Zmluva o klinickom skusani

AXON Neuroscience CRM Services SE,

so sidlom na adrese Dvofakovo nabrezie 10, 811 02
Bratislava, Slovenska republika,  zastipené Ing.
Romanom Sivakom, predsedom predstavenstva
a zapisané v Obchodnom registri okresného sudu
v Bratislave 1, oddiel Po, vlozka 3230/B

ICO: 50 180 690
d’alej len ,LAXON CRM*

a
PPD Investigator Services LLC,

so sidlom na adrese 929 North
Wilmington, NC 28401, USA

Front Street,

dalej len ,,PPD™

Univerzitna nemocnica Bratislava

so sidlom na adrese Pazitkova 4, 821 01 Bratislava,
Slovenskd republika, zastupena/¢ MUDr. Miroslav
Bdzoch, Ph.D. MPH (vypis
z OR/registracia/zriad’ovacia listina tvori prilohu ¢.
5).

ICO: 31 813 861
DIC: 202 17 00 549
dalej len ,,zdravotnicke zariadenie™

a

MUDr. Maria Kralova, PhD.

Univerzitna nemocnica Bratislava, Nemocnica Staré
mesto

Psychiatrickd klinika LF UK a UNB
Mickiewiczova 13

Bratislava

813 69

dalej len ..skusajihci

d’alej spolo¢ne len ..zmluvné strany™
uzatvaraji tito zmlu v u:

by

o 42 ooy

DiAanssvns £ rvaidentin]
L/overne ; Lonjideniial

Agreement on Clinical Study

AXON Neuroscience CRM Services SE,

with its registered address at Dvordkovo nabrezie 10,
811 02 Bratislava, Slovak Republic, represented by
Ing. Roman Sivdk, Chairman of the Board of
Directors, and registered in the Commercial Register
maintained by the District Court in Bratislava I,
Section Po, File 3230/B,

Company ID no.: 50 180 690;
further, “AXON CRM”

and

PPD Investigator Services LLC,
with its registered address at 929 North Front Street,
Wilmington, NC 28401, USA

further, “PPD”

and

Univerzitna nemocnica Bratislava,

with its registered address at Pazitkova 4, 821 0]
Bratislava, Slovakia, represented by: MUDr. Miroslav
Bdzoch, Ph.D, MPH (Extract from
CR/Registration/Incorporation Deed forms Appendix
no. 5).

Company ID no.: 31 813 861
Tax ID no.: 202 17 00 549

further, the “Medical Facility*
and

MUDr. Maria Kralova, PhD.

Univerzitna nemocnica Bratislava, Nemocnica Staré
mesto

Psychiatricka klinika LF UK a UNB
Mickiewiczova 13

Bratislava

813 69

further, the “Investigator™”

further jointly, the “Parties™
concludethisAgreement:
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Predmet a ucel zmluvy

Predmetom tejto zmluvy je klinické skuasanic
skausaného lieciva (AADvacl, 40 pg Axon
peptidu 108 viazaného na KLH / 0,3 ml) (dalej
len .skaSané lie¢ivo™) vyvinutcho AXON
Neuroscience SE. so sidlom 4, Arch. Makariou &
Kalogreon, Nicolaides Sea View City, 5th floor,
office 506, 6016 Larnaka, Cyprus, registration
number SE 24 (,,zadavatel™); v zmysle protokolu
(AC-AD-003): (L, ADAMANT* - 24-mesacné
randomizované, placebom kontrolované,
dvojito zaslepené, multicentrické klinické
skasanie fazy 2, s paralelnymi skupinami,
hodnotiace bezpeénost’ a ulinnost’ AADvacl
podavaného pacientom s miernou
Alzheimerovou chorobou) (dalej len
~protokol”), ktory tvori prilohu ¢. 6 ktejto
zmluve apodrobne charakterizuje cinnosti
vykonavané v ramci klinického skasania (dalej
len . klinické skuSanie”) a del'bu zodpovednosti
medzi zmluvnymi stranami. Pre ucely tohto
klinického skasania, zadavatel' spolupracuje
s AXON CRM a PPD, zmluvnymi vyskumnymi
organizaciami organizujuce, monitorujice
a auditujice klinické skaSanie (splnomocnenie
zadavatela i) pre PPD, a ii) pre AXON CRM tvori
prilohu €. 2)

Utelom zmluvy je stanovit podmienky pre
vykonavanie klinického skasania a uréit prava
apovinnosti  zmluvnych stran  pri vysoko
profesionalnom vykonavani klinického skasania
(¢o. okrem iného, zahma aj véasné odovzdavanie
vietkych udajov adalsich informacii tykajicich
sa klinického skusania, vratane vsetkych
zaznamovych formularov Gcastnika klinického
skasania (CRF) alebo elektornickych
zaznamovych formularov (castnika klinického
skisania (tzv. e-CRF).

Zdravotnicke zariadenie vyhlasuje, ze ono samo
a skisajici disponuju skisenostami,
schopnostami, primeranym poétom subjektov
skusania (pacientov), ktorym poskytuje zdravotnu
starostlivost, ako aj prostriedkami, ktorymi sa,
okrem iného, mysli personal a vybavenie potrebne
na presné, uéinné arychle, profesionalne
a kompetentné vykonavanie klinického skasania
aze tieto prostriedky vzdy vyuzije tak. aby sa
klinické  skusanie  vykondvalo  uvedenym
sposobom.

Skusajuci vyhlasuje, ze nie je zamestnancom
alebo zastupcom zadavatela. PPD a/alebo AXON

1)

3)

4)

L
Subject and purpose of the Agreement

The subject of the Agreement is the clinical
evaluation of the study drug (AADvacl, 40 pg
Axon peptide 108 coupled to KLH/0.3 mL)
(further, the *Study Drug™) developed by AXON
Neuroscience SE, with its registered address at 4,
Arch. Makariou & Kalogreon, Nicolaides Sea
View City, Sth floor, office 506, 6016 Larnaka,
Cyprus, registration number SE 24, (“Sponsor™);
pursuant to Protocol (AC-AD-003):
(“ADAMANT” - A 24 months randomized,
placebo-controlled, parallel group, double-
blinded, multi-centre, phase 2 study to assess
safety and efficacy of AADvacl applied to
patients with mild Alzheimer’s disease) (further,
the “Protocol™) which is in Appendix no. 6 to this
Agreement and describes in detail the activities
conducted in the clinical study (further, the
“Clinical Study”) and the division of
responsibilities among the Parties. For the purpose
of the Clinical Study the Sponsor collaborates
with AXON CRM and PPD, contract research
organizations organizing, performing, monitoring
and auditing the Clinical Study (Power of
Attorney to i) PPD. and ii) to AXON CRM form
Appendix no. 2).

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 Clinical Study subjects in
care and resources including, but not limited to,
personnel and equipment to accurately, efficiently
and expeditiously perform the Clinical Study in a
professional and competent manner and shall use
these resources at all times to perform the Clinical
Study in such manner.

The Investigator declares that he/she is not an
employee or agent of Sponsor, PPD and/or AXON
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1)

2)

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

II.
Zacatie klinického skuSania

Klinické skusanie sa za¢ne na zaklade povolenia
Statneho Gstavu pre kontrolu lie¢iv a sihlasného
stanoviska prislusnej lokalnej etickej komisie
a/alebo multicentrickej etickej komisie (dalej
spoloéne len , SUKL / etické komisie®).

a stuhlasného stanoviska
ods. 1 sa buda archivovat v
zdravotnickom  zariadeni, ato u skusajuceho
v dokumentacii o vykonavani klinického
skasania. Kopie rozhodnuti tvoria prilohu ¢. 4.

Kopie rozhodnutia

v zmysle

111

Miesto a doba vykonavania klinického skisania

D

2)

3)

a pracovisko klinického skisania

Klinické skusanie sa bude vykonavat na
UniverzitndA nemocnica Bratislava, Nemocnica
Staré mesto, Psychiatricka klinika LF UK a UNB
Mickiewiczova 13 Bratislava 813 69 (dalej len
-pracovisko klinického skusania"), SO
skasajucim ako hlavnym skasSajucim a d’alSimi
poverenymi zamestnancami (d’alej len ..tim
klinického skusania™).

Zmeny pracoviska klinického skuisania
a menovanie alebo  doplnenie  poverenych
zamestnancov mozno vykonat len po dohode
medzi AXON CRM, zdravotnickym zariadenim
a sksajicim. Pisomné vyhotovenie takejto
dohody sa musi zaevidovat' v dokumentéacii o
vykonavani klinického skaSania.

Klinické skasanie sa na pracovisku klinického
skiiSania nezacne pred zaciatkom platnosti tejto
zmluvy apokial nebudi  splnené  dalsie
podmienky vyzadované prislusSnymi pravnymi
predpismi. Vyber subjektov klinického skuSania
pre klinické skusanie sa za¢ne v priebehu Marca
2016. Vykonanie celého klinického skisania je
naplanované na obdobie od Marca 2016 do Marca

W A

5)

CRM.

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
local ethics committee and/or multi-center ethical
committee (further collectively, the “Regulatory
Authority / Ethics Committees™).

Copies of the decision and of the concurring
opinion pursuant to par. 1 will be filed at the
Medical Facility, with the Investigator, in the
documentation about the conduct of the Clinical
Study. Copies of the decisions are contained in
Appendix no. 4.

Place and term of conducting the Clinical Study

1)

2)

and the Study Site

The Clinical Study shall be conducted at
Univerzitna nemocnica Bratislava, Nemocnica
Staré mesto, Psychiatricka klinika LF UK a UNB
Mickiewiczova 13, Bratislava 813 69 of the
Medical Facility (further, the “Study Site™),
headed by the Investigator as the principal
investigator and other authorized employees
(further, the “Study Team™).

Changes to the Study Site and appointment or
addition of authorized employees can be made
only after Agreement between AXON CRM, 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 Clinical
Study subjects for the Clinical Study will begin
during March 2016. The entire Clinical Study is
planned to be conducted from March 2016 to

L\
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2019. Dobu vykonavania klinického skiSania
mozno v jeho priebehu predizit alebo skratit.
AXON CRM bude zdravotnicke zariadenie a
skasajuceho informovat’ o vsetkych zmenach,
ktoré by sa tykali predpokladanej doby
vykonavania klinického skusania. Zmeny doby
vykonavania  klinického  skuasania  nebudd
nevyzadovat dodatok k tejto zmluve.

S liecbou ziadneho pacienta sa nezatne skor, nez
bude zaobstarany suhlas vsetkych relevantnych
etickych komisii avSetky dalSie povolenia
potrebné na vykonavanie tohto klinického
sk(sania.

Pokial' by v priebehu klinického skaSania zacalo
byt zjavné, ze klinické skusanie nebude
dokonlené vtermine, je skaSajiuci povinny
okamzite o tom informovatt AXON CRM.

Iv.
Zakladné podmienky vykonavania klinického
skusania

Po¢as vykonavania klinického skusania je
skusajiuci povinny dodrziavat' vsetky pravne
predpisy, najmd Zakon €. 362/2011 Z.z. o lickoch
a zdravotnickych pomockach a o zmene a
doplneni niektorych zakonov, Zakon ¢. 576/2004
Z.z. o zdravotnej starostlivosti, sluzbéach
stvisiacich s poskytovanim zdravotnej
starostlivosti a o zmene a doplneni niektorych
zakonov, Vyhlasku & 433/2011 Zz. o
poziadavkach na klinické skuSanie a spravnu
klinickii prax v zneni neskorsich predpisov, a
konat v stlade s posktynutymi informaciami
avsulade so  ziakladnymi  podmienkami
a zasadami ustanovenymi:

a) v protokole klinického skasania vydanom
zadavatelom, ktory je prilohou ¢. 6 tejto
zmluvy av prisnom sulade s poziadavkami
vietkych relevantych etickych komisii. Pokial’
by neslo o eliminovanie bezprostredného
ohrozenia subjektov skasania, protokol mozno
zmenit' len na zaklade pisomného suhlasu
AXON CRM a vsetkych zmluvnych stran
s upovedomenim Statneho tstavu pre kontrolu
lie¢iv alebo po schvaleni zo strany Statneho
ustavu pre kontrolu lie¢iv aso sthlasnym
stanoviskom etickej komisie. SkuSajuci sa
zavizuje, ze na potvrdenie jeho sihlasu
s dodrziavanim protokolu odovzdd AXON
CRM Protocol Signature Page (podpisovi
stranu protokolu).

~ b) v pokynoch zadavatela s nazvom BroZira

4)

5)

March 2019. The term of the Clinical Study may
be extended or shortened during its course.
AXON CRM 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 AXON
CRM 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 which forms Appendix no. 6 of
this Agreement and in strict accordance with
the requirements of all relevant Ethics
Committees. The Protocol can be changed
only with the written consent of AXON CRM
and all Parties, on the basis of a notification to
the State Institute for Drug Control or an
approval from the State Institute for Drug
Control, and the concurring opinion of the
Ethics Committee, unless to eliminate an
immediate hazard to Clinical Study subjects.
The Investigator agrees, as an evidence of his
consent to follow the Protocol, to deliver to
AXON CRM the signed Protocol Signature
Page.
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pre skusajiceho, ktoré obsahuji vsetky
doposial zname informacie o skdSanom
lieCive ajeho vlastnostiach. AXON CRM

doda tento dokument na pracovisko
klinického skusania atento sa pripoji k
dokumentacii o vykondvani klinického
skusania; a

c) vpripadoch, kde sa takéto povolenie

vyzaduje, v povoleni vykonavat klinické
skisanie vydanom Statnym astavom pre
kontrolu lie¢iv av sihlasnom stanovisku
etickych komisii, ako je to uvedené v ¢l II.
tejto zmluvy.
Zmluvné strany vyhlasuju, Ze budd konat’
vsulade so zikonom ¢ 211/2000 Zz
o slobodnom pristupe k informaciam v zneni
neskorsich predpisov a v stlade so so Zakonom ¢&.
122/2013 Z.z. o ochrane osobnych tdajov v zneni
neskorsich predpisov. Pracovisko klinického
skisania sahlasi, Ze bude konat vsilade so
vetkymi pravnymi predpismi a ohlasovacimi
povinnostami vyplyvajacimi zo zakona ¢.
211/2000 v mene vsetkych zmluvnych stran tejto
zmluvy.

Klinické skasanie sa bude vykonavat v salade so
vietkymi platnymi dokumentami,  etickymi
normami Slovenskej lekarskej spolo¢nosti, podla
spravnej klinickej praxe, v sulade s podmienkami
stanovenymi Helsinskou deklaraciou Svetovej
lekarskej asociacie avsiulade so Smernicou o
spravnej klinickej praxi prijatou Medzinarodnou
konferenciou o  harmonizacii  technickych
poziadaviek na registraciu  farmaceutickych
vyrobkov na huméanne pouzitie (d’alej len
~Smernice ICH GCP*), americkym ziakonom o
zahrani¢nych korupénych praktikach, britskym
zakonom o tplatkarstve, poziadavkami Europskej
Agentary pre liecky (EMEA) a Americkym
tradom pre kontrolu potravin a liec¢iv (FDA).
pokial’ je to aplikovatelné a uvedené v tejto
zmluve alebo za predpokladu, Ze je to pisomne
pozadované a detailne uréené AXON CRM.

| Dokumenty uvedené v ods. | (a) a (b) su déverné
a informacie o ich obsahu mozno poskytovat’ len
zamestnancom pracoviska klinického skusania
poverenym alebo menovanym v zmysle ¢l. III.,
ods. 1 tejto zmluvy a institaciam uvedenym v ¢l.
VL

) Skusajici sa dalej zavizuje, ze AXON CRM
odovzda riadne vyplnené a podpisané tlacivo
FDA 1572, pokiall to AXON CRM bude
pozadovat’.

{7

2)

4)

b) the Sponsor’s instruction titled Investigator
brochure which contains all presently known
information about the Study Drug and its
qualities. The AXON CRM 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
Committees as specified in art. 1. of the
Agreement.

All parties declare to comply with Act no
211/2000 Coll. on Free Access to Information, as
amended and with Act no 122/2013 Coll. on
protection of personal 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 all applicable documents, 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,
the requirements of the European Medicines
Agency (EMEA) and the United States Food and
Drug Administration (FDA), if applicable and
stated in this Agreement or provided and
determined in detail in writing by the AXON
CRM.

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

The Investigator agrees further to deliver to

AXON CRM a duly completed and signed form
FDA 1572, if the AXON CRM requires so.
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6) Musi sa udrziavat primerana evidencia o
klinickom sku$ani, ato vratane, okrem iného,
evidencie tykajucej sa identifikacie subjektov
klinického skdSania, klinickych pozorovani,
laboratornych skusok a predpisovania a vydaja
liekov, pricom vSetky tieto evidencie musia byt

dostatoéné na to, aby skdSajucemu a
zdravotnickemu zariadeniu umoznovali
poskytovat AXON CRM uplné apresné

informacie o vSetkych aspektoch a vysledkoch
klinického skasania. PPD a/alebo AXON CRM
si opravneni kontrolovat, vykonavat audit
a kopirovat’ vSetky data, vysledky prac a zdznamy
(a to vratane, okrem iného, evidencie tykajlcej sa
identifikicie subjektov  klinického skiiSania,
klinickych pozorovani, laboratérnych skuSok a
predpisovania a vydaja liekov) a dalSie
informacie tykajuoce sa klinického skiisania,
pricom o takejto kontrole daju v primeranom Case
avizo, akontrolovat' a vytvarat kopie vsetkych
potrebnych dat pre AXON CRM na potvrdenie
toho, ze klinické skusanie sa vykonava v silade
s protokolom a prislusnymi regulaénymi
poziadavkami.

Skasané liecivo sa bude dodavat priamo na
pracovisko klinického skisania abude snim
zaobchadzat povereny clen timu klinického
skusania.

Skuasajuci suhlasi, ze bude pre AXON CRM
zaobstaravat komunikaciu so  zdravotnymi
poistovitami podl'a Zakona ¢. 362/2011 Z.z.

Zdravotnicke zariadenie je povinné zabezpeci
t,aby skuaSajici vsilade spara. 44 zakona
¢.362/2011 nahlasil zdravotnym poistovniam
zaradenie jednotlivych  subjektov klinického
skiania prebiehajuceho klinického skusania na
danom pracovisku klinického skasania bez
zbytoéného odkladu.

10) Zdravotnicke zariadenie je povinné zabezpecit od
kazdého subjektu klinického skasania sihlas s
nahlasovanim svojich osobnych tdajov zdravotnej
poistovni.

1myv pripade, ak zdravotnicke
zariadenie porusi niektori zo svojich povinnosti
uvedenych v tomto ¢&lanku, alebo ak skusajuci
nesplni  niektora zo  svojich  povinnosti
odl'a tohto ¢lanku riadne a vcas, zdravotnicke
rriadenic zodpoveda v plnom rozsahu za
olvek Skodu wvzniknuti zadavatelovi v
osti s porusenim ktorejkol'vek z uvedenych

6) Adequate records with respect to the Clinical
Study shall be maintained including, without
limitation, records relating to Clinical Study
subject identification, clinical observations,
laboratory tests, and drug receipt and disposition,
in all cases sufficient to enable the [nvestigator
and Medical Facility to furnish the AXON CRM
with complete and accurate information regarding
all aspects and results of the Clinical Study. PPD
and/or AXON CRM shall be allowed to inspect ,
audit and to copy or have copied, all data. work
product and the records (including without
limitation records relating to Clinical Study
subject identification, clinical observations,
laboratory tests, and drug receipt and disposition)
and other Clinical Study related information upon
reasonable advance notice, and to inspect and
make copies of all data necessary for AXON
CRM to confirm that the Clinical Study is being
conducted in accordance with the Protocol and the
applicable regulatory requirements.

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

7

8) The Investigator agrees to provide AXON CRM
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 Act no. 362/2011 Coll. as
amended, Clinical Study subjects enrolled into the
running Clinical Study at the concerned Study Site
without any delay.

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

11) Shall the Medical Facility break any of its
obligations listed in this paragraph or shall the
Investigator fail to fulfil any of his/her obligations.
pursuant to this paragraph, properly and in time, the
Medical Facility shall be deemed fully responsible
for any damage caused to the Sponsor in connection
to the breach of any of the listed Medical Facility's
and/or Investigator's responsibilities. In such a case
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povinnosti zdravotnickeho zariadenia a/alebo
skiidajiuceho. Zdravotnicke zariadenie je v takom
pripade povinné nahradit’ zadavatel'ovi aj vSetky
pripadné sankcie ulozené zadavatelovi
prislusnymi organmi Statnej spravy v suvislosti s
porusenim povinnosti zdravotnickeho zariadenia
a/alebo skusajiceho podla tejto zmluvy.

12) Zdravotnicke zariadenie zabezpedi, aby kazdy

subject klinického skusania, ktory sa ziicastny na
obere mozgo-mieSného moku (“odber CSF”) bol
hospitalizovany po nevyhnutny ¢as. AXON CRM
uhradi zdravotnickemu zariadeniu odmenu za takuto
hospitalizaciu podla prilohy €. 1 k tejto zmluve.

V.

Vyber subjektov skusania pre klinické skisanie

1) Nabor

2)

3)

4)

3)

a informovany sihlas

subjektov  klinického skidsania do

klinického skisania je kompetitivny.

Subjekty klinického skusania moézu byt do
klinického skusania zaradeni len:

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

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

Pri spisovani, vyzadovani a vypliani

informovaného sthlasu musia AXON CRM,
skusajici a zdravotnicke zariadenie dodrziavat
prislusné pravne predpisy a odporuc¢ania uvedene
najmd v ¢l. [V. tejto zmluvy.

Skusajuci si takyto dokument ponecha v zmysle
predpisov azasad zdravotnickeho zariadenia
a jeho kopiu na poziadanie posle AXON CRM.
Do klinického skusania nemozno zaradit' ziaden
subjekt  klinického  skuSania, pokial  sa
nezaobstaral takyto informovany siihlas.

Pokial’ skisajuci v priebehu klinického skasania
zisti, ze subjekt klinického skasania zaradeny do
klinického skasania nespifa jeho kritéria, je
povinny v zmysle protokolu takyto subjekt
klinického skasania z klinického skusania vylucit
a bezodkladne otom informovat AXON CRM
alebo, vo vynimo¢nom pripade a po dohode so

- AXON CRM, moze tento subjekt skuasania

stlade stouto zmluvou atouto vynimkou v

the Medical Facility shall reimburse the Sponsor for
any and all sanctions applied to the Sponsor by
applicable regulatory authority related to the breach
of Medical Facility's and/or Investigator's
obligations pursuant to this Agreement.

12) The Medical Facility shall ensure that the Clinical

Study subject who undergoes the sampling of their
Cerebrospinal fluid (“CSF sampling”) shall be
hospitalized for the time necessary. AXON CRM
shall provide remuneration for such hospitalization
as set out in Appendix no. | hereto.

V.

Selection of trial subjects for Clinical Study and

)

2)

3)

4)

5)

informed consent

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

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

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

a)

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

amended.

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

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

If the Investigator discovers during the course of
the Clinical Study that a Clinical Study subject
included in the Clinical Study does not meet its
criteria, he/she shall, in accordance with the
Protocol, remove the Clinical Study subject from
the Clinical Study and immediately inform AXON
CRM or, as an exception, after agreement with
AXON CRM., leave the Clinical Study Subject in
the Clinical Study in accordance with this
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klinickom skusani ponechat.

Skuasajuci, zdravotnicke zariadenie, AXON CRM
aPPD maji v zmysle prisluinych pravnych
predpisov  povinnost v priebehu  klinického
skusania a po jeho dokonceni zabezpecit’ ochranu
osobnych udajov subjektov klinického skasania
zaradenych do klinického skdSania a informécii
o ich osobnej situacii.

VL
Monitorovanie a kontrola vykonavania klinického
skisania

1) Vykonavanie klinického skusania buda v sulade s
pravnymi predpismi a odporic¢aniami uvedenymi
najmi v &l. IV,, ods. | tejto zmluvy kontrolovat
a monitorovat’ povereni zamestnanci AXON
CRM, ktorym zdravotnicke zariadenie a skasajuci
umozni pristup k vSetkym informaciam ziskanym
vramci  klinického  skasania  ak vsetkym
vysledkom laboratornych skasok, vysetreni ak
dals$im  zaznamom o subjektoch  klinického
sktania zaradenych do klinického skusania.

Vykonavanie avysledky klinického skasania
mdzu kontrolovat’ aj auditori PPD a AXON CRM;
tym nie je dotknuté pravo kontroly zo strany
prislusnych ~ organov  Slovenskej  republiky
a zahrani¢nych inspekénych uradov.
Zdravotnicke zariadenie a skasajuci sa zavizuji
vysSie uvedenym auditorom poskytnat' vsetky
klinické  udaje zapisané vo formularoch
CRF/eCRF, ako aj dalsie relevantné informacie,
medzi nimi tiez informacie ziskané ako vysledky
vykonavaného klinického skisania.

V pripade, Zze =zdravotnicke =zariadenie alebo
skuisajuci dostane oznamenie o tom, ze pracovisko
klinického skasania bude podrobené in3pekcii
alebo auditu zo strany ktoréhokol'vek Sstatneho
organu alebo kontrolného tradu, ta zo zmluvnych
stran, ktora takéto oznamenie dostane, je povinna
bezokladne informovatt AXON CRM. V pripade,
7ze ktorakolvek zo zmluvnych stran nedostane
otakejto inSpekcii alebo audite predbezné
oznamenie, je takato zmluvna strana povinna
AXON CRM upovedomit’ pri prve] moznej
prilezitosti.

Kazdy subjekt klinického skasania musi byt
pouceny vzmysle ¢l. V., ods. 2 tejto zmluvy
a taktiez informovany otom, ze (daje o fom
ziskané v priebehu klinického skiisania mozu byt
pouzité na ucely kontroly a predlozené prislusnym
kontrolnym organom.

6)

Agreement and such exception.

The Investigator, the Medical Facility, AXON
CRM 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 Clinical Study subjects included in
the Clinical Study.

VI

Monitoring and inspection of the conduct of the

D

2)

3)

4)

Clinical Study

The conduct of the Clinical Study shall be
inspected and monitored in accordance with the
legal regulations and recommendations stated, in
particular, in art IV. par. | of this Agreement by
AXON CRM'’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
Clinical Study subjects included in the Clinical
Study.

The conduct and results of the Clinical Study may
also be inspected by PPD’s or the AXON CRM’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/eCRF as well as
other relevant information, including information
generated as results of the conducted Clinical
Study.

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

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

8/30

-9



)

2)

3)

4)

R 5)

VII.
DalSie ustanovenia

AXON CRM  poskytne  zdravotnickemu
zariadeniu  a skaSajucemu  vSetky — materialy
(vratane  skuSaného  lieGiva,  poskytnutého

vybavenia atd’.) Specifikované v protokole, ktoré
je potrebné na vykondvanie klinického skusania,
a to tak, aby bolo mozné dodrzat’ dobu klinického
skisania stanovenu v &l Il tejto  zmluvy
a vyluéne na naklady AXON CRMa.

Pracovisko klinického skaSania a skuSajuci
pouziji skasané liedivo a ostatny material, ktory
im poskytne AXON CRM a ktorého Specifikacie
sa uvadzaji v protokole (€L V.. ods. 1 (a) tejto
zmluvy), len na vykonavanie klinického skuSania.
Vsetky materialy na acely klinického skuasania
ktoré pracovisko klinického skasania a skasajici
vramci klinického ska3ania nepouziju, vratia
AXON CRM.

Skasané lie¢ivo modzu podavat len povereni
zamestnaci  zdravotnickeho  zariadenia  pod
dohl'adom a kontrolou skuisajiceho, ato len za
aéelom vykonavanie klinického skisania. Okrem
pripadov  $pecificky uvedenych v protokole
nemoze byt skisané lieCivo premiestiiované k
7iadnej tretej strane a mozno ho pouzit len
v stulade s protokolom.

Skasajuci a zdravotnicke zariadenie sa zavizuju,
7e vietku dokumentaciu o vykonavani klinického
skasania a dokumentaciu tykajicu sa subjektov
klinického skisania zachovaji po dobu péatnast
(15) rokov odo dna dokonéenia Kklinického
skusania. Pokial® sa akékol'vek zdrojové udaje za
uéelom overovania zdrojovych adajov uchovavaji
len v pocitacovych suboroch, skaSajici sa
zavizuje vyhotovit vytlatok vsetkych adajov
tykajucich sa subjektov klinického skasania, ktoré
si pre klinické skusanie relevantné. Tieto
vytlacky buda datované, podpisané skiasajacim
a riadne archivované ako zdrojové dokumenty.

AXON CRM bude opravneny ponechat’ si
originaly vietkych formularov CRF alebo e-CRF,
ktoré sa stan(t majetkom AXON CRM. Originaly
vietkych ostatnych zaznamov a materialov bude
archivovat’ zdravotnicke zariadenie atieto budu
uchovavané v salade so vsetkymi prisluSnymi
zakonmi a predpismi. AXON CRM dostane na
poziadanie kopie tychto materidlov.

Zdravotnicke zariadenie a skusajuci sa zavizuju,

2)

3)

4)

5)

6)

inspection.

VIL
Other provisions

AXON CRM 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 AXON CRM’s expense.

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

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

The Investigator and the Medical Facility agree to
preserve all documentation about the conduct of
the Clinical Study and documentation related to
the Clinical Study subjects for fifteen (15) years
from the date the Clinical Study is completed. If
any source data are kept on computer files only,
for the purpose of source data verification, the
Investigator agrees to make a print out of all data
related to the Clinical Study subjects relevant to
the Clinical Study. These print-outs will be dated
and signed by the Investigator and duly retained
as source documents.

The AXON CRM will be entitled to keep
originals of all CRFs or e-CRFs, which will be the
property of the AXON CRM. 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 AXON CRM upon request.

The Medical Facility and the Investigator agree
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7)

8)

9)

7e pokial’ bude na vykonavanie analyz pre Gcely
klinického skaSania pouzité akékol'vek externé
laboratérium, postaraji sa o to, Ze toto
laboratérium bude na vykon takejto prace
kvalifikované vzmysle  zdsad  spravnej
laboratérnej a klinickej praxe.  Kvalifikacia
externého laboratoria musi byt preukdzana
prislusnym  certifikitom  vydanym  tomuto
laboratoriu na vykonavanie takychto analyz.
Okrem toho, zdravotnicke zariadenie a skasajlci
sa zavdzuju zabezpelit, Ze toto externé¢
laboratorium bude viazané takou istou zmluvou
o mléanlivosti, aka sa vztahuje aj na zmluvné
strany.

Vyskumné vzorky telesnych tekutin vrdtane,
okrem iného, plazmy, séra, plnej krvi a
cerebrospinélnej tekutiny (,.vzorky“) na analyzy
vykonavané AXON CRM, ktoré odoberie
skasajuaci v priebehu klinického skusania a odosle
podla protokolu vratane akychkol'vek nasledne
odvodenych latok alebo derivatov, nebude
skasajici ani zdravotnicke zariadenie Zziadnym
sposobom pouzivat. Skuasajuci nebude (priamo
ani nepriamo) prevazat, distribuovat’ ani
uvolnovat’ vzorky ziadnej inej osobe, firme ¢i
organizacii. Ziadna z poskytnutych vzoriek sa
nesmie priamo ani nepriamo vyuzivat na
komeréné ucely, pokial AXON CRM na to
zdravotnickemu zariadeniu, resp. skusajicemu
vyslovne neudeli potrebné povolenie.

Skusajici a zdravotnicke zariadenie sa zavizuju,
7e nazov alebo produkty zadavatel'a, PPD alebo
AXON CRM sivisiace s klinickym sk(sanim
nepouziji na ucely propagécie alebo reklamy bez
ich prechadzajiceho suhlasu.

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

10) Skasajuaci a Elen(ovia) timu klinického skusania st

11) Zmluvneé

na poziadanie PPD/AXON CRM povinni
zaastinovat’ sa vsetkych Skoleni timu klinického
skiSania  zabezpeCovanych na  pracovisku
klinického skiisania i mimo neho. V3etky naklady
na Skolenia tykajuce sa klinického skusania hradi
AXON CRM priamo alebo prostrednictvom PPD.

strany potvrdzuju, ze zdravotnicke
zariadenie a skasajuci budi mat” povoleny pristup
k pouzitiu nasledovnych poloziek tretej strany: (i)
materialy  vratane, okrem iného. ur¢iteho
vybavenia alebo pocitatového hardvéru a jeho
periférmych zariadeni. tabletov alebo inych

7

9)

that if any external laboratory is used to perform
analyses for the purposes of the Clinical Study,
they will ensure that the laboratory is qualified to
perform such work pursuant to the principles of
good laboratory and clinical 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.

Research samples of body fluids, including but
not limited to plasma, serum, whole blood and
cerebrospinal fluid (the “Samples™) for analyses
performed by AXON CRM, which will be
collected by the Investigator over the course of
the Clinical Study and shipped as per the
Protocol, including any progeny or derivatives,
shall not be anyhow used by the Investigator,
neither by an Medical Facility. The Investigator
shall not (directly or indirectly) transfer,
distribute or release the Samples to any other
person, firm or organisation. None of the Samples
provided may be used for any commercial
purpose directly or indirectly unless a necessary
license is specifically granted to Medical Facility,
Investigator by AXON CRM.

The Investigator and the Medical Facility agree
not to use the name or products of Sponsor, PPD
or AXON CRM 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. of this
Agreement.

10) 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/AXON CRM'’s request. All costs for the
training related to the Clinical Study are paid by
AXON CRM directly or through PPD.

I1) It is acknowledged by Parties that Medical

Facility and Investigator will be granted access to
use of a third party: (i) materials. including but
not limited to certain equipment or computer
hardware and its peripherals, tablets, or other
comparable devices (“Materials™); or (ii) rights
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porovnatelnych zariadeni (,materidly”); alebo
(ii) prava vratane, okrem iného, prav sivisiacich
so zloZzenim latky, zberom dat, procesmi spravy
dat, laboratornymi analyzami, analytickymi
metédami, postupmi a technikami, pocitaCovymi
odbornymi technickymi znalostami a softvérom
vratane kodov (,,prava®).

12) Zdravotnicke zariadenie a skasajuci, kazdy zvlast,

tymto vyhlasuji, ze nebudi vyuzivat uvedené
materialy a prava na ziadne iné acely nez v
striktnej zhode s podmienkami tejto zmluvy.
Zdravotnicke zariadenie a skusajuci, kazdy zvlast,
zarucuji, ze podnikni vsetky primerané kroky,
aby zabranili strate ¢i poSkodeniu akychkolvek
materialov tretej strany a predovsetkym sa zdrzia
kazdého konania v neprospech takychto prav
tretej strany:

a) Zdravotnicke zariadenie a skaSajici podniknu
vietky primerané kroky, aby takéto materidly
ochranili pred kradezou alebo pouzitim v rozpore
s podmienkami tejto zmluvy. Zdravotnicke
zariadenie a skasajuci nedovolia Zziadnej ingj
osobe alebo subjektu rozlozit ¢i inak spétne
analyzovat  ziadne materialy. Zdravotnicke
zariadenie a skasajaci nemaji povolenie predavat,
prenajimat, prevazat ani distribuovat’ Ziadny
material alebo jeho ¢ast, s vynimkou pripadov,
ked’ to vyslovne povoluje tdto zmluva.

b) Zdravotnicke zariadenie a skusajuci nariadia

svojmu sk$ajucemu timu, aby vSetky prava

chranili  pred  spristupnenim, odcudzenim,

kradezou alebo pouzitim v rozpore s

podmienkami  tejto  zmluvy.  Zdravotnicke

zariadenie a skasajaci nedovolia Zziadnej inej
osobe alebo subjektu:

(i) kopirovat cely softvér alebo akukol'vek jeho
¢ast, koliace materialy a ind dokumentaciu
siivisiacu s pravami:

(ii) dekompilovat, rozlozit ani inak spitne
analyzovat’ softvér stvisiaci s pravami alebo
akoukol'vek ich ¢astou;

(iii) upravit, prelozit' alebo vytvorit odvodené
prace zalozené na pravach:

(iv) distribuovat, spristupnit, predavat’, zverejnit,
prenajat, pozicat, pridelit. sublicencovat,
prisl'Gbit’ ani inak postipit’ prava, v celku
alebo ¢iastoéne, ziadnej tretej strane:

(v) odstranit alebo zmenit' akckol'vek autorske
prava. obchodnii znamku alebo iné chranené

oznamenia zobrazené na pravach alebo v

spojeni s pravami.

including, without limitation, those related to
composition of matter, data collection, data
management processes, laboratory analyses,
analytical methods, procedures and techniques,
computer technical expertise and software
including codes (“Rights™).

12) Medical Facility and Investigator hereby each

declares that he/she will not use the said Materials
and Rights for any purpose other than in strict
accordance with the terms and conditions of this
Agreement. Medical Facility and Investigator
each warrants that he/she will take all reasonable
steps to prevent loss or damage of any such third
party Materials and shall refrain from any acts
detrimental to such third party Rights, in
particular:

a) Medical Facility and Investigator shall take all
reasonable steps to protect such Materials from
theft or use contrary to the terms of this
Agreement. Medical Facility and Investigator
shall not, and shall not to permit any other person
or entity to, disassemble or otherwise reverse
engineer any Materials. Medical Facility and
Investigator is not authorized to sell, rent, transfer,
or distribute any Material or its part, except as
specifically permitted in this Agreement.

b) Medical Facility and Investigator shall protect,
and shall cause its Study Team to protect, all
Rights from disclosure, misappropriation, theft, or
use contrary to the terms of this Agreement.
Medical Facility and Investigator shall not, and
shall not permit any other person or entity to:

(i) copy all or any portion of the software,
training materials and other documentation
related to the Rights;

(i) decompile, disassemble or otherwise reverse
engineer the software related to the Rights, or
any portion thereof’

(iii) modify, translate, or create any derivative
works based upon the Rights:

(iv) distribute, disclose, market, publish, rent,
lease, assign, sublicense, pledge, or otherwise
transfer the Rights, in whole or in part, to any
third party;

(v) remove or alter any copyright, trademark, or
other proprietary notices appearing on or in
connection with the Rights.
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VIIL

Neziaduce udalosti v priebehu klinického skusania

1

2)

A

1)

Skasajuci bezodkladne telefonicky, faxom alebo
elektronickou postou upovedomi AXON CRM a
PPD  ovsetkych  zavaznych  neziaducich
udalostiach a vietkych neodakavanych zavaznych
neziaducich aé¢inkoch, ku ktorym doslo pocas
klinického skidania, na:

Do ruk. PPD Global Limited
Granta Park, Great Abington,
Cambridge, CB 21 6GQ,
Vel’ka Britania

Phone: +44 (0) 122 337 4240
Fax: +44 (0) 122 337 4102
Email: EMEAASIASafetyCentral. SM@ppdi.com

Podl'a § 44 Zakona &. 362/2011 Z.z. je skusajici
tiez povinny informovat’ zdravotné poistovne.

Neziadice udalosti, zavazné neziaduce udalosti,
neziadiice uc¢inky, zavazné neziadice Gcinky ako
aj neofakdvané zavazné neziadlce 0Cinky si
definované v § 40 a § 41 Zéakona ¢. 362/2011 Z.z.
v zneni neskorsich predpisov a skusajici ich ma
striktne podl'a protokolu, podl'a vy3sie uvedeného
zékona apodla Smernic ICH GCP evidovat
a hlasit’.

IX.
Poistenie a od§kodnenie

Zadavatel', v sulade s § 43 Zakona ¢. 362/2011
Z.z. v zneni neskorsich predpisov, zabezpecil na
celi dobu trvania klinického skuSania povinné
poistenie  zodpovednosti  pre  skuasajuceho
a Zadavatel'a; toto poistenic pokryva tiez
odskodnenie v pripade amrtia alebo v pripade
ujmy na zdravi subjektov klinického skuSania
v dosledku vykonévania klinického skuasania.
Koépia potvrdenia o poisteni (poistny certifikat)
tvori prilohu ¢. 4 k tejto zmluve.

Poistenie uvedené vods. 1) sa nevztahuje na
pripady, ked’ subjekt skusania bol do klinického
skisania zaradeny bez toho, aby sa zaobstaral jeho
informovany sithlas alebo ak kujme subjektu
skasania  doslo v dosledku  nedbanlivosti
skasajiceho alebo iného pracovnika pracoviska
klinického skusania alebo v dosledku porusenia
protokolu alebo nedodrzania pokynov, ktoré
pracovisko klinického skusania dostalo od AXON

CRM.

VIIL

Adverse events in the course of the Clinical Study

1

2)

3)

2)

The Investigator shall, without delay, inform
AXON CRM and PPD by telephone, fax or
electronic mail of any serious adverse events and
unexpected adverse drug reactions which occur
during the Clinical Study, at:

Attn. PPD Global Limited
Granta Park, Great Abington,
Cambridge, CB 21 6GQ,
United Kingdom

Phone: +44 (0) 122 337 4240
Fax: +44 (0) 122 337 4102
Email: EMEAASIASafetyCentral. SM@ppdi.com

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 in strict compliance
with the Protocol and pursuant to the above Act
and pursuant to the [ICH GCP Guidelines.

IX.
Insurance and indemnification

Sponsor, in accordance with par. 43 of Act No.
362/2011 Coll. as amended, has arranged liability
insurance for the Investigator and 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 Clinical Study
subjects as result of conducting the Clinical
Study is also covered. A copy of confirmation
about the insurance (insurance certificate) forms
Appendix no. 4 to this Agreement.

The insurance in par. 1) does not apply in cases
where a Clinical Study subject was included
without obtaining informed consent or where a
Clinical 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 AXON
CRM.
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Zdravotnicke zariadenie vyhlasuje, Ze ma
v zmysle § 79, ods. lu Zakona ¢. 578/2004 Z.z. o
poskytovatel'och zdravotnej starostlivosti uzavreté
poistenie zodpovednosti, ktora by mu pri
poskytovani  zdravotnej starostlivosti mohla
vzniknat'. Toto poistenie je v stlade
s prislusnymi  zdkonmi a nezahriiuje povinné
poistenie zodpovednosti vo vzt'ahu k vykonavaniu
klinického skui$ania. Podl'a § 79, ods. 1 Zakona ¢.
578/2004 Z.z. musi byt toto poistenie platné po
celi dobu, po ktori zdravotnicke zariadenie
poskytuje zdravotnu starostlivost’.

4) Skiisajuci a zdravotnicke zariadenie sa zavizuju, Ze
budi AXON CRM pisomne informovat’ o kazdom
pripade reklamacie vad skasaného lie¢iva alebo
inych produktov pouzitych v ramci klinického
skisania a poskytnutych AXON CRM.

5) Zmluvné strany sa zavizuji, ze buda pri rieSeni
situdcii opisanych vtomto Clanku IX. tejto
zmluvy plne spolupracovat’.

X.
Ochrana dévernych informacii

1) Vsetky chranené informacie a vSetky vysledky
spristupnené, odhalené ¢i inak dané¢ k dispozicii zo
strany zadavatela, AXON CRM a/alebo PPD
zdravotnickemu zariadeniu alebo skusajicemu na
zaklade, resp. v doésledku klinického skuasania
(dalej len ,.doverné informacie™) sa poskytuju
zdravotnickemu zariadeniu a/alebo skisajucemu
vylucne na to, aby sa zdravotnickemu zariadeniu
a/alebo skusajucemu povolilo uplatiovat’ ich
prava a vykonavat' ich povinnosti pre klinické
skiidanie. Aby sa predislo pochybnostiam, skisany
lieck a vysledky (ako su definované v nizsie
uvedenom ¢&lanku XI.) st doverné informacie
AXON CRMa.

2) So vietkymi dovernymi informaciami
poskytnutymi alebo spristupnenymi zadavatel'om,
AXON CRM a/alebo PPD s ohl'adom na klinické
skusanie, ¢i uz ozna¢enymi ako doverné alebo nie,
bude zdravotnicke zariadenie a skisajuci nakladat’
ako s prisne dovernymi a tajnymi informaciami.
Zdravotnicke zariadenie a skasajuci budi doverné
informacie pouzivat' iba pre klinické skaSanie a
nebudi ich pouzivat’ ani vyuzivat na svoj vlastny
prospech alebo prospech inych. Zdravotnicke
zariadenie a/alebo skusajici nespristupnia ziadne
doverné  informdcie  tretim  stranAm  bez
predchadzajiceho pisomného sthlasu AXON
CRM.

3) Zdravotnicke zariadenie a skasajici podniknd

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 AXON CRM in writing about any instance
of recall of Study Drug or other products used in
the Clinical Study provided by the AXON CRM.

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

X.
Protection of Confidential Information

1) All proprietary information and all results
disclosed, revealed or otherwise made available
by Sponsor, AXON CRM and/ or PPD to Medical
Facility and/ or Investigator under, or as a result
of the Clinical Study (further referred to as the
"Confidential Information") is furnished to
Medical Facility and/ or Investigator solely to
permit Medical Facility and/ or Investigator to
exercise their rights and perform their obligations
for the Clinical Study. For the avoidance of doubt,
the Study Drug and the Results (as defined under
Article XI. below) shall be Confidential
Information of AXON CRM.

2) All Confidential Information furnished or
disclosed by the Sponsor, AXON CRM and/ or
PPD with respect to the Clinical Study, whether
marked to be confidential or not, shall be treated
as strictly confidential and secret by Medical
Facility and Investigator. Medical Facility and
Investigator shall use the Confidential Information
only for the Clinical Study and shall not use or
exploit such Confidential Information for their
own benefit or the benefit of another. Medical
Facility and/ or Investigator shall not disclose any
Confidential Information to third parties without
the prior written consent of the AXON CRM.

3) Medical Facility and Investigator shall take all
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vietky patricné kroky a zavedi do praxe v3etky
patricné bezpecnostné opatrenia, aby zabranili
neopravnenému pouzitiu alebo spristupneniu
akychkol'vek dovernych informacii. Zdravotnicke
zariadenie a skasajuci  spristupnia ddverné
informacie iba tym svojim vedtcim pracovnikom,
riaditelom a zamestnancom, ktori doverné
informécie potrebuju vediet’ pre klinické skisanie
a ktori sa vo¢i zdravotnickemu zariadeniu a/alebo
skisajicemu zaviazali povinnostou mléanlivosti

aspofi  tak prisnou, ako je  povinnost
zdravotnickeho zariadenia a skusajuceho podla
tejto zmluvy.

4) Dokonca aj po vrateni dévernych informacii maju
zdravotnicke zariadenie a skuSajici povinnost
zachovavat’ prisnu mi¢anlivost a byt nalezite
opatrni, aby zabranili spristupneniu ddévernych
informacii, s vynimkou dévernych informacii, o
ktorvch moze zdravotnicke zariadenie a/alebo
skiisajici pisomnou dokumentaciou dokazat’, ze:

informacie st v Case prvého spristupnenia zo
strany AXON CRM a/alebo PPD zdravotnickemu
zariadeniu a/alebo skasajicemu vSeobecnymi
znalostami;

(i) informacie sa po spristupneni zo strany AXON
CRM a/alebo PPD zdravotnickemu zariadeniu
a/alebo skusajicemu stant suéastou vieobecnych
znalosti, inak nez spristupnenim pri poruseni
podmienok tejto zmluvy:

(U]

(iii)informéacie boli v case prvého spristupnenia zo
- strany AXON CRM a/alebo PPD zdravotnickemu
zariadeniu a/alebo skiisajicemu v ich vlastnictve a
neboli ziskané priamo od AXON CRM a/alebo
PPD;

(iv) informacie sa zdravotnicke zariadenie a/alebo
skasajuci dozvedeli spristupnenim zo strany inych
zdrojov nez AXON CRM a/alebo PPD, ktore
nemaju povinnost ml¢anlivosti vo¢i AXON CRM
s ohladom na takéto doverné informdcie, ¢i uz
priamo alebo nepriamo. a maju zakonné pravo na
spristupnenie takychto dovernych informacii: a

spristupnenie informacii zo strany zdravotnickeho
zariadenia a/alebo skusajiceho je potrebné, aby
splnili prislusné zakony alebo vladne vyhlasky za
predpokladu, 7e zdravotnicke zariadenie a/alebo
skisajuci ihned” o tom informuje AXON CRM a
¢o najviac sa vynasnazi obmedzit' spristupnenie
na nevyhnutné minimum.

) PPD. zdravotnicke zariadenie a skuaSajuci sa
zavdzuju, ze vSetky osoby =zucastiujice sa

appropriate steps, and shall implement all
appropriate  safeguards, to  prevent the
unauthorized use or disclosure of any of the
Confidential Information. Medical Facility and
Investigator ~ shall  disclose  Confidential
Information only to those of their officers,
directors and employees that have a need to know
the Confidential Information for the Clinical
Study and who are bound towards Medical
Facility and/or Investigator by confidentiality
obligations not less strict than the obligations of
Medical Facility and investigator under this
Agreement.
4) Even after having returned the Confidential
Information, Medical Facility and Investigator
shall be obliged to maintain the strict confidence
and to exercise due care in order to prevent the
disclosure of Confidential Information, except for
Confidential Information for which the Medical
Facility and/or Investigator can prove by written
documentation that:

the information is at the time of first disclosure by
the AXON CRM and/ or PPD to Medical Facility
and/ or Investigator public knowledge:

(@)

the information, after disclosure by the AXON
CRM and/ or PPD to Medical Facility and/ or
Investigator, becomes part of the public
knowledge, otherwise than by disclosure in breach
of the terms hereof:

(ii)

(iii) the information was in their possession at the time
of first disclosure by the AXON CRM and/ or
PPD to Medical Facility and/ or Investigator and
was not acquired directly from the AXON CRM
and/ or PPD;

(iv)the information became known to Medical
Facility and/ or Investigator through disclosure by
sources other than AXON CRM and/ or PPD
having no duty of confidentiality to AXON CRM,
whether direct or indirect, with respect to such
Confidential Information and having the legal
right to disclose such Confidential Information;
and

the information is required to be disclosed by
Medical Facility and/ or Investigator to comply
with applicable laws or governmental regulations,
provided that Medical Facility and/ or Investigator
promptly informs AXON CRM of such disclosure
and uses its best efforts to limit the disclosure to
the minimum necessary.

v)

5) PPD, the Medical Facility and the Investigator
14/30
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klinického skusania a osoby, ktorym sa ddverné
informacie  spristupnia,  budi  informovat
o povinnosti zachovavat ml¢anlivost v zmysle
~ fejto zmluvy; takéto osoby si potom viazané
~ takou istou ml¢anlivostou.

6) Zdravotnicke zariadenie a skusajici sa zavizuju,
~ 7e po dokon&eni klinického skisania AXON
CRM alebo jemu navrhnutej osobe odovzdaja
vietky materialy, dokumenty a informacie, ktoré
od AXON CRM a/alebo PPD nalezite dostali;
vynimkou st pripady stanovené zakonom.

7) Zmluvné strany sa zavizuji, ze zachovaju
déverny charakter vetkych informacii tykajucich
sa finanénych dohdd medzi zmluvnymi stranami
v tajnosti a ze ich budu uchovavat’ oddelene od
ostatnych dokumentov.

XL
' Vlastnictvo, ochrana a publikovanie vysledkov
klinického skasania

]) Zdravotnicke zariadenie a skusajaci  poskytnu
~ AXON CRM pristup k vsetkym informaciam,
dokumentacii a datam vyplyvajacim z klinickeho
skusania.

Zdravotnicke zariadenie a skuasajuci suhlasia s
tym, ze:

AXON CRM ma vyhradné pravo na vratanc,
okrem iného, vietky informacie, objavy, znalosti,
skisenosti, procesy, postupy, zariadenia, zlozenia
latky, zruénosti, know-how, vzorky. obchodné
tajomstva, navrhy, vzorce, specifikacie, metody.
techniky, kompildcie, programy, technické
informacie, koncepty, vyvoje, vynalezy alebo
vylepSenia, data a vysledky klinického skisania,
¢ uz patentovatelné alebo nie, vzniknuté pri
vykonavani protokolu a klinického skusania alebo
vzniknuté  z  pouzitia  skusaného  lieku
poskytnutého podla tejto zmluvy (.. vysledky™).

(i)

budi AXON CRM ihned’ pisomne informovat’ o
vysledkoch, AXON CRM bude zdravotnicke
zariadenie  a/alebo  skiSajiceho do Siestich
tyzdiov pisomne informovat, ¢&i si AXON CRM
zela, aby si zdravotnicke zariadenie a/alebo
skiigajici narokovali vynalez a aby bol prevedeny
na AXON CRM alebo nie. V pripade, ze si AXON
CRM  7zeld  prevedenie  patentovatelnych
vysledkov, zdravotnicke zariadenie si bude ihned’
narokovat patentovatelné vysledky realizované

)

agree to inform all persons particip: ti
Clinical Study and persons to whom Con
Information is made available about the duty
secrecy in accordance with this Agreement.

6) The Medical Facility and the Investigator agree to
deliver to AXON CRM and/or entity designated
by the AXON CRM. after completion of the
Clinical Study, all materials, documents and
information received from AXON CRM and/ or
PPD respectively, 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.

7

XL
Ownership, protection, and publication of Clinical
Study results

1) Medical Facility and Investigator will provide
AXON CRM access to all information,
documentation and data resulting from the
Clinical Study.

2) Medical Facility and Investigator agree that:

AXON CRM shall have the sole and exclusive
right to including but not limited to all
information, discoveries, knowledge, experience,
processes, procedures, devices, compositions of
matter. skills, know-how, samples, trade secrets.
designs, formulae, specifications, methods,
techniques, compilations, programs, technical
information, concepts, developments, inventions
or improvements, data and results of the Clinical
Study, whether patentable or not, arising in the
performance of the Protocol and Clinical Study
under this Agreement, or arising out of the use of
the Study Drug provided under this Agreement
(the "Results"):

(1)

(ii) they will promptly inform AXON CRM in writing
of Results. AXON CRM will inform Medical
Facility and/or Investigator in writing within six
weeks whether AXON CRM wishes an Invention
to be claimed by Medical Facility and/or
Investigator and transferred to AXON CRM or
not: in case AXON CRM wishes the transfer of
patentable Results, Medical Facility shall
promptly claim patentable Results made by
scientific personnel of Medical Facility (including
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~ vedeckym personalom zdravotnickeho zariadenia

(vratane skasajuceho) hned’ ako bude vynalez
~ oznameny zdravotnickemu zariadeniu v sdlade s
~ prislusnymi  zdkonmi o zamestnaneckych
~ vyynalezoch. Ak sa v pripade zamestnaneckych
vynalezov takéto prava prevedi na AXON CRM,
tak AXON CRM uhradi zdravotnickemu
zariadeniu vietky naroky a poziadavky podané
podla prislusného zakona, ako napr. odSkodnenie
za zamestnanecky vynalez.

(iiyna ziadost a naklady AXON CRM poskytne
~ zdravotnicke  zariadenie  a/alebo  skusajuci
primeranii pomoc pri ziskani patentov vratane
podpisania akéhokol'vek —postapenia vynalezu
alebo inych dokumentov.

3) Zdravotnicke zariadenie a skasajuci tymto:

jf bezplatne postupuji a prevadzaji AXON CRM
vietky prava na vysledky a AXON CRM prijima
prevod prav: a/alebo

(ii) AXON CRM bezplatne udeluja vyhradné pravo
~ na pouzivanie a vyuzivanie vysledkov (vylu¢na
licencia) na celom svete a AXON CRM to
prijima.

4) Na ziadost a naklady AXON CRM poskytne
zdravotnicke zariadenie a skiaSajuci pomoc pri
ziskani patentov zahffiajucich patentovatelnée
vysledky. AXON CRM uhradi zdravotnickemu
zariadeniu  vSetky vydavky za odskodnenie
vyndlezcu podla  prislusnych  zakonov o
zamestnaneckych vynalezoch.

5) Zdravotnicke zariadenie a skdsajuci beri na
vedomie skutoénost, Ze nesmi vydat Zziadny
odborny rukopis o objavoch alebo skisanom lieku
skor, ako AXON CRM poziada o registraciu
patentu, pokial je vzhladom na povahu vysledkov
klinického skusania takato ziadost’ mozna.

6) Akukolvek  prezentaciu alebo  publikaciu
vysledkov bude iniciovat AXON CRM, pokial sa
maju takéto vysledky udrziavat' v tajnosti podla
¢lanku X. Skuasajici nebude tlaci poskytovat
oficialne ani neoficidlne vyhlasenia, komentare,
poznamky ani iné odkazy tykajice sa klinického
skasania bez predchadzajuceho  pisomného
sihlasu AXON CRM. AXON CRM nebude svoj
sahlas bezdovodne odopierat. Na zaklade
rozhodnutia AXON CRM budi vysledky
klinického  skasania  publikované  podla
nasledujacich podmienok:

Investigator) once an invention has been notified
to Medical Facility in accordance with applicable
laws on employee inventions. In the event of
employee inventions, if such rights are transferred
to AXON CRM, AXON CRM shall reimburse the
Medical Facility for all claims and demands made
according to applicable law such as compensation
for employee invention.

and:

(iii)at AXON CRM’s request and expense Medical
Facility —and/or Investigator will provide
reasonable assistance to obtain patents, including
causing the execution of any invention assignment
or other documents.

3) Medical Facility and Investigator hereby:

(i) assign and transfer, free of charge, any rights to
Results to AXON CRM and AXON CRM accepts
the transfer; and/or

(ii) grant exclusive usage and exploitation rights to
the Results (exclusive license), worldwide, free of
charge to AXON CRM and AXON CRM accepts
that.

4) At AXON CRM’s request and expenses Medical
Facility and Investigator will assist AXON CRM
to obtain patents covering patentable Results.
AXON CRM shall reimburse Medical Facility for
all expenses for inventor's compensation under
applicable laws on employee inventions.

5) 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 AXON CRM applies for patent
registration, if, given the nature of the Clinical
Study results, such application is possible.

6) Any presentation or publication of Results will be
initiated by the AXON CRM as long as such
Results have to be kept confidential under Article
X. Investigator shall neither make official nor
informal statements, comments, remarks or other
references regarding the Clinical Study towards
the press without the prior written approval of the
AXON CRM. The AXON CRM’'s approval shall
not be unreasonably withheld. Based on the
AXON CRM ' decision, the Results of the Clinical
Study will be published according to the
following conditions:

16/30

’I\




ON CRM ma pravo wylucit z takejto
blikdcie informacie, ktoré povazuje za doverné
ormacie podla ¢lanku X. tejto zmluvy alebo v
pade, z2 AXON CRM chce podat patentovu
4%ku zahfiajicu vysledky alebo si Zela
hovat uréité vysledky, resp. ich Gast v tajnosti
ako know-how. AXON CRM si vyhradzuje pravo
vetovat  publikiciu  vysledkov, obzvlast

~ vysledkov, pri ktorych nie je mozna jednoznaéna

interpretacia.

XIL
Cisté trestné registre

Skasajuci vyhlasuje a garantuje, Ze ani jemu/jej
ani, podl'a jeho/jej najlepsieho vedomia, Ziadnemu
z&lenov timu klinického skusania nebola nikdy
zakazana ¢innost’ a ani nebol odsadeny za trestny
&n. za ktory by lekarovi mohla byt zakazana
¢innost v oblasti mediciny.

2) Skasajuci vyhlasuje, Ze ani on ani Ziaden z ¢lenov

timu klinického skusania nebol nikdy obvineny,
vySetrovany alebo uznany vinnym v spojitosti s
vykonavanim klinického skasania.

Skasajuci vyhlasuje, Ze on/ona ani Ziadny ¢len
skigajuceho timu nikdy neboli vySetrovani
yiadnym  regulaénym  organom  ohladne
nespravneho konania vo vztahu k akémukol'vek
klinickému skaSaniu, a ze ziadne data, ktoré
vytvoril/a, slvisiace s akymkol'vek klinickym
skiganim neboli odmietnuté kvoli obavam z ich
presnosti  alebo  pretoze  boli vytvorené
podvodom.

XIIL
RieSenie sporov a zmierovacie konanie

Zmluvné strany sa dohodli, ze pravne vztahy
vyplyvajice z tejto zmluvy sa riadia platnym
pravnym poriadkom Slovenske] republiky.

Zmluvné strany sa zavdzuji navzajom si pri
vykonavani klinického skisania pomahat’ a vietky
spory alebo nazorové nezhody tykajuce sa
pracovnych postupov a metdd riesit vzajomnym
rokovanim.

Zmluvné strany bert na vedomie a zavizuju sa, ze
akékolvek spory, ktoré sa nevyriesia spolupracou
v zmysle ods. 2, spadaji pod sidnu pravomoc
sidov Slovenskej republiky, pokial' sa strany
nedohodni na arbitraznom konani u arbitrazneho
rozhodcu alebo pred arbitraznym sadom.

the AXON CRM shall have the right to exclude
from such publication information which AXON
CRM considers Confidential Information pursuant
to Article X. of this Agreement or in case AXON
CRM desires to file a patent application covering
Results or wishes to keep certain Results or parts
thereof confidential as knowhow. The AXON
CRM reserves the right to veto the publication of
Results, especially of Results where an
unequivocal interpretation is not possible:

XII.
Clean criminal records

1) The Investigator represents and warrants that
neither he/she nor, to the best of his/her
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.

3) The Investigator declares that neither he/she nor
any member of the Study Team has ever been,
involved in any misconduct investigation by any
regulatory authority in relation to any clinical
trial, and no data produced by him/her relating to
any clinical trial has been rejected because of
concerns as to its accuracy or because it was
generated by fraud.

XIIL
Dispute resolution and conciliation proceedings

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

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

3) The Parties take note of and agree that any
disputes which are not settled through cooperation
pursuant to par. 2 shall come under the
jurisdiction of the courts of the Slovak Republic,
unless they agree on an arbitration proceeding
before an arbitration judge or arbitration court.
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XIV.
Finanéné ustanovenia

PPD poskytne finanéna podporu stanovenu v
prilohe & 1 pripojenej k tejto zmluve o
vykonavani klinického skiSania v sulade s
podmienkami protokolu.

)

9) Zdravotnicke zariadenie a skaSajuci berd na 2)

7

vedomie a suhlasia s tym, ze platby v ramci tohto
klinického skisania prijima PPD od AXON CRM.
Preto PPD nemé podla tejto zmluvy Zziadne
platobné povinnosti az do doby. kedy dostane
uvedené platby od AXON CRM.  PPD urobi
vietko pre to, aby zaistilo, ze tieto platby od
AXON CRM bude dostavat’ nacas.

3) Za platby tretim stranam aza uhrady svojich

vlastnych ndkladov spojenych s klinickym
skasanim nesie plna zodpovednost’ zdravotnicke
zariadenie, ato vratane nakladov na liecbu
v pripade ujmy na zdravi subjektov klinického
skasania v dosledku ich ucasti na klinickom
skiisani, s vynimkou nakladov refundovanych na
zéklade tejto zmluvy alebo jej pisomného
dodatku.

Zdravotnicke zariadenie a skusajici beru na
vedomie skutoénost, ze spolocnost PPD je
v zmysle Zékona o daniach a poplatkoch' povinna
hlasit prislu$nému financ¢ému uradu vsetky platby,
ktoré budu vyplatené na zéklade tejto zmluvy.

Platba sa uskuto¢ni podla prilohy &. 1 k tejto
zmluve.

AXON CRM a PPD vyplati dohodnuti odmenu
vyéislent v zmysle tejto zmluvy v prilohe ¢. 1 na
(et zdravotnickeho zariadenia. Dohodnuta
odmena nezahfiia odmenu pre skusajiaceho a nim
uréeny tim klinického skisania. AXON CRM a
spolo¢nost PPD vyhlasuje. Ze so skasajicim
uzatvorila  separatnu  zmluvu o poskytovani
sluzieb tykajucich sa tohto klinického skusania, na
zaklade ktorej st skusajici ac¢lenovia timu
klinického skusania za vykonavanie tohto
klinického skisania odmenovani.

Odmena podla tohto &lanku XIV. zahfiia vsetky
naklady a poplatky zdravotnickeho zariadenia a
skiisajuceho stvisiace s klinickym skasanim
vratane  vsetkého odSkodnenia za prevod

%

3)

4)

3)

6)

7)

XIV.
Financial provisions

PPD will provide the financial support set out in
Appendix no. | attached to this Agreement for the
conduct of the Clinical Study in accordance with
the terms of the Protocol.

The Medical Facility and Investigator take into
account and agree that PPD receives the payments
due under this Agreement are pass-through
payments from AXON CRM. Thus, PPD shall
have no payment obligations hereunder until such
time as said payments are received by PPD from
AXON CRM PPD will take all steps to ensure
that the payments will be received from the
AXON CRM 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 Clinical 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.

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.

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

AXON CRM and PPD shall make the payment to
the Medical Facility as set out in Appendix no. 1.
The payment does not include remuneration for
the Investigator and his Study Team. The AXON
CRM and PPD declare to have executed an
separate 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.

The remuneration under this Article XIV. covers
all costs and fees of Medical Facility and
Investigator related to the Clinical Study.
including any compensation for the transfer of
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vysledkov a/alebo udelenie vyluéného pouzivania
edkov (ako je definované vo vyssie uvedenom
u XI).

XV.
Doba trvania zmluvy

Tato zmluva sa uzatvara na dobu trvania
klinického skaSania. Skusajici je povinny
oznamit ukoncenie Klinického sktisania na :

Univerzitnid nemocnica Bratislava
Referat klinickych stadii

Pazitkova 4.

821 01 Bratislava

) V nasledujicich situaciach moze ktorakol'vek zo
zmluvnych stran tato zmluvu zruSit pisomnou
vypovedou s tridsat’ (30) driovou vypovednou
lehotou, ktora za¢ina plynat’ v den nasledujtci po
dni dorucenia vypovede zmluvnym stranam:

porusenia
tejto  zmluvy

a) V pripade podstatného
ktoréhokol'vek z ustanoveni
zmluvnou stranou;

b) ak sa vyhlasi, ze ktorakol'vek zo stran tejto
zmluvy sa nachadza v konkurze;

¢) ak ktorakolvek zmluvna strana strati svoje
opravnenie na vykon ¢innosti v danej oblasti:

d) ak sa riziko pre subjekty klinického skusania
neuamerne zvysi;

e) ak dojde k zruseniu potrebného oprévnenia,

oznamenia, povolenia alebo spidtvzatiu
sthlasu  potrebného  na  vykonavanie
klinického skasania, ak sa skon¢i jeho

platnost’ a tato nie je primerane predizena, ak
dojde k pozastaveniu alebo zakazu klinického
skusania alebo ak sa toto nezatne v zikonnej
lehote odo dna, v ktorom vzniklo opravnenie;

Okrem toho, PPD alebo AXON CRM mobze

klinické  skGSanie zastavit alebo prerusit
azaroven tato zmluvu  zrusit  pisomnou
vypoved'ou s 30-diovou vypovednou lehotou,

ktora zaCina plynat v den nasledujici po dni
dorucenia vypovede skusajucemu a
zdravotnickemu  zariadeniu,  z nasledujicich
dovodov:

/

Results and/or for the grant exclusive usage to the
Results (as defined under Article XI. above).

XV
Term of the Agreement.

1) This Agreement is concluded for the duration of
the Clinical Study. Investigator shall inform
Medical Facility about the end of the Clinical
Study at:

Univerzitna nemocnica Bratislava
Referat klinickych studii

Pazitkova 4,

821 01 Bratislava

2) In the following situations any of the Parties may

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

a) in the event of other Party’s material breach 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 Clinical Study subjects increases
disproportionately;

e) if a necessary authorization, notification,
permit or consent necessary for conducting of
the Clinical Study is revoked. its validity
expires without appropriate extension, the
Clinical Study is suspended, prohibited or is
not commenced within the statutory time
period from the date that the authorization
arose;

3) PPD or AXON CRM 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:
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‘a) ak sa skon¢i zmluvny vztah medzi PPD
Development LP alebo PPD Global Limited
alebo  ktoroukol'vek inou spolo¢nostou
skupiny PPD Group — podla toho, ktord
z tychto spoloé¢nosti zmluvu so AXON CRM
uzatvorila, a AXON CRM;

4) AXON CRM méze tato zmluvu kedykolvek

zrudit’ pisomnou vypovedou s desat’ (10) dilovou
vypovednou lehotou zdravotnickemu zariadeniu
a/alebo skusajucemu.

) Ihned’ po prijati vypovede zdravotnicke zariadenie
~a skoajuci

zastavia prijimanie  subjektov
klinického skasania do klinického skusania;
v miere prijatelnej z lekarskeho hladiska ukonéia
vykonavanie procedir u subjektov klinického
skasania, ktoré uz boli do klinického skusania
zaradené, a v maximalnej moznej miere sa zdrzia
vytvarania d’al$ich nakladov a vydavkov.

Bez ohladu na ¢okol'vek tu uvedené v opa¢nom

s)

9)

zmysle, pokiall by pocas doby trvania tejto
zmluvy PPD alebo AXON CRM ziskali
informaciu, ktora by vyvolavala pochybnosti
o bezpeénosti alebo ucinnosti skisaného lieCiva
alebo shvisiaceho produktu, alebo ak skaSané
lie¢ivo schvali FDA, vyjednaja zmluvné strany
v dobrej viere zmenu tejto zmluvy tak, ze (i) sa
mizi podet subjektov skiasSania, (ii) sa ukonCi
klinické skasanie a/alebo (iii) sa upravia
ktorékol'vek dalie relevantné ustanovenia tejto
zmluvy

Thned’ po dokong¢eni klinického skusania alebo po
jeho  predéasnom  ukonceni  zdravotnicke
zariadenie a/alebo skaSajici vypracuju a odosla
AXON CRM zavereéni spravu obsahujicu vsetky
relevantné informacie o klinickom skusani, ako si
charakterizované v protokole, medzi nimi tiez
vietky tdaje a vysledky klinického skasania.
Okrem toho vratia PPD a AXON CRM vsetky
doverné informacie, ktorych su tito vlastnikmi
a ktoré su takto definované v tejto zmluve.

Thned’ po dokonéeni klinického skusania alebo po
jeho predéasnom ukonceni bude vSetko nepouzité
skusané lie¢ivo, zmesi, zariadenia a materialy
sivisiace s klinickym skasanim, ktoré boli
zdravotnickemu zariadeniu a/alebo skusajucemu
dodané AXON CRM alebo v jeho mene, vritené
AXON CRM alebo jemu navrhnutej osobe..

Zmluvné strany sihlasia s tym, ze (i) ukonéenie
zmluvného vzt'ahu medzi AXON CRM a PPD
alebo (ii) skutocnost’ likvidaéného konania,

:

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

4) The AXON CRM may terminate this Agreement by

5)

6)

7

8)

9)

giving ten (10) days prior written notice to the
Medical Facility and/or [nvestigator at any time.

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

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

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

Upon completion of the Clinical Study or early
termination thereof, all unused Study Drug,
compounds, devices and related Clinical Study
materials furnished to Medical Facility and/or
[nvestigator by or on behalf of AXON CRM shall
be returned to AXON CRM and/or entity
designated by the AXON CRM.

The Parties agree that the (i) termination of the
contractual relationship between AXON CRM and
PPD or (ii) fact of liquidation proceedings.
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konkurzného konania, vyrovnavacieho konania
alebo vypovedného konania, resp. akéhokolvek
iného konania vyplyvajuceho z akéhokolvek
zékona, ktory by mohol vieobecne obmedzit
povinnost PPD podrla tejto zmluvy, nebude mat
¥iadny vplyv na aéinnost’ tejto zmluvy medzi
inymi zmluvnymi stranami, a z2 AXON CRM
moze kedykolvek pocas doby trvania tejto
zmluvy informovat’ zdravotné zariadenie o jeho
ukonéeni zastipenia v PPD. V takom pripade sa
budt vietky prava a povinnosti PPD vyplyvajice
z tejto zmluvy, s okamzitym uc¢inkom po doruceni
takéhoto oznamenia zdravotnickemu zariadeniu,
povazovat za prava a povinnosti AXON CRM
alebo sa prevedii na akikolvek tretiu osobu podla
vyberu AXON CRM. S ohladom na pisomné
oznamenie AXON CRM sa zmluvné strany
zavizuji, ze sa v dobrej viere vSemozne
vynasnazia vyrokovat' dodatok k tejto zmluve,
aby prijali ustanovenia tejto zmluvy pre
podmienky takejto tretej strany.

XVI. Etické spravanie

Zdravotnicke zariadenie a skusajuci sa zavizuju,
7¢ nebudd, & uz priamo alebo nepriamo,
prostrednictvom  akejkol'vek  tretej  strany
poskytovat, pontkat alebo slubovat Ziadnu
platbu, dar alebo ina cennt vec Ziadnej osobe, aby
takto osobu nepatri¢ne ovplyvnili alebo aby tato
osoba bola zdravotnickemu zariadeniu,
skisajiicemu, spolo¢nosti PPD, zadavatelovi
alebo AXON CRM napomocna pri ziskavani
neéestného zvyhodnenia.

Zdravotnicke zariadenie a skusajuci sa zavizuju,
7¢ nebudi ¢& uz priamo alebo nepriamo,
prostrednictvom  akejkol'vek  tretej  strany
prijimat, schvalovat, ziskavat ¢&i pozadovat
ziadnu platbu, dar alebo inii cennii vec od Ziadnej
osoby, ktora im bude poniiknuta alebo dana ako
odmena za nepatricné ovplyvnenie alebo so
zamerom nepatri¢ného ovplyvnenia
zdravotnickeho zariadenia, skusajuceho,
spolo¢nosti PPD, zadavatel'a alebo AXON CRM.

XVIIL.
Zavereéné ustanovenia

Ak PPD dostane akékol'vek oznamenia, spravy,
dokumentaciu  klinického  skiSania a ing
dokumentacie  vratane  komunikacii,  ktoré
zdravotnicke zariadenie a/alebo skusajuci podla
tejto zmluvy doruéili a/alebo oznamili PPD.
AXON CRM buda dorucené a/alebo oznamené
bez zbytoéného odkladu.

(7

)

2)

bankruptcy proceedings, settlement proceedings
or cancellation proceedings or any other
proceeding resulting under any law which could
generally restrict the obligation of PPD under this
Agreement, shall not affect the effectiveness of
this Agreement between other Parties and that
AXON CRM may, at any time during the term of
this Agreement, inform Medical Facility of its
representation by PPD being terminated; in such
case, all rights and obligations of PPD from this
Agreement shall be, with an immediate effect
following the delivery of such notice to Medical
Facility, deemed as the rights and obligations of
AXON CRM, or transferred to any third person of
AXON CRM'’s choice. Subject to AXON CRM’s
written notice, the Parties undertake to use all
efforts to negotiate in good faith an amendment to
this Agreement in order to adopt the provisions
hereof to conditions of such third party.

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.the Sponsor or AXON CRM 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,
the Sponsor, or AXON CRM.

XVIL
Closing provisions

If PPD receives any notifications, reports, Clinical
Study documentation and other documentations.
including communications which were delivered
and/or notified to PPD by Medical Facility and/or
Investigator under this Agreement it shall be
delivered and/or notified to AXON CRM with
undue delay.
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oznamenia a iné komunikacie alebo akekolvek
platby pozadované podla tejto zmluvy budd
zmluvnej strane dorucené do ruky, postovou
zasielkou prvej triedy, narodne uznanou noc¢nou
kuriérskou sluzbou alebo faxovym prenosom na
nizSie uvedenu adresu.

Ak AXON CRM:

AXON Neuroscience CRM Serivces SE
Dvoiakovo nabrezie 10

811 02 Bratislava

Slovenska republika

Telefon: +421 220 921 620

Fax: +421 220921 624

Ak PPD:

PPD Investigator Services LLC
929 North Front Street,
Wilmington, NC 28401, USA

Ak zdravotnickemu zariadeniu:

Univerzitna nemocnica Bratislava
Pazitkova 4

821 01 Bratislava

Slovenska republika

Ak skasajucemu:

MUDr. Miria Kralova, PhD.

Univerzitna nemocnica Bratislava, Nemocnica
Staré mesto

Psychiatricka klinika LF UK a UNB
Mickiewiczova 13

Bratislava 813 69

Slovenska republika

Kazdé takéto oznamenie nadobudne platnost’
(i) v pripade dorucenia do ruky po jeho prijati;
(ii) v pripade dorucovacej sluzby do druhého
dia v nasledujici pracovny der po odovzdani
oznamenia do vlastnictva takejto dorucovacej
sluzby, s vopred zaplatenym prepravnym; (iii)
v pripade normalnej posty tri (3) dni po ulozeni
v postovom systéme, s vopred zaplatenym
poStovnym prvej triedy.

3) Kazda zo zmluvnych stran berie na vedomie, Ze
kazdé porusenic  vyhlaseni alebo  zaruk
kedykol'vek podas platnosti tejto  zmluvy
predstavuje v kazdom pripade porusenie tejto
zmluvy so vsetkymi dosledkami zakotvenymi v

3)

Ak nie je v tejto zmluve stanovené inak, vietky 2) Except as otherwise provided herein, any notice

or other communications or any payment required
under this Agreement shall be delivered by hand,
first class mail, a nationally recognized overnight
courier service or facsimile transmission to the
Party at the address listed below.

If to AXON CRM:

AXON Neuroscience CRM Services SE
Dvotakovo nabrezie 10

811 02 Bratislava

Slovak Republic

Phone: +421 220 921 620

Fax: +421 220921 624

If to PPD:

PPD Investigator Services LLC
929 North Front Street,
Wilmington, NC 28401, USA

If to Medical Facility:

Univerzitna nemocnica Bratislava
Pazitkova 4

821 01 Bratislava

Slovak Republic

If to [nvestigator:

MUDr. Maria Kralova, PhD.
Univerzitna nemocnica Bratislava,
Nemocnica Staré mesto
Psychiatricka klinika LF UK a UNB
Mickiewiczova 13

Bratislava 813 69

Slovak Republic

Any such notice shall be effective (i) in case of
hand delivery, when received; (ii) in the case
of an overnight delivery service on the next
business day after being placed in the
possession of such delivery service, with
delivery charges pre-paid; (iii) in the case of
regular mail, three (3) days after deposit in the
postal system, first class postage pre-paid.

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
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~ slovenskom pravnom poriadku pre pripad
* nedodrzania zavdzkov  vyplyvajicich z tejto
zmluvy. Nedodrzanie vyhlasenia alebo zaruky
znamend, ze dané vyhlasenie alebo zaruka nie je
pravdivé/a, plné/a alebo spréavne/a.

) Vztahy, ktoré neupravuje tato zmluva, sa riadia
Zikonom ¢&. 513/1991 Z.z. (Obchodny zékonnik)
v jeho platnom zneni, Zakonom ¢. 362/2011 Zz.0
liekoch a zdravotnickych pomdckach a o zmene a
doplneni niektorych zakonov a Vyhlaskou C.
4332011 Z.z. o poziadavkach na klinické
skiganie a spravnu klinicka prax v zneni
neskorsich predpisov.

5) Podla Zikona ¢&. 40/1964 Z.z. v jeho platnom

zmeni nadobida zmluva uzatvorena so Statnym
zdravotnickym zariadenim platnost’ diiom podpisu
vietkymi zmluvnymi stranami a (¢innost diiom
nasledujicim po dni zverejnenia zmluvy v
Centralnom registri zmliv. V pripade, Ze sa na
zdravotnicke zariadenie tento zakon vztahuje,
zaviizuje sa zdravotnicke zariadenie zverejnit’ tito
zmluvu v Centralnom registri zmluv do desiatich
(10) pracovnych dni odo dia, v ktorom bude
zdravotnickemu  zariadeniu  dorucené  Upln¢
vyhotovenie zmluvy. Zdravotnicke zariadenie si
je vedomé toho, ze protokol je dusevnym
vlastnictvom zadéavatela a e nebude zverejneny
ako priloha k zmluve. Tato zmluva je zavizna
pre zmluvné strany, jej nastupcov ajej
schvalenych asignatarov.

Zdravotnicke zariadenie tymto vyhlasuje, ze spliia
podmienky definicie povinnej osoby v zmysle
ustanovenia § 2 ods. 3 zakona ¢. 211/2000 Z.z. o
slobodnom pristupe k informaciam v zneni
neskorsich predpisov, a Ze tato zmluva je
uzatvorena v rameci bezného obchodného styku
av rozsahu jej predmetu podnikania (opravnenia
k vykonu ¢innosti). Zdravotnicke zariadenie sa
tymto zavdzuje, ze vy3Sie uvedené vyhlasenia v
ase uzatvorenia tejto zmluvy st a pocas celého
trvania tejto zmluvy ostani pravdiveé, aplné a
spravne. V pripade, Ze nastala Ci nastane zmena,
aprava &i ind okolnost, ktord je sposobila
ovplyvnit akikolvek skuto€nost, na zaklade
ktorej zdravotnicke zariadenie urobilo vysSie
uvedené vyhlasenia, zavdzuje sa zdravotnicke
zariadenie o tom vopred preukazatel'ne
informovat AXON CRM abez zbytoéného
odkladu s nim dohodndf rieSenie tejto situacie,
ktoré musi platne a G&inne zabezpetit, aby bol
rozsah a Gcel zmluvy splneny v rovnakom, alebo
¢o najviac podobnom &asovom obdobi a za
rovnaké. alebo ¢o najviac podobné naklady ako je
dohodnuté v tejto zmluve. V pripade, Ze sa

A

4)

5)

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. 433/2011 Coll. on Requirements
for Clinical Studies and Good Clinical Practice, as
amended.

Pursuant to Act no 40/1964 Coll as amended, the
Agreement concluded with a state run Medical
Facility becomes valid upon the date of the
signature by all the 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 ten (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.

The Medical Facility declares to qualify for the
definition of the obliged person under section 2
subsection 3 of Act no. 211/2000 Coll. on Free
Access to Information, as amended. The Medical
Facility further declares that this Agreement falls
within its ordinary course of business and its
commercial activities (trades). The Medical
Facility Medical Facility, the Medical Facility
shall demonstrably inform the AXON CRM
reasonably in advance of any such situation and
shall without undue delay agree with the AXON
CRM in a legally enforceable way on the method
to resolve this situation while this Agreement and
its purpose and scope will be fulfilled and
complied with at the same or similar time frame
and for the same or similar costs as agreed herein.
Should any of the abovementioned undertakings
of the Medical Facility prove to be false,
incorrect or incomplete and as a result of which
this Agreement would in particular be considered
to be void or invalid, the Medical Facility
undertakes to reimburse the Sponsor or AXON
CRM for any and all damages.
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ékolvek z  vySsie uvedenych zavazkov
votnickeho zariadenia ukazu ako nepravdivé,
Gplné, alebo nespravne, v dosledku coho bude
rem iného tato zmluva povazovana za neplatni,
vizuje sa zdravotnicke zariadenie nahradit
vatelovi alebo AXON CRM vzniknuti

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.

| Ziadna zo zmluvnych stran nemdzu tato zmluvu 6)
prewest’ alebo postapit’ bez vopred udeleného
pisomného sthlasu ostatnych zmluvnych stran
tejto zmluvy.

| Ziadne zricknutie sa prava alebo zhovievavost zo 7) Any waiver or forbearance by any party with
strany ktorejkol'vek zmluvnej strany vo vztahu respect to a breach of any provision of this

k poruseniu  ktoréhokol'vek z ustanoveni tejto Agreement shall not be deemed to constitute a
zmluvy nemozno povazovat za také., Ze by waiver with respect to any subsequent breach of

zakladalo zrieknutie sa prava vo vztahu any provision hereof.

'k akémukol'vek d'alsiemu poruseniu niektorého z

‘ustanoveni tejto zmluvy.

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.

Zmluvné strany sa zaviizujl, ze budi dodrziavat 8)
vietky ustanovenia tejto zmluvy, ktorych a¢innost’

je dlhsia ako doba trvania zmluvy, ato aj po
zruseni klinického skusania.

Except as expressly stated herein, PPD and
AXON CRM 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 AXON CRM 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.

) Okrem zaruk vyslovne uvedenych v tejto zmluve 9)
‘nedava PPD ani AXON CRM vo vztahu ku
klinickému skusaniu, skisanému lieCivu alebo
akymkol’vek materidlom  alebo  procesom
upravenym touto zmluvou nijaké zaruky, ¢i uz
vyslovné alebo implicitné: tym sa, okrem iného,
myslia aj akékol'vek zaruky predajnosti alebo
vhodnosti na konkrétny Gcel. Okrem pripadov,
ktoré sa vyslovne uvadzaja vtejto zmluve,
nezodpoveda spolo¢nost PPD ani AXON CRM za
nijaké nasledné, trestné, nepriame alebo in¢
Skody, ktoré by v dosledku Klinického skusania
utrpeli zdravotnicke zariadenie alebo skusajici

alebo ini.

zmluva  sa  vyhotovuje v Styroch 10) This Agreement is made in four counterparts, of
rovnopisoch, po jednom pre zdravotnicke which the Medical Facility. the Investigator.
zariadenie, skasajuceho, AXON CRM AXON CRM and PPD shall receive one.

a spolo¢nost PPD.

11) Changes and supplements to this Agreement may

1) Zmeny a doplnenia tejto zmluvy mozno vykonat
be made only by written amendment hereto.

iba formou pisomnych dodatkov k nej.
12) In the case of any discrepancy between the

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

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

Zoznam priloh k tejto zmluve: List of appendices to this Agreement:
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¢ 1:  Platobny kalendar

¢. 2: Splnomocnenie zadavatela pre

nost PPD a Splnomocnenie zadavatela pre
¢nost AXON CRM

a &. 3: Osved@enie o poisteni

ha &. 4: Kopia povolenia Statneho Gstavu pre
olu lieciv a sithlasnych stanovisk etickych
misii

racie / zriad’'ovacej listiny zdravotnickeho
denia

filoha &. 6:  Protokol klinického skusania

pjeny samostatne)

iloha ¢. 8:  Informovany sihlas pacienta

ha ¢. 9: Formular informovaného suhlasu
nta

pluvnych stran si na nasledujiicej strane.

oha &. 5:  Kopia vypisu z obchodného registra /

floha ¢. 7:  Sahrn protokolu klinického skisania

)to miesto sa zamerne ponechdva prdzdne, podpisy

Appendix no. 1:  Payment Schedule
Appendix no. 2: PoA from Sponsor to PPD and PoA
from Sponsor to AXON CRM

Appendix no. 3: Insurance Certificate

Appendix no. 4: Copy of approval from State Institute

for Drug Control and concurring

opinions from the Ethics

Committees

Copy of extract from the

Commercial

Register/Registration/Incorporatio

n Deed of Medical Facility

Protocol of the Clinical Study

(bound separately)

Synopsis of the Clinical Study

Protocol

Appendix no. 8:  Informed Consent of the subject of
the Clinical Study

Appendix no. 9: Informed Consent Form

Appendix no. 5:

Appendix no. 6:

Appendix no. 7:

This space has been intentionally left blank, the
signatures of the Parties are on the following page.
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In witness of their consent to this Agreement, the

dokaz svojho suhlasu stouto zmluvou ju
Parties have signed below.

mluvné strany podpisuji.

AXON Neuroscience CRM Services SE

pis/ By:
‘Meno / Name: Ing. Roman Sivak

unkcia / Title: Predseda predstavenstva / Chairman of the Board of Directors

Ditum / Date: M2V ’fhpf Wil

'PPD Investigator Services L ower of Attorney / na zaklade splnomocnenia)

‘Funkcia / Title:

‘Datum / Date: 4 - NV - 20i@

‘Medical Facility / Zdravotnicke zariadenie:

Podpis / By: _

Yy, Hivesta o @f??p} ;?&3/ WP
, _

‘Meno / Name:

BEunkcia/ Title: 114 e

Y, T
Déitum / Date: 0. 7). U g

Investigator / SkuSajuci:

Meno / Name: ‘l’/#/&f& KLEA 'c,py# /70 PAD
Datum / Date: L/ AY. 26 {
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Priloha &. 1. - Platobny kalendar
K zmluve medzi:

AXON CRM: AXON Neuroscience CRM
Services SE

PPD: PPD Investigator Services LLC

Zdravotnicke zariadenie: Univerzitna
nemocnica Bratislava

Skusajuci: MUDr. Maria Kralova, PhD.
Protokol ¢. AC-AD-003

Platby : Platby je potrebné poukazovat' na
asledujuci Géet prijemcu platieb (dalej len

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

AXON CRM: AXON Neuroscience CRM
Services SE

PPD: PPD Investigator Services LLC

Medical Facility: Univerzitna nemocnica
Bratislava

Investigator: MUDr. Maria Krilova, PhD.

Protocol # AC-AD-003

Payments: Payment should be made to the
following account of the payee (further, the

“Payee”):

4\ rijemca platieb™):

DIC/Tax ID No.: 202 17 00 549

islava 15
islo actw/Account No | GGG

ade odsuhlasenych podkladov doruceny

to Medical Facility

iry: Vsetky originaly faktar tykajacich sa
linického skusania musia byt na (hradu
rutené spolo¢nosti PPD (ako odberatela
atcu je na faktirach potrebné uvadzat’ PPD)
nasledujicu adresu. K faktiram musi byt
pojeny spravny podrobny rozpis vietkych
latkov, podkladova dokumenticia a musia
ahovat &islo faktary pracoviska Splatnost
r je Styridsat pat (45) dni odo dna
yystavenia faktary:

BAN:
R
IS/Reference No.: Ako variabilny symbo 7ité Cislo faktiry Zdravotnickeho zariadenia na
ch Zdravotnickemu zariadeniu/ The number of Medical

ility*s invoice will be used as reference number based on previously agreed materials d

Prijemca platieb/Payee Name: Univerzitna nemocnica Bratislava

Nizov a adresa banky/Bank name and address: Statna pokladnica, Radlinského 32, 810 05

clivered

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 fourty-five (45)
days from the day thr invoice is issued by

Payee:

PPD Investigator Services LLC
929 North Front Street,
Wilmington, NC 28401, USA
All invoices must be submitted to PPD via e-mail at / V3etky faktry musia byt’ zaslane do PPD
emailom na adresu:
InvestigatorPayments(@ppdi.com




bor pacientov: Zdravotnicke zariadenie a
Sajuci beri na vedomie, ze ide o klinickeé
sanie, ktorého cielom je vyhodnotenie
ored dohodnutého poctu subjektov skisania.
skasajiceho sa bude oCakavat', Zze vynalozi
o potrebné usilie na zaradenie subjektov
ania v zmysle tejto zmluvy. Po dokonéeni
boru cielového poctu subjektov skuSania pre
¢ klinické skasanie bude zdravotnicke
jadenie o tejto  skuto€nosti informované
dostane pokyn. aby v zarad'ovani subjektov
skiisania uz nepokracovalo.

Za klinické skisanie sa plati takto:

Niklady na jeden subjekt skiSania
ienta): Prijemcovi platieb bude nahradené
kazdy dokon¢eny a vyhodnotitelny subjekt
ania, ako sa tento definuje v d’alSom texte,
dla sadzieb stanovenych v nizsie uvedenych
bulkach platieb. Platby budii navySené o
DPH. Bez ohladu na predchadzajiucu vetu,
mca platieb vystavi faktiru na sumu vo
wyske 90% nakladov na subjekt skisania za
kazda spesni navstevu podla tabulky platieb.
vysnych 10% bude fakturovanych ako
verecna platba, ako sa tato definuje v d'alSom
texte. Platby sa budi uskutoCriovat’ kvartalne
wveurach abudi sa nahradzat na zaklade
‘uskutoc¢nenych navstev overenych
'y elektronickych  zaznamovych  formularoch
{éastnika klinického skaSania (eCRF) apo
prijati spravnej faktury s podrobnym rozpisom
noloziek. Dokonéeny a vyhodnotitelny subjekt
skiSania sa definuje takto: (i) vsetky procedury
sa musia vykonat' podla protokolu a Smernic
"ICH GCP, (ii) kazdy subjekt skusania moze byt

- zaradeny jedine podla
‘zaradovacich/vyrad’ovacich  kritérii a  (iii)
vSetky udaje st presne a aplne
zdokumentované.  V pripade, Ze  subjekt

skisania neabsolvuje vSetky navstevy podla
Specifikacii protokolu, PPD je povinni za takyto
‘subjekt skusania zaplatit’ len pomernu Cast za
absolvované navstevy na zaklade eCRF.

NeiispeSné zaradenie: Prijemcovi platieb bude
nahradena suma podl'a tabul’ky platieb niZsie pri
maximalnom poéte dvoch (2) nelspeSnych
zaradeni za kazdych troch (3) zaradenych
subjektov skusania. Pre Gcely tejto zmluvy sa
pod pojmom nelspesné zaradenie rozumie
kazdy subjekt skisania, ktory najskor zdanlivo
spliiuje kritéria pre skrining, podpiSe tlacivo
informovaného sahlasu. absolvuje skrining,

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

The Clinical Study shall be payable as
follows:

Cost Per Study Subject (patient): The Payee
will be paid per completed and evaluable Study
Subjects as defined below based on the rates set
forth in the payment tables below, plus VAT.
Notwithstanding the foregoing, the Payee shall
invoice a sum corresponding to 90% of cost per
Clinical Study subject for each visit successfully
performed on the rates set forth in the Tables of
Payments. The rest 10% shall be invoiced as
Final Payment defined bellow. Payments will be
made on a quarterly basis in EURO and will be
based on completed visits verified in the subject
electronic case report forms (eCRFs) and receipt
of correct and itemized invoice. A complete and
evaluable Study Subjects is defined as follows:
(i) all procedures must be performed according
to the Protocol and ICH GCP guidelines, (ii) a
patient shall only be included according to the
inclusion/exclusion criteria, and (iii) all data are
documented accurately, completely. In the event
that a Study Subjects does not complete all
visits as specified in the Protocol, PPD shall
only be obligated to make payment for such
subject on a pro-rated, completed visit, and
eCRF basis.

Screen Failures: The Payee will be reimbursed
for each Screen Failure per the table of
payments below up to a maximum of two (2)
Screen Failures for every three (3) Study
Subjects enrolled. For purposes of this
Agreement, a Screen Failure shall mean any
Study Subjects, who initially appears to meet
the criteria for screening, signs the informed
consent form, completes the screening visit but
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avsak do klinického skusania zaradeny nie je.
Platba za neuspesné zaradenia sa vyplati vyssie
uvedenému prijemcovi platiecb po doruceni
spravnych faktar s podrobnym rozpisom
poloziek.

efundacné poukazky pre subjekty: Naklady

subjektu skasania a jej/jeho opatrovatela, ktoré
im vznikli v spojitosti so stravovanim a/alebo
dopravou na navitevy azndvstev v ramci
klinického  skusania  podla  poziadaviek
protokolu sa kazdému subjektu a jej/jeho
opatrovatelovi refunduji vo forme stravnych
poukazok na sumu 35,- eur za kazda navstevu,
pokial' nie je v tladive informovaného sihlasu
uvedené inak. Za vedenie Gltovnej evidencie
vietkych pouzitych a nepouzitych stravnych
poukazok zodpoveda skuSajuci. Vydavanie
poukazok bude vykonavat' PPD.

Nepldnované navitevy: Neplanovana navsteva
definuje navsteva subjektu skusania, ktora nie
vyslovne predpisana protokolom, av3ak inak
pre ugely klinického skiSania nevyhnutna.
neplanované navstevy sa bude vyplacat
ma podl'a tabulky platieb nizSie po doruceni
spravnej faktiry s podrobnym rozpisom
poloziek.

DPH a d’alSie dane: V pripadoch, kde sa
vyzaduje faktira s DPH, sa platby uskutocnia az
wtedy, ked’ PPD dostane platnii faktiru s DPH.
situaciach, na ktoré sa nevztahuje DPH, sa
taktiez pred uskuto¢nenim kazdej platby
podla tejto zmluvy vyzaduje faktira.

Tretie strany: Za platby tretim stranim aza
‘ghrady svojich vlastnych nakladov spojenych s
Klinickym skasanim nesie plni zodpovednost
prijemca platieb.

‘Ziverefna platba:  Zaverecna platba, ktora
bude vo vyske 10% z nakladu na jeden subjekt
‘skiisania za kazda uspe$ne vykonan( navstevu
podl'a tabulky platieb bude splatna ihned” po

zéaveretnej naviteve aihned” po doruceni
nasledujiiceho: (i) v3etkej dokumenticie o

klinickom skusani, (ii) prehladu za vsetko
nepouzité sk(3ané lieCivo, (iii) vSetkych
vyplnenych zaznamovych formularov acastnika
klinického skaSania a spravne vyrieSenych
otdzok ztychto formularov a (iv) vSetkych
 doplnenych a opravenych poziadaviek zo strany
PPD alebo AXON CRM tykajucich sa udajov
aevidencie klinického skasania.  Prijemca

is not enrolled into the Clinical Study. Payment
for Screen Failures will be payable to the above
listed Payee based upon the receipt of correct
and itemized invoices.

Subject Reimbursement Vouchers: Costs of
Study Subject and their caregiver incurred for
meals and/or transportation to and from Clinical
Study visits as required by Protocol shall be
reimbursed to each Study Subject and their
caregiver respectively per visit in the form of
meal vouchers in the amount of EURO 35,-,
unless the informed consent form provides
otherwise. The Investigator shall be responsible
for keeping an accounting log of all used and
unused vouchers. The provision of vouchers
shall be carried out by PPD.

Unscheduled Visits: An Unscheduled Visit is
defined as a Study Subjects visit which is not
expressly set forth in the Protocol, but is
otherwise required for the Clinical Study.
Unscheduled Visits will be reimbursed in the
amount set forth in the budget table below upon
receipt of a correct and itemized invoice.

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.

Final Payment: The Final Payment, which
amounts to 10% of cost per Clinical Study
subject for each visit successfully performed on
the rates set forth in the Tables of Payments,
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
AXON CRM 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
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bude mat lehotu tridsat’ (30) dni odo dia
zavereCnej platby na to, aby podal
etky vo¢i akymkolvek nezrovnalostiam v
h, ku ktorym doslo v priebehu klinického
ania.

oz predchddzajiiceho pisomného suhlasu
XON CRM alebo spolocnosti PPD sa nebudii
ra’ do tvahy Ziadne iné dodatocné Ziadosti
financovanie.

Clinical Study.

No other additional funding requests will be
considered without the prior written consent of
AXON CRM or PPD.

Tabul’ky platieb / Table of Payments

Suma za jeden subjekt
i tosedures scikani £ (LR TR ¢
Eurach / Amount per Study
Subject per visit in EURO

Rozpis navitev/Visit Description 1217,00 €

Visit 1/ Navsteva | 97,00 €

Visit 2/ Navsteva 2 105,00 €

Visit 3/ Navsteva 3 63,00 €

Visit 4/ Navsteva 4 63.00 €

Visit 5/ Navsteva 5 72,00 €
Visit 6/ Navsteva 6 62,00 €

Visit 7/ Naviteva 7 62.00 €
Visit 8/ Navsteva 8 70,00 €

Visit 9/ Navsteva 9 69.00 €
Visit 10/ Navsteva 10 72,00 €

Visit 11/ Navsteva 11 71,00 €

Visit 12/ Navsteva 12 69,00 €

Visit 13/ Navsteva 13 72,00 €
Visit 14/ Navsteva 14 71,00 €
Visit 15/ Navsteva 15 69,00 €

Visit 16/ Navsteva 16 105,00 €
Visit 17/ Navsteva 17 25,00 €

atient invoiceable procedures

‘Odber mozgo-mie$ného moku / CSF Sampling (optional) 25,00 €
‘Neplanovana navsteva / Unscheduled Visit (optional) 62,00 €
i avételva pri pred¢asnom ukonceni / Early discontinuation 105,00 €
isit (optional)
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