Priloha €. 6: Kopia vypisu zobchodného registra

spolo¢nosti PPD a splnomocnenia osoby

podpisujucej za PPD

Kopia zriad'ovacej listiny

zdravotnickeho zariadenia

Protokol klinického skusania (pripojeny

samostatne)

Priloha ¢. 7:

Priloha ¢. 8:
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List of appendices to this Agreement:

Appendix no. 1: Payment Schedule

Appendix no. 2. Payment Authorization Form

Appendix no. 3: POA from Sponsor to PPD

Appendix no. 4: Insurance Certificate

Appendix no. 5: Copy of approval from State Institute
for Drug Control and concurring
opinions  from  the  Ethics
Committees

Appendix no. 6: Copy of extract from the

Commercial Register of PPD and

POA of PPD signatory

Copy of Incorporation Deed of

Medical Facility

Protocol of the Clinical Study

(bound separately)

Appendix no. 7:

Appendix no. 8:
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Priloha ¢. 1. - Platobny kalendar
K zmluve medzi:
PPD Slovak Republic, s.r.o.
Univerzitna nemocnica Bratislava
Doc. MUDr. Eméke Steiiova, PhD.

CELLTRION, Inc.
CT-P10 3.2 RA

Platby : Platby je potrebné poukazovat na
nasledujuci ucet prijemcu platieb (d’alej len
.prijemca platieb®):

Déverneé / Confidential

Appendix No. 1 — Payment Schedule
To an Agreement between:
PPD Slovak Republic, s.r.o.

Univerzitna nemocnica Bratislava
Doc. MUDr. Emoke Stenova, PhD.

CELLTRION, Inc.
CT-P10 3.2 RA

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

Prijemca platieb/Payee Name: Univerzitnd nemocnica Bratislava
DIC/Tax ID No.: SK202 1700 549

Ndzov a adresa banky/Bank name and address: V3eobecna uverova
banka, a.s., Mlynské Nivy 1, 829 90 Bratislava, Slovesnka republika
/ Slovak Republic

Faktiry: Vsetky originaly faktar tykajtcich sa
klinického skuSania musia byt na uhradu
dorucené spolo¢nosti PPD (ako odberatel'a
a platcu je na faktirach potrebné uvadzat' PPD)
na nasledujucu adresu. K faktiram musi byt
pripojeny spravny podrobny rozpis vsetkych
poplatkov, podkladova dokumentacia a musia
obsahovat’ ¢islo faktiry pracoviska. Splatnost’
faktur je Sest'desiat (60) dni odo dina vystavenia
faktary prijemcom platieb:

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:

PPD Slovak Republic, s.r.o.
Do rukou / Attn.: Finan¢ni oddéleni / Finance Department
Bratislavské cesta 100/D

931 01 Samorin

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

Zipis pacientov: Zdravotnicke zariadenie a
skisajici berd na vedomie, Ze ide o klinické
sktsanie, ktor¢ho ciel'om je vyhodnotenie pevne
stanoveného poctu subjektov skusania. Od
skusajuceho sa bude ocakdvat, Ze pri zapise
zmluvy vynalozi vSetko

pacientov v zmysle

Enrollment: The Medical Facility and
Investigator acknowledge that this is a Clinical
Study designed to evaluate a set number of
Study Subjects. The Investigator will be
expected to apply best efforts for enrollment as
provided for When

under the Agreement.
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potrebné usilie. Po dokonéeni zépisu ciel'ového
poctu subjektov skusania pre celé klinické
skiSanie bude zdravotnicke zariadenie o tejto
skutocnosti upovedomené a dostane pokyn, aby
v zapise subjektov skusania uz nepokracovalo.

Za klinické skiiSanie sa plati takto:

Niklady na jeden subjekt skiSania
(pacienta): Prijemca platieb bude vyplacany za
kazdy dokonceny a vyhodnotitelny subjekt
skusania, ako sa tento definuje v d'alSom texte,
podla sadzieb stanovenych v niZSie uvedenych
platobnych tabul'kich. Platby budd navysené o
DPH. Platby sa budi uskutoéiiovat’ kvartélne
vEurdich abudi sa vyplicat na zaklade
uskutoénenych navstev overenych
v elektronickych formularoch podavania sprav o
jednotlivych pripadoch (eCRF) apo prijati
spravnej faktiry s podrobnym rozpisom
poloziek. Dokonéeny a vyhodnotitel'ny pacient
sa definuje takto: (i) vetky procediry sa musia
vykonat’ podl'a protokolu a Smernic ICH GCP,
(ii) kazdy pacient bude zaradeny jedine podl'a
zarad'ovacich/vyradovacich  kritérii a  (iii)
vietky udaje su presne a uplne
zdokumentované.  V pripade, Ze subjekt
skisania neabsolvuje vSetky ndvstevy podla
Specifikécii protokolu, PPD je povinna za takyto
subjekt skidania zaplatit' len pomernt &ast' za
absolvované navstevy na zaklade eCRF.

Netispesné zipisy: Zdravotnickemu zariadeniu
sa preplati kompenzicia za netspes$né zapisy
(ako su definované nizsie). Zdravotnickemu
zariadeniu  sa preplati suma vo vyske
skriningovej navstevy podl'a rozpoctu za kazdy
neuspesny zdapis. Pre ucely tejto zmluvy sa pod
pojmom neuspe$ny zdpis rozumie kazdy
pacient, ktory najskor zdanlivo spliuje kritéria
pre skrining, podpiSe tlac¢ivo informovaného
stuhlasu, absolvuje skrining, aviak do klinického
skusania zapisany nie je. Platba za neuspesné
zapisy sa vyplati vyssie uvedenému prijemcovi
platiecb po doruteni spravnych faktir s
podrobnym rozpisom poloziek.

Lekarenské poplatky: Prijemcovi platieb sa
vyplati kompenzdcia v hodnote 200,- Eur za
lekarenské poplatky. Tato kompenzicia sa
vyplaca kazdych 3est (6) mesiacov po dobu
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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: The Payee will be
paid per completed and evaluable subject 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 patient is defined as
follows: (i) all procedures must be performed
according to the protocol and ICH GCP
guidelines, (ii) a patient will only be included
according to the inclusion/exclusion criteria, and
(iif) all data are documented accurately,
completely. In the event that a Study Subject
does not complete all visits as specified in the
Protocol, PPD shall only be obligated to make
payment for such Study Subject on a pro-rated,
completed visit, and eCRF basis.

Screen Failures: The Medical Facility will be
paid for Screen Failures (as defined below).
Medical Facility will be reimbursed at the full
rate of the Screening Visit, as stated in the
Budget, for each Screen Failure. For purposes of
this Agreement, a Screen Failure shall mean any
subject, who initially 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.

Pharmacy Fees: The Payee will receive
reimbursement of 200,- Euro for Pharmacy fees,

payable every six (6) months for the duration of

the Clinical Study, or pro-rated for shorter
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trvania klinického skuSania alebo pomerne za
kratdie obdobie ato poéntic zépisom prvého

subjektu skuSania abez ohladu na pocet
zapisanych subjektov.  Platba sa vyplati po
doruCeni spravnej faktiry s podrobnym

rozpisom polozZiek.

Neplinované ndvstevy: Nepldnovand navsteva
sa definuje naviteva subjektu skiania, ktora nie
je vyslovne predpisana protokolom, av3ak inak
je pre ucely klinického skuSania nevyhnutna.
Za neplanované navstevy sa bude vyplacat
suma 24,- Eur po doruéeni spravnej faktiry s
podrobnym rozpisom poloZieck PPD alebo
zaddvatelom. Nepldnované navitevy za icelom
bezpeCnosti st povolené kedykolvek. V
pripade, Ze medicinsky nevyhnutna procedira
nie je zahrutd v protokole, zdravotnicke
zariadenie musi ziskat schvélenie zadivatela
pred vykonanim takejto procedury. Vyska
kompenzacie za dani procediiru, ktord nie je
zahrnutd v protokole bude schvilend v Case
poskytnutia pisomného schvélenia.

DPH a d’alSie dane: V pripadoch, kde sa
vyzaduje faktira s DPH, sa platby uskutoénia az
vtedy, ked' PPD dostane platnt faktiru s DPH.
V situdciach, na ktoré sa nevztahuje DPH, sa
vsak taktiez pred uskutocnenim kaZzdej platby
podla tejto zmluvy vyzaduje faktura.

Tretie strany: Za platby tretim stranam a za
thrady svojich vlastnych nakladov spojenych s
klinickym skdSanim nesie plni zodpovednost
prijemca platieb, a to vratane ndkladov na lie¢bu
v pripade ujmy na zdravi subjektov hodnotenia
v dosledku ich tuéasti na klinickom skusani,
s vynimkou nakladov refundovanych na zéklade
tejto zmluvy alebo jej pisomného dodatku.

Eticka Komisia: Odmenu etickej komisii hradi
PPD nezavisle od tejto zmluvy.

Poplatky centrilnemu laboratériu: Za naklady
Centralneho laboratoria zodpoveda zadavatel' a
zadavatel’ bude tieto naklady hradit nezavisle
od tejto zmluvy.

Poskytnutie  vybavenia:  Zadavatel, po
dévodnom uvazeni, prostrednictvom PPD, méze
poskytnut zdravotnickemu zariadeniu
vybavenie alebo preplati  zdravotnickemu
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period, beginning with the enrollment of the
first Study Subject, regardless of the number of
enrolled 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 Study. Unscheduled
visits will be reimbursed in the amount of 24,-
Euro upon Sponsor or PPD’s receipt of invoice.
Unscheduled visits for safety evaluation are
allowed at any time. In the event a medically
necessary procedure is not included in the
Protocol, Institution 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.

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,
including costs for therapy in the event of injury
to health of the Study Subjects resulting from
their participation on 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
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.

Equipment  Allocation: Sponsor, at its
reasonable discretion, through PPD, may
provide equipment or reimburse Medical

Facility for procuring equipment needed for the
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zariadeniu zabezpecenie vybavenia
nevyhnutného na  klinické skaSanie. Je
zodpovednostou  Zdravotnickeho zariadenia

kalibrovat’ a udrziavat’ vybavenie po¢as a po
skonceni klinického skusania.  Na konci
klinického skusania, pokial' je to povolené
podla platnych pravnych predpisov, vybavenie
sa stane majetkom zdravotnickeho zariadenia. V

pripade pred¢asného ukoncenia klinického
skGSania, zadavatel si vyhradzuje préavo
rozhodndat, ¢ bude vybavenie vritené

zaddvatel'ovi alebo nie.

Sprievodna medikdcia a liecba pred podanim
skiiSaného lieku:

Zadavatel, na zaklade vlastného uvaZenia,
prostrednictvom PPD, méZe preplatit’ prijemcovi
platieb  zaobstaranie sprievodnej medikécie
aliecbu pred podanim skuSaného lieku na
klinické skdSanie. Prijemca platieb zaobstard
pisomné schvalenie od PPD alebo zadavatela
pred akoukolvek kipou sprievodnej medikécie
aliecby pred podanim sktsaného lieku. Po
ukonéeni klinického skiSania alebo predéasnom
ukonceni klinického sku$ania v zdravotnickom
zariadeni, zadavatel ma pravo sa rozhodnut, ¢&i
bude sprievodna medikécia a lie¢ba pred podanim
ski3aného lieku vratena zadavatel'ovi alebo nie.
Platby budi uskutoénené na zaklade doruéenia
nespornej faktury a sprievodnej dokumenticie.

Ziverecéna platba:  Zavere¢nd platba bude
splatnd ihned’ po zdvere¢nej navsteve a ihned’
po doruceni nasledujiceho: (i) vSetkej
dokumentacie o klinickom skasani, (ii)
prehl'adu za vietko nepouzité skusané liecivo,
(iii)  vSetkych  vyplnenych  a spravnych
elektronickych formuldrov podavania sprav o
jednotlivych pripadoch (eCRF)/otazok a (iv)
vietkych doplnenych a opravenych poziadavok
zo strany PPD alebo zadavatel'a tykajucich sa
udajov  aevidencie  klinického  skusania.
Prijemca platieb bude mat’ lehotu tridsat’ (30)
dni odo dna prijatia zaverecnej platby na to, aby
podal namietky voci akymkol'vek
nezrovnalostiam v platbach, ku ktorym doslo v
priebehu klinického skasania.

Bez  predchddzajiiceho  pisomného  siihlasu
zaddvatel'a alebo spolocnosti PPD sa nebudi
brat’ do dvahy nijaké iné dodatocéné Ziadosti
o financovanie.
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Clinical Study. The Medical Facility shall have
responsibility to maintain and calibrate the
equipment during Clinical Study and after the
Clinical Study is completed. At the end of the
Clinical Study, where permitted by applicable
law and regulation, the equipment will become
the property of the Medical Facility. In the event
of early termination of the Study at Medical
Facility, Sponsor shall have the right to decide
whether the equipment is returned to Sponsor or
not.

Concomitant
medication:
Sponsor, at its reasonable discretion, through
PPD, may reimburse Payee for procuring
concomitant and pre-medications for the
Clinical Study. The Payee shall obtain written
approval from PPD or Sponsor prior to any
purchase of medications. Upon completion of
the Clinical Study or early termination of the
Clinical Study at Medical Facility, Sponsor shall
have the right to decide whether any remaining
medications are returned to Sponsor or not.
Payment will be made upon receipt of an
undisputed invoice and supporting
documentation.

Medications  and  pre-

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, (ii) 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

sy i i costs in Euro / sumy v

visit description / popis navitev Eursch
Skrining / Skrining 68.00
Week 0 Day 0 / Tyzde 0 Defi 0 50.00
Week 0 Day 1/ Tyzdeii 0 Defi 1 16.00
Week | Day 7 / Tyzdeii 1 Defi 7 12.00
Week 2 Day 14 / Tyzderi 2 Den 14 33.00
Week 2 Day 15 / Tyzdeii 2 Deit 15 9.00
Week 3 Day 21 / TyZdeii 3 Deii 21 18.00
Week 4 Day 28 / Tyzdeii 4 Deii 28 34.00
Week 8 Day 56 / Tyzdeti 8 Deii 56 37.00
Week 12 Day 84 / Tyderi 12 Deri 84 34.00
Week 16 Day 112/ Tyzdeii 16 Deri 112 37.00
Week 20 Day 140 / Tyzdefi 20 Deil 140 31.00
Week 24 Day 168 / Tyzden 24 Deii 168 51.00
Week 24 Day 182 / Tyzdei 24 Deii 182 33.00
Week 32 Day 224 / Tyzderi 32 Dei 224 37.00
Week 40 Day 280 / Tyzden 40 Deni 280 37.00
Week 48 Day 336 / TyZdei 48 Deii 336 54.00
TOTAL PER STUDY SUBJECT WHO
COMPLETED ALL VISITS IN
ACCORDANCE WITH THE PROTOCOL /
CELKOM ZA SUBJEKT SKUSANIA LW
KTORY UKONCIL VSETKY NAVSTEVY
PODLA PROTOKOLU

Invoicable items payable upon receipt of

correct and itemised invoice / Costs in Euro / Sumy v

Fakturovatelné polozky splatné na ziklade Eurach

dorucenia spravnej faktiry s rozpisom
poloziek

conditional 24 DNA test /24 DNA testovanie

genomics consent / genomicky sthlas

—_ | Led

hepatitis B and C, HIV / hepatitida B a C,
HIV

(8]

Urinalysis / VySetrenie moca

hematology and clinical chemistry 4
hematologicke a biochemické

TB screening and monitoring / SKkrining a I
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monitorovanie Tuberkuldzy

additional conditional immuglobulin testing /
doplnkové vysetrenia imunoglobulinov

biomarker / biomarkery

additional conditional B cell testing /
doplnkové vySetrenie B buniek

urine pregnancy test / mogovy tehotensky test

PK blood sample /Vzorka krvi na
farmakokinetické vy3etrenie

hand x — ray / rontgen ruky

foot X — ray / rontgen nohy

| W R W ]
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