CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (the “Agreement”)
is made and entered into as of the day following
its publication in the Central Register of Contracts
(the “Effective Date”), by and between:

Detskd fakultna nemocnica Kosice (Pediatric
University Hospital Kosice)

Trieda SNP 1, 04011 Kosice, Slovak Republic, IN:
00 606 715, Tax IN: 2020777880

Bank: State Treasury, account number: 7000 280
825/ 8180,
Represented by: Ingrid Urbanéikova, MD, MPH
Director (the "Institution”)

and

PSI CRO Slovakia s.r.o.

Located at: Medena 11, 811 02 Bratislava, Slovak
Republic, IN: 43800807, VAT IN: 8K
2022515231, registered in Business Register,
Provincial Court Bratislava [, Section Sro, Folio
49073/B, represented by Petr Vacullk, MD, and
Petr Sedlédk, PhD, by Power of Attorney dated

23/08/2011 ("PSI")

PREAMBELE:

WHEREAS Teva Pharmaceutical Industries, Ltd., 5
Petach Tikva, 49131 (the
“Sponsor”) is conducting a clinical study (the
“Study”) of the product BALUGRASTIM (the
"Study Drug’);

WHEREAS the Study shall be conducted in full

Basel Street, |srael.

compliance with the Sponsor's protocol NEUGR-
005 “An open label, randomized, active controlled,
dose evaluate the

finding  study to

pharmacodynamics, pharmacokinetics, efficacy
and safety of balugrastim at doses of 300 pg/kg
and 670 ug/kg in pediatric patients diagnosed with
solid tumors receiving chemotherapy.” and any

amendments thereto (the “Protocol”);

ZMEUVA O KLINICKOM SKUSANI

‘Tato Zmluva o klinickom skusani (dalej len

Lmluva“), ktora nadoblda uéinnost
nasledujacim dfiom po dni zvergjnenia tegjto
zmluvy v Cenfralnom registri zmldv -Datum
uéinnosti®), sa uzatvara medzi:

Detska fakultna nemocnica Kosice

Tr. SNP 1, 040 11
republika, ICO: 00 606 715, DIC: 2020777880,
Bankové spojenie: Statna pokladnica, &. u.:
7000 280 825/ 8180,

Zastupena: MUDr. Ingrid Urbancikova, MPH,

riaditelka (dalej len ,Institacia")

Kosice, Slovenska

a
PSI CRO Slovakia s.r.o.

so sidlom: Medena 11, 811 02 Bratislava,
ICO: 43 800 807, DIC:
SK 2022515231, =zapisana v Obchodnom
registri Okresného sddu Bratislava |, Oddiel:
Sro, Vlozka &islo: 49073/B, v zastupeni MUDr.

Slovenska republika,

Petrom Vaculikom a PhDr. Petrom Sedlakom
na zaklade plnej moci zo drta 23.8.2011 (dale
len ,PSIY)

PREAMBULA:

KEDZE Teva Pharmaceutical Industries, Ltd., 5
Street, Petach Tikva, 49131
(dalej len ,Zadavatel™) realizuje klinicku studiu
(dale] len ,Stadia") pripravku BALUGRASTIM
(dalej len ,,étudijny liek");

Basel |srael.

KEDZE Studia bude realizovana plne v stlade s

protokolom Zadavatela NEUGR-005
.Otvorenda. randomizovana, kontrolovana
studia na stanovenie davky, zhodnotenie

farmakodynamiky, farmakokinetiky, déinnosti a
bezpefnosti balugrastim v davkach 300 pg/kg
a 670 ug/kg u detskych

s diagnostikovanymi solidnymi nadormi, ktori

pacientov

su lieCeni chemoterapiou® a vsetkymi jeho
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WHEREAS the Sponsor has engaged PSI as a
contract research organization to set up and
conduct the Study in Slovak Republic and
whereas PSI is acting for and on behalf of the
Sponsor with regard to this Agreement;

WHEREAS PSI desires Irina Oravkinova, MD, to act
as the principal investigator of the Study (the
‘Investigator?); the Investigator is an employee of
the Institution;

the that the

Investigator will conduct the Study as principal

WHEREAS Institution  agrees
investigator and agrees to provide the necessary
facilities, equipment and staff required for the
conduct of the Study (the ,Services");

Now, THEREFORE, in consideration of the mutual
covenants and promises set forth herein, the

parties agree as follows:

1. SERVICES AND OBLIGATIONS

1.1 Conduct of Study/Protocol

a) The Institution hereby agrees that the
Investigator will conduct the Study in accordance
with this Agreement and the Protocol. In the
event of a conflict, the Agreement shall govern as
to budget and administrative issues; the Protocol
shall govern as to the scientific and operational
aspects of the Study.

b) The Study

Department  of

shall be conducted at

Pediatric  Oncology  and
Hematology, Pediatric University Hospital Kosice.
The Institution shall ensure that the Investigator
and all individuals and entities that perform any
portion of the Study under his/her supervision (the
the Study in
accordance with the Protocol and the terms and
List of

Individuals - employees of the Pediatric University

“Study Personnel”) conduct

conditions defined in this Agresment.
Hospital Kosice, involved in the Study, is attached

as an Appendix B of the Agreement.

¢) The Protocol shall be considered final, in
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dodatkami (dalej len ,Protokol");

KEDZE Zadévate? angazoval PSI| ako zmluvnu
vyskumnu organizaciu, aby zrealizovala Studiu
v Slovenskej republike a kedze PSI| vystupuje
v vztahu k tejto Zmluve v mene Zadavatela;
Kepze PSI aby MUDr. Irina
Oravkinova bola hlavna skd$ajuca tejto Studie
(dalgj

zamestnancom Inétitucie;

ma zaujem,

len ,Skasajuci”); SkoZajuci e

KEDzE Institicia suhlasi, aby Skusajuci
realizoval Studiu ako hlavny skisajuci a
stuhlasi s tym, Ze poskytne potrebné
zariadenia, vybavenie a personal potrebny pre
realizaciu Stidie (dalej len ,Sluzby");

PRETO vzhfadom na wvzajomné zavazky a
prisfuby uvedené v tejto Zmluve sa zmluvné

strany dohodli nasledovne:

1. SLUZBY A POVINNOSTI

1.1. Realizacia Stadie/Protokol

a. Institucia tymto suhlasi, Ze Skusajlci
zrealizuje Stadiu v sulade s touto Zmluvou a
Protokolom. V pripade rozporu sa otazky
rozpoétu Stadie a administrativne otazky budu
riadit toute Zmluvou a Protokol bude uréujuci,
pokial ide o vedecké a prevadzkove otazky
Studie.

b. Studia sa bude realizovat na Oddeleni
Detska

Institucia

detskej onkologie a hematoldgie,

fakultnd  nemocnica  Kogice.
zabezpedi, aby Skusajuci a vSetky osoby a
subjekty podielajuce sa na realizacii Studie
dohladom  (,3tudijny

Stadiu v sulade s

pod jeho/jejim

personal’) realizovali

Protokolom a podmienkami stanovenymi
v tejto Zmluve. Zoznam osbéb — zamestnancov
Detskej fakultnej nemocnice Kosice, kioré sa
podielaju na tejto Studii tvori Prilohu B k tejto
zmluve.

c. Za definitivnu sa bude povazovat
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the version approved and adopted by the
Sponsor, after it is signed by PSI and previously
approved by Statny Ustav pre kontrolu lieciv (State
Ethics
Committee and Multicentre Ethics Committee (the
“RAJEC").

Protocol

Institute for Drug Control) and Local
Only the Sponsor may modify the

or add an addendum, subject to
subsequent approval by the RA/EC. Any such
amendments to the Protocol shall automatically
be incorporated herein once the RA/EC approval
is obtained.

d)
possible following receipt of written approval by

the RA/EC.

The Study shall commence as soon as

1.2 Regulatory Compliance of Study

The Institution agrees to conduct and to
that the Study
Personnel conduct the Study in strict compliance
with: (i)
applicable

ensure Investigator and all

all applicable laws and regulations
of clinical
including without Act. No. 362/2011 Coll., on
Drugs and Medical Devices, as amended, and
Act. No. 576/2004 Coll., on Health Care and

Services related to the provision of Health Care,

to the conduct trials,

as amended, (ii} all generally accepted standards

of good clinical practice, including without

limitation the current Good Clinical Practices
Guidelines of the International Conference on
Harmonization, (iii) applicable regulations and
the U.S. Food

Administration and (iv) the laws related to data

guidelines  of and Drug
protection and data privacy, including without
limitation Data Protection Directive 95/46/EC and
Act No. 428/2002 Coll., on Data Protection, as
amended (v) any other applicable laws and
the

Regulatory Requirements”). The Institution and

regulations  (collectively, ‘Applicable
the Investigator shall also ensure that all Study
Persannel are trained in good clinical practice and

all aspects of the Protocal.
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verzia Protokolu, ktord schvali a prijme
Zadavatel, po je] podpisani spolo¢nostou P3I
a a po e predchadzajucom schvaleni
Statnym ustavom pre kontrolu liegiv miestnou
etickou komisiou a multicentrickou etickou
komisiou (dalej len "RO/EK"). Upravovat
Protokol a pridavat k nemu dodatky méze len
Zadavatel, pricom je potrebny nasledny suhlas
RO/EK. Takéto dodatky k Protokolu sa po
ziskani suhlasu RO/EK automaticky stanu
sufastou Protokolu.

d. Realizacia Studie za&ne ihned po

prijati pisomného suhlasu od RO/EK.

1.2 Zhoda Stadie s pravnymi predpismi

In&titlicia suhlasi, Ze zabezpeéi, aby

Skugajuci a Studijny personal realizovali

Stidiu v prisnej zhode so (i) vsetkymi
zakonmi

pouzitelnymi a predpismi

vztahujucimi sa na vykonavanie klinickych

skuSani, okrem iného aj so zakonom &,
362/2011 Z. z. o liekoch a zdravotnickych
pomdckach vzneni neskordich predpisov

a zakonom ¢€. 576/2004 Z. z. o zdravoingj

starostlivosti a sluzbach sUvisiacich
s poskytovanim zdravotngj starostlivosti
v zneni neskorSich predpisov, (i) vetkymi

schvalenymi normami spravnej klinicke] praxe,

okrem iného aj aktualnymi usmerneniami

Medzinarodnej konferencie © harmonizicii,
ktore sa tykaju spravnej klinicke] praxe, (iii)
prislugnymi predpismi a smernicami
amerického Uradu pre potraviny a lieky a (iv)
zdkonmi o ochrane a utajovani Gdajov, okrem

iného aj Smernice 95/46/EK o _p{gh!_ran

;a4
oS ;,.‘-L{ Fo

£ -
/!

osobnych ddajov a so zakonom €. 428/2
Az,

OSCNGCH . »
o ochrane Udajov wzneni—neskordich

predpisev a (V) inymi pouZitelnymi zékonmir./ﬂ;}/

a predpismi ,Platné  pravne”
predpisy”).

zabezpedia, aby boli vietci lenovia Studijného

(spologne

Indtiticia a Skudajuci tiez
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1.3 Study Subjects
a) The Institution shall ensure that the rights
of the Study Subjects are protected, and that the
Study is conducted in accordance with the ethical
the World Medical

Declaration of Helsinki (as amended from time to

principles of Association

time). A "Study Subject” is an individual taking
part in the Study to whom the Investigational
Product defined
administered, or takes part in the Study as a

Medicinal (as below) s
control person.

b) The estimated number of subjects to be
enrolled at the Institution is 2 (two). Detailed
criteria of subjects to be enrolled in the Study are
provided in the Protocol. PSI reserves the right to
unifaterally reduce or increase the number of
Study Subjects at any time and with immediate

effect.

1.4 Clinical Supplies

a) PSI| on behalf of Sponsor agrees to
Product,
the

provide the Investigational Medicinal
the Study Drug,

“Investigational Medicinal Product”) at no cost

including (collectively
to the Institution in amounts sufficient for the
conduct of the Study, as well as certain equipment
and materials to be determined by PSI at its sole
discretion (the “Study Supplies’). Immediately
upon receipt of the Investigational Medicinal
Product and Study Supplies (collectively, the
“Clinical Supplies”), the Institution shall provide
PSI with an acknowledgement of receipt. Unless

iy all

until

stated otherwise in writing by PSI,

Investigational Medicinal Product
administered or dispensed to the Study Subject
during the course of the Study and (i) all Study
Supplies are and will remain the sole property of

PSI or the Sponsor (as the case may be). PSI
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personalu vyskoleni ohladne spravnej klinickej
praxe a vo vzfahu kvéetkym aspektom
Protokolu.

1.3 Ugastnici stadie

a) Indtiticia zabezpe&i ochranu prav
UGastnikov &tudie, ako aj realizaciu Stadie
v sulade setickymi principmi  Helsinskej
deklaracie Svetovej zdravotnicke] asociacie (v
platnom zneni). JUgastnik $tadie® je osoba
zOasthujuca sa Studie, ktorej sa podava
Skusany liek (ako je definovany nizsie), alebo

sa zucastfiuje Studie ako kontrolny GEastnik.

b) Qdhadovany pocet Ucastnikov, ktori
budd v Indtiticii zaradeni do Studie, su 2
(dvaja) G¢astnici. Podrobné kritéria, ktoré su
predpokladom prijatia do Stddie, su uvedené

v Protokole. PSI  si  vyhradzuje pravo
kedykolvek a s okamiitou platnostou
jednostranne  znizit alebo zwysit podet

UZastnikov studie.
1.4 Klinicky material

a) P8l sa v mene Zadavatela zavazuje
Indtitucii bezplatne poskytnit skusany liek
vratane Studijného lieku (spologne ,Skusany
liek") v mnoZstve postaéujucom na vykonanie
Studie, ako aj urité vybavenie a materialy
podla rozhodnutia PSI (,Studijny material*),
Indtitticia ihned po prevzati Skusaného lieku
a Studijného materidlu (spoloéne ,Klinicky
material*) spolo&nosti PSI potvrdi ich prijatie.
Ak PS8l pisomne neuvedie inak, (i) vietky
Skusané lieky do ich podania alebo vydania
Uéastnikovi studie potas trvania Studie a (i)
vietok Studijny materidl zostanu vylugnym
majetkom PS| alebo Zadavatela (podla
konkrétnej situacie). PSI uzatvori samostatnu
s Labmed Laboratorna

zmluvu a.s.,

diagnostika, Rastislavova 43, Kosice, na

zaklade ktorej P8I, za zadavatela klinickej
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shall sign a separate laboratory agreement with
Labmed PLE:

Rastislavova 43, Kosice in order to reimburse the

Laboratory diagnostics,
exepenses related to laboratory exams required
by the Protocol. Other samples shall be sent to
the shall be
reimbursed by PSI on behalf of the Sponsor.

central laborartory, expenses

b) The Institution shall maintain control of

the Investigational Medicinal Product in

accordance with Applicable Regulatory
Requirements, and in the manner outlined in the
Protocol and any additional documents provided
by PSI or the Sponsor related to the storage and
the

distribution of Medicinal

Product.

Investigational
The Institution shall ensure that the
Clinical Supplies are solely used for the purpose
of conducting the Study in strict adherence to the
Protocol and for no other purpose, and the
Institution shall ensure that the Clinical Supplies
are not transferred to any third parties. The
Institution shall be responsible to PSI and the
Sponsor for the Clinical Supplies entrusted to
them and shall notify PS| immediately if any
quantity of the Clinical Supplies is lost, damaged
or destroyed.

c) Upon completion or termination of the
Study or at PSl's request, the Institution shall (i)
deliver all unused Study Supplies to the address
indicated by PSI, (i) deliver any and all
Investigational Medicinal Product to the address
indicated by PSI or destroy it, as instructed by PSI
and in accordance with the Applicable Regulatory
Requirements.

1.5 Informed Consent

a) PSI shall provide the Investigator with a
Patient Information and Informed Consent Form
approved by the Sponsor and the RA/EC (the
‘Informed Consent Form") which the Investigator
shall use in the Study. Changes to the Informed
Consent Form shall not be implemented unless

and until PSI is notified and, in full agreement with

Clinical Study Agreement!/ Zmluva o klinickom skisani NEUGR-005

Studie, vykona uhrady laboratornych vysetreni
ktore vyzaduje protokol. Ostatne vzorky sa
buda zasielat na naklady zadavatela (preplaca
PSI) do centralneho laboratoria.

b) Institucia bude dohliadat na Skasany
liek v stlade s Platnymi pravnymi predpismi, a
to spdsobom uvedenym v Protokole a dalsich
dokumentoch o skladovani a distribdcii
Skusaneého lieku, kioré poskytne PSI alebo
Zadavatel. Institlicia zabezpeéi, aby sa
Klinicky material pouzival vyluéne na ucel
vykonania Studie za striktnéhe dodrzania
Protokolu a nepouzival sa na ziadny iny ucel.
Okrem toho zabezpe&ia, aby sa Klinicky

material  neposkytoval  ftretim  stranam.
Institicia bude mat voéi PSI a Zadavatelovi
zodpovednost za Klinicky material, ktory im bol
zvereny, a v pripade straty, poSkodenia alebo
Klinického

materidlu budd okamzite informovat PSI.

zni€enia nejakého  mnoZstva

c) Po zrealizovani alebo ukonéeni

Studie alebc na Ziadost PS| Institucia (i)
dodaju vsetok nepouzity Studijny material na
adresu, ktord im oznami PSI, a (i) dodaju
vietky Skusané lieky na adresu, ktord im
PSI,

s pokynmi P3| a Platnymi pravnymi predpismi.

oznami alebo ich zlikviduju v sulade

1.5 Informovany sihlas

a) PS| poskytne Skugajucemu informacie
pre Ucastnika klinického sku&ania a tlativo
suhlasom schvalené

a RO/EK

s informovanym

Zadavatelom (,Informovany

shlas"), ktoré Sku8ajuci pouZije pocas

Studie. V Informovanom sUhlase sa nesmu
vykonavat 0 nich

zmeny, ak nie je

525
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the Sponsor, gives its written approval.

b) The Investigator shall inform each Study
the  Study
representative that the Investigational Medicinal

Subject  or Subject's  legal
Product is being used for a clinical trial, and, prior
to performing any Study-specific procedures on
the Study Subject, obtain from each Study Subject
an Informed Consent Form signed in accordance
with the Applicable Regulatory Requirements.
The Informed Consent Form shall be executed in
two ariginals with one ocriginal provided to the
Study Subject and the other placed in the onsite
trial master file (OSF). The parties acknowledge
1.5

constitutes a material breach of this Agreement.

and agree that breach of this Section

1.6 Case Report Forms and Study Data

a) PSI shall supply the forms to be used and
completed by the Investigator to document a
Study Subject's participation in the Study (the
‘Case Report Forms"). The Investigator shall
record all data generated as a result of conducting
the Study (the "Study Data") in a timely, accurate,
legible and complete manner in the form
described in the Protocol and shall ensure that the
Case Report Forms for each Study Subject are
duly signed and dated. To the extent the Study
requires completion of electronic Case Report
Forms, the Institution shall ensure that they have
implemented and maintains appropriate computer
security sufficient to protect the confidentiality,
integrity and availability of such Study Data in
accordance with the Applicable Regulatory

Requirements.

b) The Institution shall take reasonable and
customary precautions to prevent the loss or

alteration of any Study Data. The Institution

Clinical Study Agreement/ Zmluva o klinickom skugani NEUGR-005

informovana PSI, ktora ich musi po dohede so
Zadavatelom pisomne schvalit,
b) Skusajuci

Studie

bude kaZdého Ugastnika

alebo jeho zakonného zastupcu

informovat o pouZiti Skusaného lieku na ucel
klinického skusania a skér ne# sa Ugastnik
studie  podrobi

akymkolvek  postupom

slvisiacim so $tudiou, ziska od kaZdého

Ugastnika  $tadie  Informovany  sthlas
podpisany v sUlade sPlatnymi pravnymi
predpismi. Informovany suhlas bude

vyhotoveny v dvoch originaloch, jeden original
dostane UZastnik &tudie a druhy sa uloZi do
skuania

dokumentacie klinického

v zdravotnickom zariadeni. Zmluvné strany
potvrdzuji a suhlasia, Ze porusenie tohto
odseku 1.5 predstavuje zavazné porudenie
tejto Zmluvy.
1.6 Zaznam Géastnikov S$tudie a Studijné
udaje

a) PSI doda tladiva, ktoré je Skusajuc
povinny pouzit a vyplnit s cielom
v Studii

Skusajuci zaznamena

zdokumentovat ucast (,Zaznamy
Géastnikov stadie®).
vetky Udaje ziskané ako désledok vykonania
Stadie  (,Studijné

a uplne

Odaje”) v&as, presne,

Citatelne spbsobom  opisanym

v Protokole a zabezpedi, aby sa Zaznamy
vSetkych Ucastnikov Stadie riadne podpisali
a uviedol sa na nich datum.
Studie

Zaznamov

Ak je potas

potrebne vyplnenie elektronickych

ucastnikov  &tudie, Institucia

zahezpedi zavedenie a pouZivanie

primeranych nastrojov

budu

pocitadovej

bezpeénosti, ktoré postagujice na

ochranu ddvernosti, integrity a dostupnosti
takychto Studijnych Gdajov v sulade s Platnymi
pravnymi predpismi.
b) [n&titdcia prijme primerang
a zauZivané preventivne opatrenia s cielom

predist strate alebo pozmeneniu Studijnych
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acknowledges and agrees that the Sponsor shall
own all Study Data.

1.7 Adverse Events

The Institution, represented by the
Investigator, agrees to immediately and fully
inform the Sponsor, P3| and, when applicable, the
RA/EC of any significant risks, adverse events or
unexpected results related to the Study, according
to the Applicable Regulatory Requirements and

the Protocol provisions.

1.8 Suspension of Study

PSI or the Sponsor may suspend the Study
at any time for any reason upon written notice,
which suspension shall not be deemed a material

breach of this Agreement.

1.9 Financial Disclosure

The Investigator shall complete and return to
PSI the financial disclosure document provided by
PSI,
payable to Investigator and any financial interests,
but

which document discloses the amounts

including, not limited to, compensation
arrangements, which the Investigator may have in
the Sponsor and/or the Investigational Medicinal
Product. The Investigator shall also ensure that all
sub-investigators (if applicable) complete and
provide PS| with such financial disclosure forms.
Such financial disclosure forms shall be kept
updated for a period of one (1) year after Study

completion.

2. COMPENSATION
a) PSlI on behalf of

compensate the Institution for the conduct of the

Sponsor  shall

Study in accordance with per Study Subject fee
defined

enclosed as Appendix A. This amount included

in the Fee and Payment Schedule

in the Fee and Payment Schedule represents the

Udajov. Institucia potvrdzuje a suhlasi, ze
vlastnikom vaetkych Studijnych Udajov bude
Zadavatel.
1.7 Neziaduce prihody
In&titlcia zastdpena sku3ajucim sa

zavazuje okamZite auplne informovat
Zadavatela, PSI| av pripade potreby RO/EK
o v8etkych zavaznych rizikach, neZiaducich
udalostiach alebo neofakavanych vysledkoch
sUvisiacich so Studiou, v stlade s Platnymi
pravnymi predpismi a ustanoveniami
Protokolu,
1.8 Zastavenie Studie
PSI

Stadie kedykolvek a z akéhokolvek dévodu

alebo Zadavatel moézu realizaciu
pisomnym oznamenim zastavit, priCom takéto
zastavenie sa nebude povaZovatl za zavazine

porugenie tejto Zmluvy.

1.9 Finanény vykaz (Majetkové
priznanie)
Skusajuci sa zavazuje vyplnit'  a

odovzdat PSI finantny vykaz poskytnuty PSI, v

ktorom budd uvedene CcCiastky splatné
Skusajucemu a vietky finanéné naroky
vratane (ale nie vyhradne) dohdd o

kompenzacii, ktoré Skudajuci méze uplatnit
voti Zadavatelovi a/ alebo v slvislosti so
Skusanymi liekom. Hlavny sku3ajuci dale
zabezpeli, aby tento vykaz (pripadne} vyplnili
aj ostatni spolusku3ajuci a odovzdali ho PSI.
Tieto finanéné vykazy budu aktualizované po

dobu jedného (1) roka od dokonéenia Studie.

2. KOMPENZACIA

a) P3SI
[ndtituciu za vykonanie étudie/pmatbou za

vmene Zadavatefa odmeni
Uéastnika $tudie, ktora vyplyva z Rozpisu
platieb prilozenom ako Priloha A. Suma
uvedena platieb

v Rozpise predstavuje

koneénu cdmenu vyplatenu Institucii v ramci
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entire compensation for the Institution under this
Agreement and it includes without limitation, all
work and care specified in the Protocol, the use of
the staff

administrative costs, overheads, third party costs,

facilities and equipment, costs,
taxes, travel and other expenses etc. The Fee and

Payment Schedule may be modified solely
through prior written consent by the parties. PS|
on behalf of Sponsor shall compensate the
Investigator and the Study personnel members in
accordance with a separate agreement to be
concluded with the Investigator.

b) The Institution acknowledges that
PS8! shall not make any payments for any Study
Subject who has been enrolled into the Study in
violation of the Protocol, whose CRFs have not
been properly completed or whose Informed

Consent Forms have not been properly executed.

3. CONFIDENTIALITY

a) “Confidential Information® means all
records, confidential or proprietary information or
data and all Intellectual Property (as defined
kind and however

below), of whatever

memorialized, whether recorded in written,
graphic, oral, electronic or other form, that are:
(a) disclosed by or on behalf of PSI and/or the
Sponsor to the Institution, the Investigator and/or
the Study Personnel in connection with this
(b)

generated by the

Agreement or invented, developed or

Institution, the Investigator

and/or the Study Personnel as a result of
performing the Study under this Agreement. The
Confidential Information shall include, without
limitation, the Study, the Study Drug, the Protocol,
the Investigator's Brochure, the Study Data and
information regarding the Sponsor, PSI and their
affiliates.  All Confidential Information shall be
owned solely and exclusively by PSI or the

Sponsor, as the case may be.
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tejto zmluvy a zahffia okrem iného aj vietky

ukony a starostlivost opisanu v Protokole,
pouZivanie zariadenia a vybavenia, néklady na
personal, administrativne naklady, réziu,
naklady tretich stran, dane, cestovne aine
vydavky atd. Rozpis poplatkov a platieb mozno
upravovat vyluéne na zéklade predchadzajicej
pisomnej dohody zmluvnych stran. PSI v mene
Zadavatela odmeni SkiSajliceho a vyskumny
tym na zaklade osobitej zmluvy uzatvorenegj s

Skusajucim.

b) Inétitucia potvrdzuje, Ze PSI nebude
poskytovat platby za UZastnika $tudie, ktory
bol do Studie prijaty v rozpore s Protokolom,
ktorého Zaznam u&astnika studie nebol riadne
ktorého Tlagivo

vyplneny alebo

s informovanym  suhlasom nebolo riadne

vyhotovené.

3. DOVERNOST
a) Za ,Déverné informacie” sa povazuju
vietky zaznamy, déverne alebo chranené
informacie  alebo a vietky

udaje prvky

Dusevného vlastnictva (ako je definované
typu
uz pisomnej,

dalej), akéhokolvek a v akejkolvek

podobe, ¢i grafickej, Ustnej,

elektronickej alebo ingj, ktoré (a) Institdcii,
Skigajicemu alalebo Studijnému personélu
PSl

alalebo Zadavatel alebo su spristupnené v ich

v stvislosti s touto Zmluvou spristupni

mene, alebo ktoré (b) vynasla, vytvorila alebo
ziskala Institucia, Skusajuci a/alebo Studijny
personal v désledku vykonavania Studie na
Medzi Déverné

zaklade tejto  Zmluvy.

informacie patria okrem iného informacie
tykajuce sa Studie, Studijného lieku, Protokol,
Subor informacii pre Skusajiceho, Studijné
udaje a informacie tykajuce sa Zadavatela,
P3SI a

vlastnikom

ich pobodiek. Jedinym a vylu€nym

vietkych Dévernych informacii

25
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b} Confidential Information does not include
information that (i) is in the public domain at the
time of its disclosure to the Institution and/or the
Investigator by PSI, the Sponsor or persons
authorized by PSI or the Sponsor, (i) was, as
evidenced by written records or other competent
proof, in the [nstitution's and/or Investigator's
possession prior to its disclosure without
obligations of confidentiality with respect thereto,
or (iii) enters the public domain as a result of a
third party's activities, through no act ar amission
by the Investigator, the Institution or any Study
Personnel.

c) The the

confidentiality of the Confidential Information for a

Institution  shall  maintain
period of fifteen (15) years from the last date of
disclosure of Confidential Information and shall
ensure that employees, agents, advisors and
representatives of the Institution, including but not
limited to the Investigator and the Study
Personnel keep all Confidential Information in
strict confidence. The Institution agrees to not
disclose any Confidential Information to any third
party or use any Confidential Information for any
other purpose or exceeding the extent required to
perform the Study, except as may be authorized

by PSI's or the Sponsor's prior written consent.

The parties hereto understand that the
unauthorized disclosure of Confidential
Information would be detrimental and cause

irreparable harm to PSI and/or the Sponsor. The
Institution shall ensure that the Investigator and
the Study Personnel are bound by obligations of
confidentiality no less stringent than those
contained in this Article 3 and shall be liable to
PSI the

Investigator and the Study Personnel.

and the Sponsor for breach by

d) The foregoing obligations of confidentiality

Clinical Study Agreement! Zmluva o klinickom skusani NEUGR-005

bude podfa konkrétnej situacie PSI alebo
Zadavatel.
b) Medzi Doéverné informacie nepatria

informécie, ktoré (i) su v ¢ase, ked' ich Institicii
alalebo Skusajucemu poskytne PSI, Zadavatel
alebo osoby nimi poverené verejne zname, (ii)
boli podfa pisomnych zaznamov alebo iného
kvalifikovaného dékazu majetkom Institucie
alalebo Skusajuiceho pred ich zvergjnenim,
bez povinnosti zachovavat vo vztahu knim
(iii)

znamymi v désledku aktivit tretej strany, nie v

mléanlivost, alebo sa stanu vergjne

dbsledku konania alebo nedbanlivosti
Skusajuceho, |nstiticie alebo  Studijného
personalu.

¢) Institacia bude zachovavat micanlivost
obdobia

patnastich (15) rokov odo dra posledného

o Dévernych informéacidch pocas

zvergjnenia Dovernych informacii a zabezpedi,

aby =zamestnanci, zastupcovia, poradcovia
a predstavitelia Institicie, okrem iného gj
Skusajuci a Studijny personal, uchovavali

véetky Doverné informacie v prisnej tajnosti.
In&titicia suhlasi s tym, Ze Déverné informacie
nespristupni ziadnej tretej strane a nepouzival
ich na iny Ugel nez na vykonanie Studie alebo
nad radmec potrebny na jej vykonanie.
Vynimkou su pripady, ktoré vopred pisomne
povoli P3| alebo Zadavatel. Zmluvné strany
tymto berd na vedomie, Ze nepovolené
spristupnenie Dovernych informécii nie je v ich
zaujme a mohlo by PSI| alalebo Zadavatelovi
spésobit nenapravitelne Skody. Institucia
zabezpeéi, aby bol Sku3ajuci a Studijny
persondl viazany rovnakou povinnostou
zachovavat miganlivost, ako stanovuje &lanck
PSlI a

Zadavatelovi zodpovednaost za porusenie tejto

3 tejto Zmluvy abudd mat vodi

povinnosti  Sku8ajicim  a  Studijnym
personalom.

d) Vy3sie uvedena povinnost zachovavat
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shall not apply to the disclosure of Confidential
Information in  compliance with  Applicable
Regulatory Requirements or order of a court of
competent jurisdiction. In the event the Institution,
the Investigator or any member of the Study
Personnel is compelled by an order of a court of
competent jurisdiction or based on the Applicable
Regulatory Requirements, to disclose Confidential
Information or any part thereof, the Institution shall
immediately notify the Sponsor and PSI to this
effect in writing and the Institution shall use all
commercially reasonable efforts to assist PSI or
the Sponsor in obtaining a protective order or
other remedy protecting the confidentiality of such
information required to be disclosed.

e) The obligations of confidentiality shall
survive the expiry or earlier termination of this

Agreement far a period of ten (10) years.

4. INTELLECTUAL PROPERTY
a) The Sponsor shall own all right, title, and

interest in and to all data, information,
improvements, discoveries, inventions, printed
materials, and other works, products, and

deliverables that were provided by PSI| (on behalf
of the Sponsor) to the Institution, the Investigator
and/or Study Personnel, as well as all right, title,
and interest in and to all data, databases, records,
reports, works,

products, deliverables,

information,  improvements, discoveries  or
inventions that result, are conceived, are reduced
to practice or the

are generated during

performance of the Study and as a result of the
the the

Investigator and/or Study Personnel to Sponsor

Services rendered by Institution,
for the Study under this Agreement (collectively,

the “Materials”).

b) The Institution, on behalf of itself and its
respective employees and personnel, including

the Investigator and Study Personnel, will assign

Clinical Study Agreement/ Zmluva o klinickom skigani NEUGR-005

mi€anlivost sa nevztahuje na spristupnenie

Dévernych infermacii v sllade s Platnymi
pravnymi predpismi alebo sudnym prikazom
prisludného sidu. V pripade, ze Institdcia,
Skusajuci alebo ktorykolvek &len Studijného
personalu budd nateni sidnym prikazom alebo
na zaklade Platnych pravnych predpisov
spristupnit Déverné informacie alebo ich ¢ast,
Ingtiticia je povinna o tom bezodkladne
pisomne informovat Zadavatela a PS8l a pouzit
véetky kamerine dostupné prostriedky, aby
PSI

ochranny sudny prikaz alebo dosiahnut iné

pomaohli alebo Zadavatelovi ziskat
opatrenie na ochranu dévernosti tychto udajov,
ktore je nevyhnutné spristupnit.

&) Povinnost zachovavat micanlivost plati
edte desat (10) rokov po skongeni platnosti

alebo pred€asnom ukonceni Zmluvy.

4. DUSEVNE VLASTNICTVO
a) Zadavatel vlastni vSetky prava, naroky
a zaujmy plynice a tykajuce sa vsetkych
udajov, infarmacil, zlepseni, objavov,
vynalezov, printovych materidlov a inych prac,
produktov a Uspechov dodanych spoloénostou
PSI (v

Skusajlicemu a/alebo Skusajucemu personalu

mene  Zadavatela)  Institacii,
ako aj vietky prava, naroky a zaujmy plynice
a tykajuce sa vSetkych Uddajov, databaz,
zaznamaov, sprav, prac, produktov, vysledkov,
uspechov, informacii, zlepseni, objavov alebo

vyndlezov, ktoré su vysledkom, ktoré vznikl]

alebo boli uvedené do praxe alebo baoli
vytvorené pocas realizicie Studie asU
vysledkom Sluzieb dodanych Indtitlciou,

Skusajucim alalebo Skusajicim persondlom
Zadavatelovi v ramci Studie na zaklade tejto
Zmluvy (spoloéne dalej len ,Materialy").

b) [ntitdcia v mene svojom a svojich

zamestnancov a personalu vratane
Skisajuceho a Skusajuceho personalu
10/25
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(1) all of their respective rights, title and interest in
and to the Materials to the Sponsor, including all
patents, copyrights and other intellectual property
and proprietary rights; and (2) all rights of action
and claims for damages and benefits arising due

to past and present infringement of said rights.

5. PUBLICATION AND PUBLICITY

(a) After the completion of the Study being
performed by the Institution, the Investigator and
the Study Personnel, the Institution shall not have
the right to publish, present or otherwise publicly
disclose the results of the Study, and disseminate
information pertaining to, their Services conducted
the

Confidential Information, except upan prior written

under Agreement, including Sponsor
consent of Sponsor and/or in accordance with the
requirements of this Section;

(b) The Institution agrees to submit any
proposed publication, presentation or other public
disclosure (each a "Publication”) to Sponsor for
review at |east sixty (60) days prior to submitting
such proposed Publication to a publisher or other
third party and that Sponsor has at least thirty (30)
days of its receipt to advise the Institution, as the
case may be, in writing of any information
contained therein that is Sponsor Confidential
Information, or which may impair Sponsor’s ability
to obtain patent protection;

(c) Sponsor shall have the right to require the
Institution, as applicable, to remove specifically
identified Sponsor Confidential Information and/or,
in the case of patentable information, to delay the
proposed Publication for an additional ninety (90)
days to enable Sponsor to seek patent protection;

(d) If the Study is a multi-centre study, the
that it

Sponsor's prior written consent, independently

[nstitution agrees shall not, without

publish, publicly disclose, present or discuss any

Clinical Study Agreement/ Zmluva o klinickom skadani NEUGR-005

prevedie na Zadavatela ich

(1

naroky a zaujmy plynuice

vietky
prislusné prava,
atykajuce sa Materidlov vratane vsetkych
patentov, autorskych prav ainého dusevného
vlastnictva a vlastnickych prav; a (2) vietky
prava konat a naroky na odskodné a vynosy
plynice z minulych a sugasnych poruseni

uvedenych prav.

5. PUBLIKACIE A PROPAGACIA

(a) Po skongeni Studie realizovane;
Institiciou, Skuajucim a Skusajucim
personalom In&titicia nebude mat pravo
publikovat, predstavovat alebo inak

uverejfiovat vysledky Stadie a §irit informacie
tykajuce sa nimi dodanych Sluzieb na zaklade
tejto  Zmluvy vratane Dédvernych informacii
okrem udelenia

o Zadavatelovi, pripadov

predchadzajuceho pisomného suhlasu
Zadavatela a/alebo v sulade s poziadavkami
tohto odseku;

(b) In&titucia suhlasi stym, ze predlozi
vsetky zamyslané publikacie, prezentacie Ci
iné uverejnenie (kazdé dalej len ,Publikacia™)
Zadavatelovi na kontrolu aspofi Sestdesiat
(60) dni

Publikacie vydavatelovi alebo ingj tretej strane

pred predloZenim zamyslanegj
a Zadavatel ma minimélne tridsat (30) dni od
jej doru€enia na to, aby podla potreby pisomne
informoval  Indtitliciu o pripadnych v nej
obsiahnutych informaciach, ktoré su Ddéverné
Informéacie o Zadavatelovi alebo ktoré mézZu
Zadavatelovi znemoznit dosiahnut patentovu
ochranu;

(c) Zadavatel ma v pripade potreby pravo
Ziadat od Institacie, aby odstranila konkrétne
vymedzené Déverne informacie
o Zadavatelovi alalebo v pripade informacii,
ktoré podliehaju  patentu, aby odloZila
zamys§lanu Publikaciu o daldich devatdesiat
(90) dni, ziskat

aby mohol Zadavatel

11/25
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results of or Information pertaining to the Services
conducted under the Agreement until a multi-
centre publication is released; provided, however,
that if a multi-centre publication is not released
within eighteen (18) months after completion of
the Study at all research centres and locking of
the database, the Institution shall have the right to
publish the results of and information pertaining to
the Services conducted under this Agreement in
accordance with the provisions of Sections 5 (a)
through (c);

{(e) The Institution shall not, and shall ensure
that its respective employees and personnel do
not, engage in interviews or other contacts with
the media, including but not Ilimited to
newspapers, radio, television and the Internet,
related to the Study, the Study Drug, Inventions,
or the results of the Study without the prior written
consent of Sponsor, other than as allowed
pursuant to Sections 5 (a) and (c); and

(f) Sponsor may prepare, use, refer to, and
disseminate or distribute reprints of scientific,
medical, and other published articles relating to
the Study, royalty-free, including such reprints that

disclose the name of the Institution.

6. INDEMNIFICATIONS, NOTIFICATION OF
CLAIMS AND INSURANCE
6.1 PSI's Indemnity Obligations
PS| expressly disclaims any and all liability
whatsoever in connection with the Investigational

Medicinal Product and the Protocol, except to the

Clinical Study Agreement/ Zmluva o klinickom skigani NEUGR-005

patentovi ochranu;

(d) Ak ide o multicentrickd klinicka $tudiu,

Institlcia suhlasi s tym, Ze bez
predchadzajuceho pisomneho suhlasu
Zadavatela nebude nezavisle publikovat,

uverejiiovat, verejne prezentovat alebo Ustne
prednasat o akychkolvek vysledkoch alebo
Sluzieb

realizovanych na zéklade Zmluvy az do

informaciach tykajucich sa

uvolnenia multicentricke] publikacie; aviak za

predpokladu, Ze multicentrickd publikacia
(18)

mesiacov od skongenia Studie vo vsetkych

nebude uvolnend do osemnastich

vyskumnych strediskach a uzamknutia
databazy, Institlicia bude mat pravo uvergjnit
vysledky ainformacie tykajuce sa SluZieb
realizovanych na zaklade tejto Zmluvy
v stlade s ustanoveniami odsekov 5 (a) az (c);

(e) Institacia zabezpet!, aby neposkytla
a aby ani jej prisludni zamestnanci a personal
ani

neposkytli rozhovor

kontaktu

nevstupovali do

s médiami vratane, ale bez

obmedzenia na noviny, rozhlas, televiziu a

internet ohladne Stadie, Skusaného liekuy,
Vynalezov alebo vysledkov Stidie bez
predchadzajluceho pisomneého stihlasu

Zadavatela okrem dovolenych pripadov v
odsekoch 5 (a) a(c); a

(f) Zadavatel smie vypracovat, pouZit,
pouzit ako referenciu, $irit alebo distribuovat
vydanie vedeckych, lekarskych a dalgich
uvergjnenych &lankov tykajucich sa Studie bez
honoraru  vratane ktoré

vyplatenia tych,

uvadzaju nazov Inétitlcie.

6. ZBAVENIE ZODPOVEDNOSTI,
VZNESENIE NAROKOV A POISTENIE
6.1 Zavazky PSI tykajlice sa odskodnenia
PSI

zodpovednost spojend SkuSanym liskom a

vyslovne  odmieta  akukolvek
Protokolom s wynimkou situacie, ked takato
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extent that such from PSl's

negligent act or omission, a willful misconduct or

liability arises

PS8I's breach of this Agreement.
6.2 Institution’s Indemnity Obligations

The Institution shall indemnify, defend, and
hold harmless PSI, Sponsor and their affiliated
entities as well as their respective employees and
personnel (collectively, the "Sponsor and PSI
Indemnitees”) from and against any and all
liabilities, damages, losses, claims, or expenses,
including court costs and reasonable attorneys’
fees resulting from or arising out of or in
connection with any third party claims, actions or
proceedings relating to any: (i) the Institution ‘s
the

breach of this Agreement, including the Protocal;

Investigator’s and/or Study Personnel's
(i) any wrongful or negligent acts or omissions, or
wilful malfeasance or misuse of the Study Drug by
the Investigator and/or Study Personnel; or (iii)
treatment of a Study subject prior to initiation of

the Study.

6.3 Notification of Claims

The Institution shall immediately serve a
notice in writing to PSI and the Sponsor about any
claim or legal proceedings related to the Study
against the Institution, the Investigator, the Study
Personnel or other employees hereunder in
connection with the Study. The Institution and the
Investigator shall fully cooperate in all reasonable
aspects upon request and on behalf of PS| and/or
the Sponsor in the defense against these claims

or lawsuits.

6.4 Insurance

PSI| shall ensure that the Sponsor maintains
the clinical trials insurance coverage for the Study
as required by the Applicable Regulatory
Requirements. PSI| shall provide the Institution

with the Insurance Palicy,

Clinical Study Agreement/ Zmluva o klinickom skugani NEUGR-005

zodpovednost vznikne nedbanlivostou,

zanedbanim, Umyselnym zneuZitim alebo
porudenim zmluvnej povinnosti zo strany P3I.
6.2 Zavazky Zdravotnickeho zariadenia
tykajluce sa odskodnenia
odskodni, bude

spolognosti

Inétitlcia hajit
PSI,

Zadavatelovi a ich pridruzenym subjektom ako

a nesposaobi ujmu
aj ich prisludnym zamestnancom a personalu

(spolotne dalej len ,Odskodnenie
Zadavatela a PSI*) v suvislosti s akymikolvek
zavazkami, od$kodnym, stratami, narokmi €i
vydavkami vratane sUdnych trov
a primeranych pravnych poplatkov plyntcich
alebo v sUvislosti s pripadnymi narokmi tretich
stran, krokmi alebo konanim v suvislosti: (i) s
porusenim tejto Zmluvy vratane Protokolu
Institlciou, Skusajucim afalebo  Skusajucim
persondlom; (i) so zlym alebo nedbalym
konanim alebo nekonanim alebo Umyselnym
zlym konanim alebo zneuzitim Skasaneho
lieku alalebo

Sktisajucim Skusajlcim

personalom; alebo (iii) s liecbou subjektu
Studie pred zagatim Studie.
6.3 Vznesenie narokov

In&titlicia bude PS| a Zadavatela okamzite
pisomne informovat o kaZdom vznesenom
naroku alebo sidnom konani vedenom proti
Institucii, Skusajucemu, Studijnému personalu
alebo daldim zamestnancom v sUvislosti so
Studiou. Institicia a Skusajuci budd na Ziadost
PS| a/ alebo Zadavatela avich mene plne
spolupracovat vo vSetkych  vyznamnych
otdazkach pri obhajobe proti tymto narokom
alebo pocas sudnych sporov.

6.4 Poistenie

SpoloCnost PS| zabezpedi, aby Zadavatel
uzavrel poistné krytie klinickeho skusania pre
Stadiu v sUlade

PSI

o poisteni U€astnikov Kklinického skusania.

s Platnymi pravnymi

predpismi. predlozi Institucii  Zmluvu
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The Institution maintains insurance coverage
of the professional liability as a healthcare
provider. The Institution shall provide PSI| or
Sponsor with the copy of such insurance policy if
requested.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORDS

7.1 Regulatory Inspections

The Investigator shall promptly notify PS| of
any regulatory inspections or investigations
relating to the Study by the Slovak or any other
competent regulatory agency (including the US
FDA) of which they become aware. PSI and the
Spensor shall have the right to be present at any
such inspections or investigations and shall have
the right to previously provide, review, and
comment on any responses that may be required.
The Institution and the Investigator shall render all
possible assistance to such authorities in
conducting such inspections and investigations.

7.2 Audit and Monitoring by PSl and
Sponsor
a) P8I, the Sponsor and their representatives
with the

Investigator and the Study Personnel at the

may audit, monitor and/or meet
Institution during normal business hours and with
reasonable frequency for audits and visits to
monitor the progress of the Study and review
Study records, documents, information, data, and
(including the Study Data). The

Investigator and Institution shall assist PSI, the

materials

Sponsor and their representative(s) in scheduling

such visits.

b) PSI, Sponsor and their representative(s)
shall be entitled to (i} examine and inspect the
facilities required for the performance of the
Study: and (ii) inspect source documents, as well
as (iii) inspect, request correction and copy all

Study Data (including, without limitation, Case

Clinical Study Agreement/ Zmluva o klinickom skugani NEUGR-005

Indtiticia ma  uzatvorend  Zmluvu
o poisteni na profesne poistenie vyplyvajlce
z poskytovania zdravoingj starostlivosti.-
V pripade vyZiadania PS| alebo zadavatela,

Indtiticia poskytne kopiu tejto poistnej zmluvy.

7. KONTROLY, AUDITY, MONITOROVANIE
A ZAZNAMY

7.1 Kontroly Regulaénych agentar

Skuéajuci bude PSI okamiite informovat
o kazde] zakonne] kontrole alebo indpekcii
tykajuce] sa Studie, ktoru bude vykonavat
slovensky alebo iny spésobily regulaény organ
(vratane americkej FDA), o ktore] sa dozvedia.
PSl a Zadavatel budu mat pravo byt pritomni
pri takychto kontrolach alebo indpekcidch a
budu

revidovat a

mat pravo prednostne poskytovat,

komentovaf poZadované

odpovede. Institucia a Skuajuci poskytna

tymto dradom pri vykone takychto kontrol
a indpekcii vetku potrebnud suginnost.

7.2 Audit a monitorovanie prevadzané

PSI| a Zadavatelom

a) PSI, Zadavatel a ich zastupcovia mdzu

vykonavat audit, monitoring a/alebo sa moézu

a Studijnym

stretnaf S0 Skusajucim

personalom v Indtitucii potas obvyklého

pracovného €asu a s primeranou frekvenciou

auditov  a navdtev s cielom monitorovat
realizaciu  Studie  a kontrolovat  zaznamy,
dokumenty, informacie, (daje a materialy

Studie (vratane Studijnych Udajov). Skusajuci
a Indtitucia budy PSI, ich

zastupcom pomahat pri €asovom planovani

Zadavatelovi a

takychto navstev.

b) P8I, Zadavatel a ich zéstupcovia budu
mat prave (i) preverovat a kontrolovat
zariadenia potrebné na realizaciu Studie; (i)
kontrolovat zdrojovl dekumentéciu, ako aj (i)
kontrolovat a kopirovat véetky Studijné udaje
a pozadovat ich opravu

(okrem ingého 3]
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Report Forms, original reports of laboratory tests
and examination findings, and all other notes,
charts, reports, or memoranda related to the
Study Subjects or to the conduct of the Study),
which PS8l and the Sponsor are authorized to
access by the signed Informed Consent Form
and/or the Applicable Regulatory Requirements.
The Institution and the Investigator shall
cooperate with PS| and the Sponsor during audits
and monitoring visits and in the resolution of any
questions regarding the Study Data.

(c) In particular, the Institution agrees that
PSI and the Sponsor shall have the right to visit
the faciliies of the Institution during the
performance of the Study and after the
termination of the Study, at mutually convenient
times for the following purposes:

1. to provide information and
instruction on the execution of the Study;

2. to assess and/or confirm that the
Study is being conducted to the standards
agreed upon herein; and

3. to inspect the procedures,
facilities and Study records as described
above (including portions of other
pertinent records for all patients in the
Study) and those procedures, facilities or
Study records of any employee,
contractor or agent that the Investigator or
the Institution uses in conducting the
Study.

4. to perform audits and to collect
any related documentation for the
purpose of regulatory authorization's
inspection or any other purposes in
accordance to Sponsar's sole discretion.

PSI's and Spensor's right to visit the facilities of
the Institution and to perform such audits will
survive expiration, termination or cancellation of
this Agreement.

The Investigator undertakes to notify the health

Zaznamy ucastnikov studie, pdvodne hlasenia
o0 laboratornych testoch a vysledkoch vysetreni
a vietky ostatné poznamky, grafy, spravy
alebo zadznamy tykajlice sa Ugastnikov §tudie
alebo realizacie Studie), ku ktorym maju PSI a
Zadavatel opravneny pristup na zaklade
podpisangho Tlativa s infarmovanym
stuhlasom a/ alebo Platnych pravnych
predpisov. [In8titicia a Skusdajuci budu
spolupracovat s P3| a Zadavatelom pocas
auditov a monitorovacich navstev a pri rieseni
vietkych otdzok tykajucich sa Studijnych
udajov.

(c} Indtitlcia suhlasi najm& stym, Ze
spoloCnost PS|  a Zadavatel maju pravo
navitevovat  priestory  Indtifucie  pocas
realizécie Studie apo skongeni S$tudie vo
vzajomne dohodnutom &ase pre nasledovné
ucely:

1. poskytnutie informéacii
a pokynov k vykonu Studie:

2. vyhodnotenie alalebo
potvrdenie, Ze Stidia sa vykonava
vsulade so zmluvne dojednanymi
$tandardmi podla tejto Zmluvy; a

3. kontrola postupov, priestorov
azaznamov Stidie tak, ako je
uvedené vy88ie (vratane casti inych
relevantnych zaznamov u vietkych
pacientov zapojenych do  Studie)
atych postupov, priestorov alebo
studijnych zdznamov ktoréhokolvek
Zamestnanca, dodavatela alebo
zastupcu, ktorého Skusajuci alebo
Ingtitticia pouziva pri vykone Studie.

4. vykon auditov alebo zber
pripadnej slvisiace] dokumentacie pre
ucely kontroly zakonnych povoleni
alebo akékolvek iné UGéely podla
uvazenia Zadavatela.

Pravo spolo€nosti PS| a Zadavatela navstivit

Clinical Study Agreement/ Zmluva o klinickom skugani NEUGR-005 15/25
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his/her
practitioner about the Study Subject's enrolment
into the Study.

insurance  company  and general

7.3 Records
The

complete and current records of all Study Data

Institution  shall maintain  accurate,
which shall include the Case Report Forms (or
equivalent electronic data) as well as relevant
source documents, any other essential documents
or materials generated for the Study, as required
ICH GCP,
Regulatory Requirements and PSlI's and the
The

Institution shall keep all the Records in a safe and

by the Protocol, the Applicable

Sponsor's instructions (the "Records"),

secure location for a period of fifteen (15) years
after completion or, in case of earlier termination.
after the effective date of termination of the Study
or the period required by the Applicable
Regulatory Requirements, whichever is longer.
The Institution shall ensure that no Records are
destroyed without the prior written approval of PSI

or the Sponsor.

8. TERM AND TERMINATION

8.1 Term

This Agreement shall commence as of the
Date of the signature by the last contracting party,
shall come into force on the day following the day
of its publication in the Central Register of
Contracts, maintained by the Office of the Slovak
Government. This Agreement shall expire upon
the latest of: (a) completion of the Study: (b) PSI's
receipt and acceptance of the Study Data and
documentation as provided in the Protocol; or (c)

PSl's payment of the fees contemplated to be

Clinical Study Agreement/ Zmluva ¢ klinickom skagani NEUGR-005

priestory Indtitucie a vykonat uvedené audity

pretrva aj po vyprdani, vypovedani alebo
zruseni tejto Zmluvy.
Skuajici za zavézuje oznadmit zaradenie
UCastnika do Studie jeho zdravotne] poistovni
a jeho oSetrujlicemu lekarovi.

7.3 Zaznamy

Institlcia bude viest presné, uplné a
aktualne zaznamy o vsetkych Studijnych
Udajoch vratane Zaznamov Ugastnikov &tudie
(alebo ekvivalentnych Gdajov v elektronicke;
forme) ako aj relevantné zdrojové dokumenty,
akekolvek dalSie zakladné dokumenty alebo
materialy vytvorené pre potreby Stidie podla
poZiadaviek Protokolu, ICH GCP, Platnych
PsSl a

Zadavatela (dalej len ,Zaznamy"). Institlcia

pravnych predpisov a pokynov
bude Zaznamy uchovavat na bezpetnom
a zabezpecenom mieste potas patnastich (15)
rokov od ukondenia Studie alebo v pripade
Stuidie
alebo

ukonéenia od datumu
Studie

Platnymi

skorsieho

ukonéenia poéas Iehoty

poZadovanej pravnymi
bude dihsia).

aby

predpismi

(podla toho, ktord lehota

In&titucia zabezpedi, bez
predchadzajiceho pisomného povolenia PSI
alebo Zadavatela nedoslo k zni¢eniu Ziadnych

Zaznamov.

8. DOBA TRVANIA A UKONCGENIE
8.1 Doba trvania

Tato  Zmluva nadobuda platnost

Datumom podpisu zmluvy poslednou zo

zmluvnych strdn  a Uéinnost nasledujicim
diom po dni zverejnenia tejto Zmluvy
v Centralnom registri zmluv a Zmluva kongi
dfiom ked nastane najneskorsia

z nasledujucich situdcii: (a) dokoné&enie Stidie:
(b) prijatie a akceptacia Studijnych udajov

a dokumentacie spoloé&nostou PSl podla
Protokolu alebo (c) zaplatenie véetkych
16/25
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paid under Article 2 of this Agreement.

8.2 Termination by PSI
Throughout the course of this Agreement,
PSI,

the right at any time to: (i) instruct the Investigator

in consultation with the Sponsor, reserves
to discontinue recruiting Study Subjects; (ii)
terminate this Agreement with immediate effect if
the Institution is in material breach of this
Agreement, (iil) terminate this Agreement with
immediate effect if the Investigational Medicinal
Product or continuation of the Study presents an
unreascnable medical risk to the Study Subjects;
or if there are efficacy concerns, (iv) terminate this
Agreement with immediate effect if the Study is
terminated or suspended or if the clinical trial
agreement with the Spansor is terminated, and (v)
terminate this Agreement without cause with a
notice period of thirty (30) calendar days, the
notice period shall commence on the first day of
the month following the receipt of notice to the

other contracting party.

8.3 Termination by Institution

The Institution may terminate this Agreement:
(i) if PSI materially breaches this Agreement and
fails to cure such breach within thirty (30) calendar
days from the receipt of written notice from the
Institution; or (ii) if the Institution in good faith
believes that the continuation of the Study
presents an unreasonable medical risk to the
Study Subjects.

8.4 Survival

Articles 1.4 b) and ¢). 1.7, 1.9, 3 through 7,
8.4 and 9 through 12 shall survive any termination

or expiration of this Agreement.

9. NON-DEBARMENT

The Institution represents and warrants that

Clinical Study Agreement/ Zmiluva o klinickom skugani NEUGR-005

poplatkov, ktoré ma podla é&lanku 2 tejto
Zmluvy zaplatit spoloénost PSI.
8.2 Ukoncenie zo strany PSI

Pofas platnosti tejto Zmluvy si P8I na

zaklade konzultacie 50 Zadavatelom
vyhradzuje pravo  kedykolvek: (i) daf
Skugajucemu pokyn, aby prerudil nébor

Uéastnikov studie: (ii) s okamZitou platnostou
ukonéit tuto Zmluvu v pripade jej zavazného
porudenia zo strany InStiticie a; ( iii) s
okamzitou platnostouukonéit tito Zmluvu, ak
by Skasany liek alebo pokracovanie Studie
Ugastnikov  &tudie

predstavovali pre

neprimerane  riziko, alebo v  pripade
pochybnosti o G€innosti lieku; (iv) s okamZitou
ak bude

Studia ukonéena alebo prerusena, alebo ak

platnostou ukonéit tuto Zmluvu,

déjde k vypovedaniu Zmluvy o klinickom
skuSani so Zadavatelom a (v) vypovedat tuto
Zmluvu bez uvedenia dbvodu s vypovednou
lehotou tridsat (30) kalendarnych dni, pricom
vypovedna lehota zadne plyndt prvym driom
nasledujuceho mesiaca po doruéeni vypovede
druhej zmluvnej strane.
8.3 Vypovedanie Zmluvy zo strany
Institucie

Intitlicia mbze vypovedat tuto Zmluvu: (i)

ak PSI

zavaznym spdsohom porudi tato

Zmluvu a toto porusenie nenapravi do
tridsiatich (30) kalendarnych dni od prijatia
pisomného oznamenia od Institlcie; alebo (ii)
ak je Indtiticia v dobrej viere presvedtenad, Ze
pokragovanie Studie predstavuje neprimerané
zdravotné riziko pre Uéastnikov stidie.

8.4 Platnost’ po ukonéeni

Clanky 1.4 b)ac), 17, 19,3327, 84a9
az 12 budu platit aj po vypovedani alebo

zaniku platnosti tejto Zmluvy.

9. NEVYLUCENIE

Institicia vyhlasuje a zarutuje, Ze

17125
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neither it nor the Investigator nor any member of
the Study Personnel has been debarred or
suspended to participate in clinical research by
any competent authority or agency in the Slovak
Republic or abroad (including the US FDA), and
that hefshe shall not make use of, nor involve in
this Study any person or organization which is or
has been debarred, suspended or disqualified by
any regulatory authority to participate in clinical
research. The Institution represents and warrants
that it has not been debarred or suspended to
participate in clinical research by any competent
authority or agency in the Slovak Republic or
abroad (including the US FDA). In the event the
Institution or the Investigator or any person or
organization involved in the Study is or becomes
debarred during the Study, the Institution shall
notify PSI in writing about this fact within five (5)
days after having learnt of it.

10. DATA TRANSFER

Both prior to and during the course of the
Study, the Investigator and the Study Personnel
staff may provide PSI| and/or the Sponsor with
personal data. Such data may include names,
bank

experience, qualifications, publications, resumeés,

contact  information, account, work
educational background, performance infermation,
facilities, staff capabilities, and other information
relating to the Study (the “Personal Data”). The
Institution hereby certifies that the Investigator
consents to the processing (including use,
disclosure or transfer) of his/her Personal Data by
PSI. the Sponsor, their respective agents and
affiliates to be disclosed prior to granting them the
right to use the Personal Data and governmental
or regulatory agencies both in the Slovak Republic
and abroad for the following purposes (the
‘Purposes”). a) the conduct of clinical trials; b)

review by governmental or regulatory agencies,

Clinical Study Agreement/ Zmluva o klinickom skigani NEUGR-005

Skusajucemu ani Ziadnemu Elenovi
Studijnému personalu prisluéné slovenské ani
zahraniéné organy (vratane americkej FDA)
nezakazali ani nepozastavili Ucast v klinickom
vyskume a Ze nevyuZije a Ze do tejto Studie
nezapoji ziadnu osobu ani organizaciu, ktorej
bola niektorym regulaénym organom zakazana
alebo pozastavena ugast v klinickom vyskume,
alebo ktord bola vyhlasend za nespdsobild na
Uéast v klinickom vyskume. Institlcia vyhlasuje
a zaru€uje, Ze jej prislusné slovenské ani
zahranitné organy (vratane americkej FDA)
nezakazali ani nepozastavili uéast v klinickom
vyskume, V pripade, Ze by Institucii,
SkusSajucemu alebo akejkolvek osobe alebo
organizacii zapojenej do Studie bola pogas
Studie zakazana Udast v klinickom vyskume,
Indtiticia tuto skutogénost cznami PSI, a to
pisomne do piatich (5) dni potom, €0 sa o tejto

skutocnosti dozvedia.

10. PRENOS UDAJOV
Pred zagiatkom a v priebehu Studie mézu
Skusajuci a Studijny personal spoloénosti PS|
Zadavatelovi osabné

alalebo poskytovat

Udaje. Tieto ddaje mézu obsahovat mena,
kontakineé adaje, Cisla bankovych uctov, popis
pracovnych skusenosti a odbornej kvalifikacie,
publikacie, Zivotopisy a informécie o vzdelani,
informacie suvisiace s vykonom profesie,
informacie o zariadeniach a  kvalifikacii
personalu a dalsie informacie suvisiace so
Studiou (dalej len ,Osobné udaje"). Inétitlcia
tymto potvrdzuje, Ze Skusajuci suhlasi so
spracovanim (vratane pouzitia, poskytovania
alebo prenosu) svojich QOsobnych Udajov
PSI,

pobogkami,

aich
budu

zverejnené pred udelenim prava na pouzivanie

spolocnostou Zadavatelom

zastupcami a ktoré

Osobnych Udajov, ako a] sich spracovanim

slovenskymi i zahraniénymi Statnymi alebo
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PSI, the Sponsor and their agents, and affiliates;
c) satisfying legal or regulatory requirements; and,
d) storage in databases for use in selecting
investigators and institutions for future clinical
The further that
Investigator and the Study Personnel (which is
the Appendix B to the

trials. Institution certifies

composed as per
Agreement) have also agrees to a transfer of their
Personal Data abroad, even if such personal data
is transferred to third countries which do not
ensure at least the same level of personal data
protection in its territory as that in force in the
territory of the European Union are not recognized
by the EU Commission. The Institution shall notify
PSS! immediately if any such consent has been

withdrawn.

11. MISCELLANEQUS
a) This Agreement shall be governed
by laws of the Slovak Republic.

b) If any provision(s) of this Agreement
shall be declared invalid by a court of competent
jurisdiction, such determination shall not affect the
remaining provisions of this Agreement which
shall remain in full force and effect. The parties
hereto shall however attempt to replace the
provision(s) declared invalid as aforesaid with
legally valid provision(s) which reflect(s) the same
purpose of the invalid provision(s) to the greatest
extent possible.

c) Nothing contained in this Agreement
shall be construed to imply a joint venture,
employment, partnership, or

principal agent

relationship between the parties hereto; and
neither party hereto by virtue of this Agreement
shall have the right, power or authority to act or
create any obligation, express or implied, on

behalf of the other party. Notwithstanding the

Clinical Study Agreement! Zmluva o klinickom skdsani NEUGR-005

regulaénymi uradmi na tieto Géely (dalej len
.Ugely"): (a) realizacia klinickych skusani, (b)
kontrola 3tatnymi alebo regulagnymi Uradmi,
PSI,

pridruZzenymi

Zadavatelom $§tudie, ich zastupcami a
spolo¢nostami, (¢} plnenie
zakonnych alebo pravnych predpisov a (d)
uchovanie v databaze kvéli vyberu skusajucich
a indtitdcii pre budice klinické skd3ania.
Zdravotnicke zariadenie dalej potvrdzuje, zZe
Skusajuci a Studijny personél (v zloZeni podla
Prilohy B k tejto Zmluve) sdhlasia s prenosom
svajich Osobnych Udajov do zahraniéia, aj ked
budu tieto Osobné (daje prenasané do tretich
krajin, ktoré nezarucuju prinajmensom rovnaku
troven ochrany osobnych Udajov na svojom
ako na Uzemi tnie.

uzemi Eurdpskej

Zdravotnicke zariadenie bude neodkladne

informovat PSI, ak bude tento suhlas zruseny.

11. ROZNE
a) Tato Zmluva sa uzatvara podla
platnych pravnych predpisov  Slovenskej
republiky.
b) Ak bude niektoré z ustanoveni tejio
Zmluvy vyhlasene prislusnym sudom za

neplatné, nebude mat toto rozhodnutie vplyv
na zostavajuce ustanovenia tejto zmluvy a
tisto zvyiné ustanovenia zostavaju v plngj
platnosti. Zmluvné strany sa vsak pokusia
nahradit ustanovenie vyhlasené za neplatné
platnym ustanovenim, ktoré bude mat v ¢o
najvacsom moznom rozsahu rovnaky ucel ako
neplatné ustanovenia.

c) Na zaklade Ziadne] skutoénosti
obsiahnute] v tejto Zmluve nie je moZné
interpretovat vztah medzi Zmluvnymi stranami
ako spoloény podnik, vztah zamestnanca a
zamestnavatela, partnerstvo alebo vztah
nadriadeného a podriadeného a zarovef
Ziadne] zo Zmluvnych stran nezaklada tato

Zmluva praveo, pravomoc alebo opravnenie
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foregoing. P8I affirms that it has, through a
contractual agreement with the Sponsor, all rights
to enter this

necessary into and perform

Agreement.

d) If there is a discrepancy between
the English and the Slovak versions of this
Agreement, the actual intention of the parties shall
be established by a good faith interpretation
considering both versions. In case a discrepancy
cannot be resolved by such interpretation, the
Slovak version shall prevail,

e) In case of any legal dispute the
competent court shall be the competent court of

the domicile of the Institution.

Clinical Study Agreement! Zmluva o klinickom ski3ani NEUGR-005

pinit alebo ukladat v mene druhej strany
akejkolvek povinnosti, ¢i uZ vyslovné alebo
nepriamo vyjadrené. Bez ohladu na vyssie
uvedené skutocnosti PSI potvrdzuje, Ze ma na
zaklade zmluvy uzavrete] so Zadavatelom
véetky prava potrebné na uzatvorenie a
plnenie tejto Zmluvy.

d} V pripade rozporu medzi anglickou a
slovenskou verziou tejto  Zmluvy bude
preukazany skuto€ny zaujem Zmluvnych strén
vykladom tejto zmluvy v dobrej viere po
zvazeni oboch verzii. V pripade, Ze rozpor
nebude moct byt vyrieSeny tymto vykladom,
bude uréujica slovenska verzia.

e) V pripade sporu bude prislusnym

stidom na rozhodovanie sud v sidle Intitlcie.
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This Agreement has been executed in two Tato Zmluva bola vypracovand v dvoch
originals, one for each party. vyhotoveniach, pricom kazda zo zmluvnych stran

obdrZi jedno.

nica Kosice

Institution: Detska fakultna nemocnica Kosice Institicia: Detska fakultna ner
(Pediatric University Hospital-Kogice) R falaling naae
Proropd tgiering Aoinotils j'(..t‘.-'-._e.‘-f:-.

= : : peloie 5 Ky i
= H E

F sl

Name: Ipgrid Urbanéikova, MD, MPH Meno: MUDrANgrid Urban&ikova, MPH
Title: Director Funkcia: riaditelfka
DATED this 45 day of AT67.__, 2014 DATUM: (dert) Y~ (mesiac) —cbric)2014
PSI: PSI CRO Slovakia s.r.0. ; PSI CRO Slovakia s.r.o.
¢S CRO Slovakia s.r.0.PSI: PSI CRO Slovakia s.ro.  medens 11, 811 02 Bratistava
A 4 11, 811 02 Bratislava ) Slovensk4 republika
P : lovenska republika I€0: 43800807  (q)
_ i€0: 43 800 B8O7 e} DIC: 5K 2022515231
Sl annssannat S
i
ﬂ%ﬂ\!aculik, MD Meno; fMUDr. Petr Vaculik
Title: Country Manager, by Power of Attorney Funkcia: Country Manager, na zakladé plnej moci
- = _
DATED this %day of /2 ”//f;;a 2014 DATUM: (def) /Z:mesiac) OZ. 2014
- T - T J
Name: Petr Sedlak, PhD Meno: PhDr. Pefr Sedlak
Title: by Power of Attarney Funkcia: na zékladé plnej moci
DATED this A2 dayof TER. | 2014 DATUM: (den)4F« (mesiac) _£. 2014
READ, UNDERSTOOD AND %CCEPTED BY: PRECITANE, PO/EHOPENE A PRIJATE KYM:
- i Y
- - ” TN~
Name: Irina Oravkinova, MD Meno: MUDr. Irina Oravkinova
Title: Investigator Funkcia: Skusajuci
4l 4 foslf
DATED this A¥. day of ‘.é[i/r . 2014 DATUM: (defi) & é (mesiac) “?‘frf'/f’. 2014
/ 1.7
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List of Appendices: Zoznam priloh:

s Appendix A: Fee and Payment s Priloha A: Rozpis platieb
Schedule
s PRILOHA B — Zoznam osob —
s APPENDIX B — List of Individuals - zamestnancov Detskej fakultnej
employees of the Pediatric University

Hospital KoSice, involved in the Study tejto Studii
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APPENDIX A
Fee and Payment Schedule

FEES

The compensation shall be based on the number of Study Subjects randomized into the Study
in compliance with the Protocol and the number of visits performed with respect to these Study
Subjects in accordance with the following payments table.

Payment Schedule

a) P&l shall make quarterly payment in based upon the above fee schedule for each cycle or visit
by the Study Subjects, after the Case Report Forms have been completed and the PSI Study
monitor has verified them against the source documents relevant to the completed Case
Report Form sections.

b) PSI shall make the payments within 30 days after receipt of the undisputed invoice.

c) PS8l shall make the last payment after the Investigator has appropriately answered all data
clarification requests and PSI has performed a closeaut visit to the Institution.

11, Payment Details
The parties agree that PSI shall pay the entire compensation to the Institution to the account
indicted below:
Tax ID Number 2020777880
Beneficiary Name Children University Hospital Kosice
Bank Name State Treasury
Bank Address Radlinského 32, 810 05 Btaislava
Bank Account Number 7000 280 825/ 8180
Clinical Study Agreement! Zmluva o klinickom skusani NEUGR-005 23/25
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PRILOHA A
Rozpis platieb
l. Poplatky

Finan¢na dhrada bude poskytnuté na zéklade po&tu randomizovanych Uéastnikov zaradenych
do Stldie v sdlade s Protokolom a po&tu navitev uskutotnenych s ohfadom na Ugastniky
studie v sulade s niz8ie uvedenou tabulkou platieb.

1. Rozpis platieb

a) PSlvykona platbu Stvrtro€ne podra vy&sie uvedeného rozpisu platieb pre kazdy cyklus alebo
navitevu Ugastnikov $tldie po vyplneni Zaznamov Uéastnikov &tudie a ich overenf monitorom
Studie z PS| oproti zdrojovym dokumentom, relevantnym pre vyplnené Zaznamy u&astnikov
tudie.

b) PSIvykona platbu do 30 dnf od doru¢enia schvalenej faktury.

¢} P8I vykona posledny platbu potom, &o Skusajuci riadne zodpovie na v8etky otazky tykajuce
sa Udajov Stadie a PSI vykond v Intitucii zavereénu navitevu,

il Platobné adaje

Zmluvné strany sa dohodli, Ze PSI zaplati Inétitdcii celkovy &iastku na nizsie uvedeny Uget:

DIC 2020777880

Prijemca Detska fakultna nemocnica Kosice
Nazov banky Statna pokladnica

Adresa banky Radlinského 32, 810 05 Bratislava
Cislo bankového U&tu 7000 280 825/ 8180
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APPENDIX B — List of Individuals - employees of the Pediatric University Hospital Kosice,
involved in the Study

PRILOHA B - Zoznam os&b — zamestnancov Detskej fakultnej nemocnice Kosice, ktoré sa
podielajl na tejto Stadii

e [rina Oravkinova, MD
¢ |gor Jengo, MD

s Jana Vilmonova.

Clinical Study Agreement! Zmluva o klinickom skGsani NEUGR-005 25/25
CONFIDENTIAL! DOVERNE



