ACCELSIORS W

CLINICAL TRIAL
AGREEMENT

ZMLUVA O KLINICKEJ STUDII

I.

STUDY SPECIFIC

INFORMATION SHEET
(“Info sheet”)

I.

(5, Informacny list*)

INFORMACNY LIST

PRE STUDIU

CONTRACTING PARTIES:

ZMLUVNE STRANY:

Sponsor (..Spon-
sor™):

AETERNA ZENTARIS
GMBH

Zadavatel’ (..7Za-
davatel™):

AETERNA ZENTARIS GMBH

Sponsor’s regis-
tered seat:

WEISMUELLERSTR. 50
D-60314 FRANKFURT AM MAIN
GERMANY

Registrované
sidlo Zadavatel’a:

WEISMUELLERSTR. 50
D-60314 FRANKFURT AM MAIN
NEMECKO

Sponsor address |Attn: Dr. Nicola Ammer, CMO Adresa na Adresat: Dr. Nicola Ammer, CMO
for notification: |Weismuellerstr. 50 D-60314 Frank-|zasielanie Weismuellerstr. 50 D-60314 Frankfurt
furt am Main Germany oznameni am Main Nemecko
Zaddvatel’ovi:
Contract Re- ACCELSIORS AG. Zmluvna ACCELSIORS AG.
search Organisa- vyskumni
tion (.CRO” or organizécia
LwAccelsiors™) (”CRO“. ] e
LAccelsiors™)
CRO regisered |Bahnhof-Park 2, CH-6340 Baar|Registrované Bahnhof-Park 2., CH-
seat: Switzerland sidlo  Zmluvnej| 6340 Baar, Svajéiarsko

vyskumnej orga-
nizdcie:

CRO representa-

Dr. Mihaly Juhasz, Chairman of the|

Zastupca

MUDr. Mihaly Juhasz,

tive BoD Zmluvnej Predseda Predstavenstva
vyskumnej or-
ganizacie
Sponsor authori- | contract term negotiation Zmluvna Bd  dohodnutie trvania
zation to CRO:  |[X] budget negotiation vyskumna zmluvy
X contract signature organizécia X dohodnutie rozpoétu
[X] monitoring poveruje X podpisanie zmluvy

(X site management
X] invoice payment

Zadavatel’a na:

[ monitorovanie

X manazment
pracoviska

B4 uhradu faktar

CRO address for
notificaton:

Atin: Dr. Mihaly Juhasz
Bahnhof-Park 2, CH-6340 Baar,
Switzerland

Adresa
zasielanie
oznameni
Zmluvnej
vyvskumnej
organizicii:

na

Adresat: MUDr. Mihaly
Juhasz

Bahnhof-Park 2, CH-
6340 Baar, Svajéiarsko
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Institution (“In-
stitution™)

Pediatric faculty hospital Kosice

Institicia
(,.Institicia™)

Detska fakultna

nemocnica KoSice

Institution repre-| Andrej Koman, MD Zastupca MUDr. Andrej Koman
sentative Institicie:
Institution’s reg- | Tr. SNP 1 Registrovana Tr. SNP 1, 040 11
istered address: |040 11 KoSice, Slovakia adresa InStiticie: | KoSice, Slovenska re-
publika
Institution’s tax |2020777880 Daiiové  identif{2020777880
number: ikacné Cislo|
InStiticie:
Institution ad-  |Attn: JUDr. Gabriela Ballaschova [Adresa na| Adresat: JUDr. Gabriela
dress for notifi- |Pediatric faculty hospital Kosice zasielanie Ballaschova
cation: Tr. SNP 1 ozniameni Detska fakultna
040 11 Kosice, Slovakia Phone:Institacii: nemocnica Ko3ice
055/2352228 Tr. SNP 1

e-mail:gabriela.bal-
laschova(@dfnkosice.sk

040 11 Kosice, Slovakia
Phone: 055/2352228
e-mail:gabriela.bal-
laschova@dfnkosice.sk

Institution’s National treasury Banka Institicie | Stitna pokladnica

bank

Bank account SKS0 8180 0000 0070 0028 0825 | Cislo bankového| SK50 8180 0000 0070 0028 0825
number (IBAN): uctu (IBAN):

SWIFT/BIC SPSRSKBA SWIFT/BIC SPSRSKBA

PROTOCOL RELATED INFORMATION

Protocol No.:
(*Protocol™)

INFORMACI

C. protokolu:
(*Protokol™)

. SA PROTOKOLU

Protocol
version

(final version,
date):

Final 2.0 version (as amended),
Dated 23. September 2021

Verzia
Protokolu
(findlna verzia,
datum):

Verzia 2.0, zo dna 23. septembra
2021 (v zneni zmien a doplneni)

Study name
(**Study”):

Nazov Stadie
(,,Stadia*):
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Investigational | Macimorelin SkaSany liek | Macimorelin
Medicinal (., IMP*):
Product
(“IMP™);
EudraCT No: | 2018-001989-42 Cislo Eu- 2018-001989-42
draCT:
Effective date | This Agreement shall enter into Deii nadobud- | Této Zmluva nadobuida platnost’ v
of Agreement: | force on the date of the last signa- nutia deii podpisu poslednej zo
(“Effective ture of the Parties, and it’s effectiv- | a€innosti Zmluvnych stran a G&innost’
Date™) ity starts on the day following its Zmluvy: nadobuda tito zmluva diom
publication in thf? Central Registf.:r (,,3&:2 o nasledujicim po dni jej
ol Bgresments in assomancawith na oo ?,uua zvergjnenia v Centralnom registry
the law as defined below. ucinnosti®) ; ; ;
zmlav v stlade so zdkonom defi-
This Agreement shall be deemed in- novanym niz$ie
walid recoming fog-+Fapas 1 of Tato Zmluva sa podla § 47a ods. 1
the Act no. 546/2010 Coll, if the ; 5 ’ & 7s
. Zdékona €. 546/2010 Z. z. povazuje za
Agreement has not been published O —_ P S
within 3 (three) months of the con- nepLatml, a. SRS Zvere_lm?na .
. ) (troch) mesiacov od uzavretia
clusion of the Agreement.
Zmluvy.
Investigator’s Version 9.0, dated 17 July 2021 Prirucka pre | Verzia 9.0, zo diia 17. jila 2021
brochure ski$ajiccho

(final version,
date):

(findlna verzia,
datum):

SITE INFORMATION

INFORMACIE O PRACOVISKU

Site: (“Site” or | Pediatric and adolescence clinic, | Pracovisko: | Klinika deti a dorastu, Detska
“Institution™) Pediatric faculty hospital Kosice | (~Pracovisko™ | fakultnd nemocnica Kosice
alebo
“Ingtiticia™)
Site address: Trieda SNP 1, 040 11 Kosice, Adresa Trieda SNP 1, 040 11 Kogice, Slov-
Slovakia pracoviska: enska republika

INVESTIGATOR:

Principal in-

vestigator
(.PT” or .Inves-
tigator™)

Adriana Dankovcikova, MD

SKUSAJUCE:

Zodpovedny
skusajuci
(..ZS” alebo
»Skusajici™)

MUDr. Adriana Dankovéikova
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STUDY TEAM :

ACCELSIORS N

SKUSAJUCT Tim

Study Team

("Study
Team™):

o To be defined in a separate
Annex to this Agreement.

Skugajici tim
( Skusajuci
tim)

* Definované v samostatnej prilohe k
tejto zmluve

TIMELINES:

Estimated re-
cruitment start
at Institution::

October 2023

HARMONOGRAM:

Zacatie §tudie:

Oktober 2023

Estimated March 2024 Odhadovany | Marec 2024
End of Trial: koniec
stadie:
Competitive X yes [Jno Naébor na | X éano [] nie
enrollment; zaklade
vyberového
konania:
eCRF comple- | 5 working days after visit performed, | Harmonogram | 5 pracovnych dni po vykonani
tion timeline max 10 working days vyplnenia el- | navitevy, maximalne 10 pracovnych
ektronického dni
formuldra pre
ucastnikov

klinickej studie

SERVICES OF IN

STITUTION:

SLUZBY INSTITUCIE:

B ves [Jno | Space for conducting Study <] ano [] nie | Priestor na vykonavanie Studie

ves [ no | Space for permanent monitoring of | X 4no [] nie | Priestor na stile monitorovanie Studie
Study

[<] yes [Ino | Electricity [<] ano [] nie | Elektrina

Bd yes [Jno | Internet B4 4no [ nie | Internet

X yes [1no | PClaptop B ano [ nie | PC/laptop

B ves [no | Telephone {4 ano [ nie | Telefén

yes [ | no | Fax line B4 ano [ nie | Faxova linka

B yes [ no | Place for storage of Study materials B4 ano [] nie | Miesto na uysk]adnenie materidlov

tykajucich sa Studie

(< yes [Ino | Place for storage or archiving of | B dno [] nie | Miesto na uskladnenie dokumentacie
Study documentation tykajucej sa Studie

B yes [Ino | Hygienic requirement B4 ano [ nie | Hygienické potreby
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SUPPORTING SERVICES OF INSTITUION:

—

\ |
ACCELSIORS

PODPORNE SLUZBY INSTITUCIE:

B4 yes [ ne

Receipt, storage and handling of the
IMP and comparators according to the
Protocol requirements and instructi-
ons of Sponsor and Accelsiors.

ano [ nie

Prijem a uskladnenie ska3aného lieku
podla poZiadaviek Protokolu a
pokynov Zadéavatel'a a Accelsiors.

yes [ no | Centrifuges (< ano [] nie | Odstredivky

X yes []no | Freezer between -20°C and -80°C B4 ano [ nie | Mraznicka s teplotou od -20 °C do -
80 °C

X yes [Ino | Refrigerator (+2°C - +8°C) ano [ nie | Chladnicka (+2 °C —+ 8°C)

K yes [noe | ECG D4 ano (] nie | EKG

B yes [Ino | Sphygmomanometer ano [ ] nie | Tlakomer na meranie krvného tlaku

B ves [1no | Body thermometers B4 ano [ nie | Teplomery na meranie telesnej
teploty

yes [ no | Stadiometer ano [ nic | Vyskomer

(< yves [Ino | Weight scale B4 ano [ nie | Vaha

K ves (I no | Min— max thermometers B 4no [ nie | Min — max teplomery

ves [ Ino | X-Ray B4 ano [] nie | rontgenovych lacov

SPONSOR PROVIDED EQUIPMENT/SUPPLIES

VYBAVENIE/DODAVKY POSKYTNUTE ZADAVATELOM

[ ves [ no | Central Laboratory kits for study spe- | <] ano [ nie | Supravy centrélneho laboratéria pre
cific laboratory assessments (Appen- Specifické laboratdrne hodnotenia §ta-
dix 1 Ofth‘? protocol) inclpding_ . die (priloha 1 protokolu) vritane ma-
macimorelin PK, PD, Urmariysm, ]?:1- cimoreliny PK, PD, analyzy modu,
omarker, Haematology, Biochemis- . e L
try, Hormones, highly sensitive urine b?omaz'kc.:rov, hematol.og.te,
human chorionic gonadotropin (hCG) biochémie, hormdnov, vysoko citlivy
pregnancy test. mocovy (chotensky test na chori-

onovy gonadotropin (hCG)

Bdyes [Ino | Electronic Study Subject Diaries | [X] ano [] nie | Elektronické denniky Ggastnikov $ti-
Electronic Case Report Form (eCRF), die, Elektronicky zaznamovy formu-
Interactive Web Response System lar ucastnika stadie (eCRF), interak-
(IWRS). tivny webovy systém o lieku (IWRS).

X yes [1no | Min-Max thermometers for IP moni- | P4 4no [] nie | Min — max teplomery na monitorova-
toring or nessesary device in case of nie IP alebo potrebné zariadenie v pri-
Centralised Temperature Monitoring pade systému centralizovaného moni-
System torovania teploty

Clyes [no | ECG [] ano [ nie | EKG

[Jyes Bdno | Other (to be specified ) [ ano B nie | Iné (je potrebné specifikovar)
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RECRUITMENT DETAILS:

No. of expected enrolled patients

ACCELSIORS

PODROBNOSTI O NABORE:

Pot. predpok-
ladanych za-
radenych paci-
entov

CLINICAL TRIAL INSURANCE:

POISTENIE KLINICKEJS STUDIE:

Insurance Newline Group (Lloyd’s Insurance Poistovacia | Newline Group (Lloyd’s Insurance
company: Company S.A) spolocnost: | Company S.A)

Insurance pol- | UBMLT2200197 C. poistnej UBMLT2200197

icy no.: zmluvy:

“APPLICABLE LAWS & STANDARDS” (AS AMENDED)

wPLATNE PRAVNE PREDPISY A NORMY* (V ZNENI

ZMIEN A DOPLNENI)

Ethical Prin-
ciples

ICH-GCP E6 (R2 version)

Etické zasady

ICH-GCP E6 (verzia R2)

Helsinki declaration

Helsinska deklaracia

Pharmaceutical | Act No: 362/2011 Coll. Farmaceutické | Zakon &. 362/2011 Z. z.
oo Act on Medicinal Products and Med- | P*"° Zakon o liekoch a zdravotnickych
ical Devices and on Amendments to poméckach a o zmene a doplneni
Certain Acts, as amended niektorvch  zdkonov v zneni
neskorsich predpisov
Civil Code Slovak Republic Act No. 40/1964 | Ob¢&iansky za- | 40/1964 Zb. Obé&iansky zakonnik v
Coll. Civil Code as amended konnik zneni neskorSich predpisov, Slo-
venska republika
GDPR EU General Data Protection Regula- | GDPR Vieobecné nariadenie EU o ochrane
tion (2016/679) udajov (2016/679)
Data protec- Act no. 18/2018 on personal data Zikon o Zakon ¢. 18/2018 Z.z. 0 ochrane

tion law

protection and amending and supple-
menting certain Acts

ochrane udajov

osobnych tdajov a 0 zmene a
doplneni niektorych zakonov zneni
neskorsich predpisov

Anti-bribery
laws

Criminal Code (Act No. 300/2005
Coll., as amended)

Code of Criminal Procedure (Act
No. 301/2005 Coll., as amended)

Protikorupéné
zakony

Trestny zakonnik (Zakon &.
300/2005 Z. z., v zneni zmien a

Trestny poriadok (Zakon &.
301/2005 Z. z., v zneni neskorich
predpisov
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Act on regis- Act no. 546/2010 Coll. Amending Zakon o Zakon €. 546/2010 Z. z. ktorym sa

tration through | and supplementing Act no. 40/1964 | registracii dopliia zikon & 40/1964 Zb.

Central Regis- | Coll., the Civil Code, as amended prostrednictvom | Ob&iansky zdkonnik v zneni

ter of Con- Centrilneho neskor§ich predpisov a ktorym sa

tracts registra zmhav menia a dopiniajii nicktoré zékony
Act No. 211/2000 Coll. Zikon € 211/2000 Z. z.
Act on free access to information Zakon o slobodnom pristupe k in-
and on amendments and supple- formdcidm a o zmene a doplneni
ments to certain acts (Freedom of In- niektorych zikonov (zikon o slo-
formation Act) bode informadcii) v zneni neskor3ich

predpisov
Transparency | N/A Zikon o trans- N/A
law parentnosti

APPENDICES TO THE CLINICAL TRIAL AGREEMENT:

PRILOHY- ZMLUVE 0 KLINICKEJ STUDIT:

[ Protocol [separate document, incorporated here by
reference]

[ Protokol [osobitny dokument, v tomto dokumente
je pripojeny odkaz k nemu]

[X] Patient informed consent form (,.Main ICF”), [sepa-
rate document, incorporated here by reference]

[X] Formular informovaného stihlasu pacienta (.Hlavny
1CF*),Josobitny dokument. v tomto dokumente je
pripojeny odkaz k nemul]

Patient informed consent form Parents (,.JCF Par-
ents™), [separate document, incorporated here by refer-
ence]

Formuldr informovaného sthlasu pacienta Rodicia
(,ICF Parents™).[osobitny dokument, v tomto
dokumente je pripojeny odkaz k nemu]

[ Patient informed assent (,,Assent 6-11 years™),
[separate document, incorporated here by reference]

B4 Sthlas informovany pacientom (,.Stthlas 6 — 11 ro-
kov*), [osobitny dokument, v tomto dokumente je
pripojeny odkaz k nemu]

X Patient informed assent (,Assent 12-17 years”),
[separate document, incorporated here by reference]

(<] Suhlas informovany pacientom (,,Sthlas 12 —17 ro-
kov®), [osobitny dokument, v tomto dokumente je
pripojeny odkaz k nemu]

Investigator’s brochure [separate document, incor-
porated here by reference]

] Brozira vysetrovatel'a [osobitny dokument, v tomto
dokumente je pripojeny odkaz k nemu]

< Data Processing Agreement [separate document, in-
corporated here by reference]

(<] Zmluva o spracovani idajov [osebitny dokument, v
tomto dokumente je pripojeny odkaz k nemu]

B4 List of Study Team members (sub-investigators,
nurses) [separate document, incorporated here by ref-
erence]

[ Zoznam skusajiceho timu (Spoluskisajici,
studijné sestry) [osobitny dokument, v tomto
dokumente je pripojeny ako priloha]



tkusnyirova
Textový rámček


ACCELSIORS \

I1. Financial Sheet

II. Finanéna sivaha

Institution

Institacia

Sponsor and Institution agree that Institution’s fee
shall mean the Study fee provided under this Financial
Sheet that is payable to the Institution for performing
its services/ supporting services in accordance with the
terms of this Agreement.

Zadavatel a Institicia sa dohodli, Ze odmena pre Insti-
ticiu znamena platbu za klinicka $tadiu, ktord sa pos-
kytuje Institicii podl'a tejto Finanénej savahy za vyko-
nanie sluzieb/podpormych sluzieb v silade s podmien-
kami tejto Zmluvy.

For clarity, Parties declare that the Investigator shall
be responsible for the division of any amounts due to
the Study Team for such services, splitting the pay-
ment of the Study Fee between the Investigator and
members of the Study Team.

Pre ujasnenie, strany vyhlasuju, Ze skdsajuci je zod-
povedny za rozdelenie akychkol'vek uhrad skusa-
juceho timu za takéto sluzby, pricom sa platbu
poplatku za vykonavanie Studie rozdeli medzi skiasa-
jucim a élenmi skusajuceho timu,

TOTAL STUDY BUDGET PER COMPLETED PATIENT:

CELKOVY ROZPOCET KLINICKEJ STUDIE NA

DOKONCENEHO PACIENTA:

Total budget for
Institution per
completed pati-
ent

"1 completed patient

[calculated for 1 completed
patient]

Celkovy
rozpodet pre
Institiciu na
dokonceného
pacienta

/1 dokonéeny pacient

[vypocitany na 1. dokonceného
pacienta]

DEFINITION OF COMPLETED PATIENT

VYMEDZENIE POJMU DOKONCENY PACIENT

Completed pa- | Each evaluable Study Subject,

Dokonéeny pa-

Kazdy hodnotitel'ny Gcastnik klin-

tient: who completes the Study {rom cient: ickej stadie, ktory dokonéi svoju
Screening visit to the Visit 6. ucast na Stadii, od vykonania skri-
ningu az po 6. navstevu.
Evaluable pa- Study subject who: Hodnotitel’'ny Ucastnik klinickej stadie, ktory:
tient: 4 is recruited in accordance pacient: < bol zaradeny do klinickej stadie

with the Protocol; and

in respect of whom the Study
has been conducted in accordance
with this Agreement; and

X] who completes all Protocol
specified assessments and visits,
and

B4 in respect of which Study que-
ries have been resolved to the sat-
isfaction of Sponsor or designee

v stlade s Protokolom a

(< s ohladom na ktorého sa vyko-
nava klinicka $tudia v salade s touto
Zmluvou

dokonéil vietky vygetrenia uve-
dené v Protokole a navitevy

X1 s ohfadom na ktorého boli
vyrieSené otizky tykajiuce sa kli-
nickej Stadie s ciel'om uspokojit’ Za-
davatel'a alebo uréeny subjekt
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Number of
completed pa-
tients estimated
at this site :

Pocet do-
konéenych paci-
entov na tomto
pracovisku (od-
had):

3

CLINICAL STUDY SERVICE REIMBURSEMENT [PER
SUBJECT FEE]:

Schedule
Sched- Total per | 100% )
ule of patient
pay- 3
Screening
ments isit 1) 29.49%
(for (visit 4%
validly Visit 2 17.6%
e Visit3 | 11.8% T
xollad 151t 0%
but in- Visit 4 11.8%
com- — —
Visit 5 14.7%
plete
pa- Visit 6 14.7%
tients):

NAHRADA ZA SLUZBY TYKAJUCE SA KLINICKEI STUDIE
[POPLATOK ZA SUBJEKT]:

Rozvrh
Rozvrh Celkomna 1| 100%
platieb (pre pacienta
platne za- - -
. Skrining (1.
radenych ale o
navsteva) 29.4%
ne-
dokonéenych 2. naviteva | 17.6%
pacientov): —
3. navsteva | 11.8%
4. naviteva | 11.8%
5. navsteva | 14.7%
6. navsteva | 14.7%

OTHER COST REIMBURSEMENT:

NAHRADY INYCH NAKLADOV:

Fee for screen Sponsor agrees to reimburse Poplatok za zly- | Zadavatel' poskytne nahradu € za

failures: € for each Screen Failure and for | hanie  skriningu: | kazdé zlyhanie skri-ningu a spolu max-
up to a total of 3 (three) Screen imdlne za 3 (tri) zlyhania skriningu na 1
Failures per 1 (one) randomized (jeden) randomizovany Géastnik klin-
Study Sub-ject. If the Institution ického skufania. Ak Institicia nerandom-
does not randomize any Study izuje ucastnika klinickej Stadie, bude
Subject, the fee of : for poukdzany poplatok a kazdé zly-
each Screen Failure will be paid hanie skiningu. spolu maximélne za 5
for up to 5 (five) Screen-failed (pdt) ucastnikov klinickej stadie, u
Study Subjects. ktorych doslo k zlyhaniu skri-ningu.

Fee for unsched- | Only  focused assessments | Poplatok za | Pre tieto navitevy sa predpokladaji iba

uled visits/ (guided by the reason for the | neplinované nav- | ciclené ukony (vedené déovodom nav-

phone calls: visit) are foreseen for these visits | Stevy/telefonické Stevy) a budu vykonané po dohode so za-
and will be performed in agree- | hovory: davatelom. Takéto navStevy budua
ment with the Sponsor. Such vis- uhraden¢ pausalne vo vyske EUR na
its will be paid sepa-rately in the navitevu.
amountof | EUR per visit.
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EC fees: Expenses against submitted in- | Poplatky Etickej Naklady na zaklade predloZenych faktar
voices related to submission(s) komisie: suvisiacich s predkladanim Ziadosti a
to Ethics Committee shall be dokumentacie Etickej komisii sa platia
paid separately. osobitne.

X-Ray / ECG The fee for X-Ray and ECG are | poplatok za RTG a | Poplatok za RTG a EKG je zahrnuty v

Fee: included in the visit fee. EKG poplatku za navstevu.

Contract man- Will be paid separately in the | Poplatok za | Plati sa osobitne vo vyske

agement fee (if amount of zmluvné  riadenie

applicable):

(ak sa uplatiiuje):

Archiving fee (if

Will be paid separately in the

Archivaény pop-

Plati sa osobitne vo vyske

applicable): amount of latok (ak sa up-

latiiuje):
Patient’s Hos- | If hospitalization will be | Hospitalizacia V  pripade, Ze sa na =zdklade
pitalization requested upon Investigator’s | pacienta: zhodnotenia  skiSajiceho  bude

decision, Institution will be
informed in advance and hos-
pitalization accordingly will
be paid separately, DRG for 1
day of hospitalization of a
patient in case of growth
hormone deficiency for each
started day would be
proposed amount of g
/1 patient , maximum 1
enrolled participant =

vyzadovat’ hospitalizdcia, Institucia
bude o tom informovani a
hospitalizdcia sa bude platit’ osobitne,
DRG na | defi hospitalizacie pacienta
pri nedostatku rastového hormonu by
predstavoval za kazdy zacaty den
nami navrhovanu c¢iastku denne

'l pacient , maximalbne

radeny G¢astnik = pacient.

SUPPORTING SERVICES PROV

DED BY SPONSOR

(COSTS WILL NOT BE CHARGED TO INSTITUTION):

PODPORNE POPLATKY, KTORE POSKYTUJE ZADAVATEL (POP-
LATKY SA NEBUDU UCTOVAT INSTITOCI):

Central analyses

B ves [] no

All study specific laboratory as-
sessments (Appendix 1 of the
protocol) including mac-
imorelin PK, PD, Urinalysis,
Biomarker, Haematology, Bio-
chemistry, Hormones, highly
sensitive urine human chorionic
gonadotropin (hCG) pregnancy
test.

Centrilne
analyzy

ano [ nie

Vietky laboratome vySetrenia $pecifickeé
pre Stadiu (Priloha 1 protokolu) vratane
macimorelinu PK, PD, analyzy mocu.
biomarkerov, hematologie, biochémie,
hormoénov, vysoko citlivy mocovy teho-
tensky test na chorionovy gonadotropin
(hCG)

EC submission

B4 ves [] no

Predkladanie
Etickej komisii

[X] ano [] nie

10
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ACCELSIORS

Payment against issued invoices
in connection with submission/s
of documentation to the Ethics
Committee/s;

Platby podl'a vystavenych faktir v su-
vislosti s predkladanim dokumentacie
Etickej komisii/Etickym komisiam;

Costs of courier-
ing/mailing the
Study medication
product, clinical
samples, Study
supplies and
Study documents

B4 yes [ no

Naklady na ku-
riérsku
sluzbu/odosielanie
skuSaného lieku,
klinickych
vzoriek, dodavok
v ramci §tidie a
Studijnych doku-
mentov

B4 ano [] nie

INVOICING & PAYMENT TERMS

FAKTURACIA A PLATOBNE PODMIENKY

Invoice billed to
and issued under
the name of:

B Sponsor - Aeterna Zentaris
Gmbh

Attn: Dr. Nicola Ammer, CMO

Weismuellerstr, 50

D-60314 Frankfurt am Main
Germany

EU VAT Nr.: DE 813 721 045.

Faktiry vyaéto-
vané a vysta-
vené v mene:

Zadavatel'a — Aeterna Zentaris
Gmbh

Adresat; Dr, Nicola Ammer, CMO

Weismuellerstr. 50
D-60314 Frankfurt am Main Germany
IC DPH v EU: DE 813 721 045

Invoice will be
paid by:

B4 Accelsiors AG, acting as
payment agent of Sponsor

Faktiiru zaplati:

[X] Accelsiors AG, spolotnost’ konajtica
ako zastupca Zadavatel'a povereny vy-
konavanim platieb

Invoice to be

< Accelsiors AG.

Faktira sa

< Accelsiors AG.

sent to: o - . odo3le na o T . .
E-mail: finance/@accelsiors.com E-mail: finance'@accelsiors.com
adresu: "
Invoicing fre- Quarterly Fakturaéna Stvrt’roéne
quency: frekvencia:
Invoicing pre- invaice Fakturaéné [ faktira
conditions: predpoklady:

B proof of performance docu-
menting the completed eCRF
verified by CRA

B4 All queries answered and ac-
cepted by Data Management

] dékaz o splneni podmienok, ktory
dokumentuje vyplnenie elektronického for-
muldra pre ucastnikov klinickej 3tadie,
overeny ¢lenom klinického vyskumu

B Vsetky otazky odpovedané a prijaté
Spravou adajov
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ACCELSIORS

Payment date of
invoice:

60 days after receipt of invoice

Datum
splatnosti fak-

tary:

60 dni po prijati faktary

Last invoice is-
sue deadline:

30 days following the Close-Out
visit

Posledny termin
vystavenia fak-

tary:

30 dni od zaverecnej navitevy

Account cur- EUR Uttovna mena: EURO

rency:

Payment cur- EUR Platobna mena EURO

rency

Applicable ex- Average exchange rate pub- Platny vimenny | Priemerny vymenny Kurz uvedeny na
change rate (if lished on www.oanda.com on kurz (ak sa up- | www.oanda.com v deii vystavenia fak-
applicable): the day of issue of the invoice. | latiiuje): tary.

Withheld pay- B ves [Ino Platby zadrzané | [ ano [] nie

ments for quality

z dovodu kva-

purposes: lity:

Withheld pay- Sum of last invoice Zadrzané Suma poslednej faktary

ments: platby:

Period of with- Until all eCRF discrepancies Trvanie za- Kym nebudu vyrieSené rozpory elektro-

holding pay-
ments:

have been resolved / database is
locked

drzania platieb:

nické¢ho formuldra pre Géastnikov klinickej
studie/databdza je zamknuta

Last payment
performed:

45 days after database lock

Posledna platba
vykonana:

45 dni po zamknuti databazy

TAX IMPLICATIONS

DANOVE DOSLEDKY

Tax responsibil-

All taxes imposed on any pay-

Daiiové pov-

Za vsetky dane ukladané Zadavatel'ovi za

ity: ment made by Sponsor (Spon- innosti: platby vykonané Zadavatel'om (zistupcom
sor’s payment agent) shall be Zadavatel'a poverenym vykonanim platieb)
the responsibility of Institution. zodpoveda Indtiticia,

VAT: All prices indicated in this Fi- DPH: Vsetky ceny uvedené v tejto Finanénej su-

nancial Sheet are final and in-
clude VAT (if applicable and
due according to the national tax
legislation of the Institution).

vahe st koneéné a zahimaji DPH (ak sa up-
latiuje, podla vnutrostatnej danovej
pravnej Upravy platnej pre Institiciu).
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111, Legal Terms and Conditions

This Clinical Trial Agreement (“Agreement”) is cnte-
red into on the date of the last signature hereto and shall
become effective on the day following its publication
in the Central Register of Agreements (the ,Effective
Date™).

Institution notifies Sponsor of the Effective Date of the
Agreement. In case that Parties sign this Agreement be-
fore receiving positive approval from competent
authorities, the Effective Date shall be the date of rece-
iving such positive approval.

Sponsor is represented by Accelsiors and Accelsiors is
acting within the scope of authorization as shown on
the Info Sheet.

A separate agreement on the execution of the Study
will be signed by the Investigator and the Study Team.

Parties agree to the terms and conditions set out in Info
Sheet and Financial Sheet and further agree as follows:

1 _Regulatory Authority approval. entry into

ACCELSIORS N

II1. Priavne podmienky

Tato Zmluva o klinicke] Stadii (,Zmluva®)
nadobuda platnost v den posledného podpisu
Zmluvnymi stranami a G¢innost’ v defi nasledujuci
po dni zverejnenia tejto Zmluvy v Centrdlnom
registri zmluv (CRZ)..datum ucinnosti*).

Indtiticia oznami zadavatelovi datum GEinnosti
tejto zmluvy. V pripade, Ze zmluvné strany podpisu
tuto dohodu pred ziskanim kladného suhlasu od
prislusnych organov, datumom platnosti bude da-
tum ziskania takéhoto kladného sahlasu.
Zadavatel'a zastupuje spolotnost’ Accelsiors a
spolo¢nost’ Accelsiors kond v ramei poverenia, ako
je uvedené na Informacnom liste.

Separatna zmluva o vykonani 3tadie bude pod-
pisand s hlavnym skusajucim a Skal'ajicim timom.
Zmluvné strany sa dohodli na pravnych podmi-
enkach stanovenych v Informaénom liste a vo Fi-

nanénej suvahe a d'alej sa dohodli, Ze:

1 Povolenie regulatného orginu, nadobud-

force:

Precondition to this Agreement is the positive approval
of the Regulatory Authority-SUKL. This Agreement
will only come into force, if Study will be approved by
State Tnstitute for Drug Control (“SUKL™) as the Re-
gulatory Authority’s of Slovakia decision on the basis
of Ethics Committee expert’s opinion.

2 Agreement of the Parties:

2.1 [nstitution confirms that before conclusion of
this Agreement, it has received the Protocol, has
read it and accepts its content.

2.2 Sponsor and Institution agree, that Institution
ensures the material conditions of the Study
conduct in compliance with: the terms of this
Agreement including its Appendices defined in
the Info sheet, and in compliance with the Ap-
plicable Laws and Standards, special regulatory
requirements, the Protocol, other Study mate-
rial, and the Study timelines as defined in the
Info sheet, for the fee defined in the Financial
sheet. For clarity, Study will be conducted by

nutie platnosti:

Predpoklad pre tito Zm!uvu je ziskanie povolenia
regulaéného organu - SUKL. Tato zmluva nado-
budne platnost iba v pripade, ak Stidiu na zaklade
posudku odbornikov a ich kladného sihlasného sta-
nuviska z Etickej komisie schvili Statny ustav pre
kontrolu liegiv (,.SUKL*), ktory je regulainym or-
ganom rozhodujicim na Slovensku.

Zmluvnymi

2 Zmluva  uzavreti medzi

stranami:

2.1 Indtitacia potvrdzuje, Ze pred uzavretim tejto
Zmluvy prijala Protokol. oboznamila sa s
nim a sihlasi s jeho obsahom.

2.2 Zadavatel a Indtiticia sa dohodli, Ze Instita-
cia zabezpe¢i materialne podmienky na vy-
konanie Stadie v stlade s: podmienkami
tejto Zmluvy vratane jej Dodatkov, ktoré sa
vymedzené na Informacnom liste, a v stilade
s platnymi pravnymi predpismi a normami,
osobitnymi  regulaénymi  poziadavkami,
Protokolom, d'alsim materidlom tykajucim
sa §tadie a harmonogramom Stadie, ako je
vymedzené na Informacnom liste a za platbu
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23

Investigator and Study Team on the Site of the
Institution based on a separate agreement with
Sponsor.

Sponsor and Institution agree that all processing
of Personal Data shall be performed in accord-
ance with all Applicable Laws and Standards
and the Data Processing Agreement (DPA) to be
signed between the Parties.

Services of the Institution, facilities and equ-

ACCELSIORS N

dohodnuta v tejto Zmluve a upravent vo Fi-
nanénej suvahe. Na téely ujasnenia, Studiu
bude vykonavat’ SkdSajuci a skasajici tim
na pracovisku Institicie podl'a osobitnej do-
hody so Zadavatel'om.

Zadavatel a Institicia sa dohodli, Ze spraco-
vanie osobnych tdajov sa bude vykonavat v
silade so zdkonom o ochrane osobnych
udajov, GDPR  predpismi, platnymi
pravnymi predpismi a normami a Zmluvou
o spracovani osobnych udajov, ktord Zmlu-
vné strany podpisu.

Sluzby InStitiicie, zariadenie a vvbavenie

W

3.2

33

34

ipment

Institution will ensure and uphold the ne-
cessary and appropriate conditions, for the
whole duration of the Study including the en-
listed well defined services on the Info sheet.

Institution agrees that the Investigator and
her/his Study Team will conduct the Study
at its premises. The list of the Study Team is
maintained in an Annex to this Agreement.
Institution confirms that the conclusion and
the performance of this Agreement do not
violate any statutory or contractual provisi-
ons, including but not limited to those of the
employment contract of Investigator or
Study Team as defined in the applicable An-
nex to this Agreement. Institution also con-
firms that Institution has granted consent to
its employees listed in the Annex to this Ag-
reement (Study Team) and to Investigator
to perform the Study under this Agreement
at Institution including,but not limited to,
approval by Institution for the sideline emp-
loyment of Investigator and the Study Team

In addition, Institution will provide the support-
ing services definedon the Info sheet for the
conduct of the Study.

Institution shall ensure appropriate conditions
for collecting all the documents related to the
Study. Institution will retain Essential Docu-
ments, as defined in the ICH-GCP for 25 years
after end or termination of the Study or longer
based on Art. 38 of Regulation (EU) No
536/2014 on Clinical trials on medicinal pro-
ducts for human use. Institution shall not

3.

33

34

Indtiticia podas celého trvania Stadie zaisti a do-
drzi potrebné a vhodné podmienky vratane
presne zadefinovanych sluzieb uvedenych na
Informaénom liste.

Indtitacia suhlasi, ze Skasajici a skdsajuci tim
vykonaji Stadiu vo svojich priestoroch. Zoz-
nam skusajiceho timu tvori Prilohu k tejto
Zmluve. Indtiticia potvrdzuje, Ze uzavretie a
plnenie tejto Zmluvy neporuduje Ziadne za-
konné ani zmluvné ustanovenia vratane okrem
in¢ho ustanovenia pracovnej zmluvy Skusa-
Jjuceho alebo stadijného timu podla platnej Pri-
lohy k tejto Zmluve. Institicia tiez potvrdzuje,
ze Skasajucemu a-skasajuceho timu udelila su-
hlas v zozname svojich zamestnancov podla
Prilohy k tejto Zmluve na vykonanie Stadie v
Institacii podla tejto Zmluvy, vratane okrem
in¢ho povolenia Institucie vykondavat' zarob-
kova ¢innost' pre Skusajiceho a skdsajiceho
timu.

Institicia navySe poskytne podporné sluzby,
na vykonanie Stidie vymedzené na infor-
macnom liste.

Injtitucia zabezpe&i vhodné podmienky na
zhromazdenie vietkych dokumentov tykaju-
cich sa Stadie. Institicia uchovava potrebné
dokumenty stanovené v ICH-GCP pocas 25
rokov od ukonéenia Studie alebo dlhsie na
zaklade ¢&lanku 58 nariadenia (EU) &
536/2014 o klinickom skasani lieckov na hu-
méanne pouzitie. Indtiticia nesmie skartovat
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4.1

4.2

destroy Essential Documents without written
consent from Sponsor.

. Study Team

Institution shall ensure that the Investigator and
Study Team are qualified to participate in a
GCP clinical study and that they have sufficient
time to conduct their study related tasks. Insti-
tution shall ensure that the Investigator and
Study Team are aware, or they will be aware
of the terms of this Agreement.

The Investigator qualifies as key person to con-
duct the Study.

Liability of Institution

5.1

52

Institution shall be liable for the compliance with
its tasks set forth in this Agreement. Should Ins-
titution not fulfil any of its tasks stipulated in this
Agreement, Protocol, other Study related written
Instructions, Regulatory Approval and Ethics
Committee opinion, and/or local, international
regulatory requirements and relevant Applicable
Laws and Standards, it shall be deemed as fun-
damental breach of contract. As consequence of
such confirmed fundamental breach, Sponsor
may terminate this Agreement on the date of re-
ceipt of such notice of termination of this Agre-
ement. In this case, Institution will have no claim
for remuneration for rendered services under this
Agreement, except for correctly performed ser-
vices until the termination of this Agreement.

No Debarment: Institution represents and war-
rants that it does not now and will not in the fu-
ture use in any capacity the services of any per-
son who has been excluded, and in particular de-
barred under the applicable national Slovakian
rules or any other applicable national laws or
provisions of relevant national professional
bodies for the conduct of the current Study and
will notify Sponsor/Accelsiors if it becomes
aware of any such exclusion or debarment dur-
ing the term of this Agreement and for one (1)
year after.

4.

ACCELSIORS W

potrebné dokumenty bez pisomného sihlasu
Zadavatela

Skusajuci tim

4.1

4.2

Injtiticia zabezpeti, Ze Skusajuci a skasa-
juaci tim st kvalifikovani na Gcast na kli-
nickej stadii GCP, a Ze maju dostato¢ny cas
na vykonavanie svojich tloh suvisiacich so
Stidiou. Indtitdcia zaisti, ze SkuSajuci a
skusajuci tim sa alebo budd obozndmeni s
podmienkami tejto Zmluvy.

Skusajuci sa povaZzuje za hlavnt osobu vy-
kondvajicu Stadiu.

Zodpovednost® Institticie

5.1

Institucia zodpovedé za dodrziavanie svojich
aloh stanovenych v tejto Zmluve. V pripade,
ak Institucia neplni svoje tlohy dohodnuté v
tejto Zmluve, v Protokole, v inych pisom-
nych pokynoch stvisiacich so Stidiou, v re-
gulanom schvaleni a posudku Etickej komi-
sie a/alebo miestnych, medzindrodnych re-
gulaénych poziadavkach a prisluinych zdko-
noch a norméach, takéto konanie sa bude po-
vazovat' za zdsadné porufenic Zmluvy. V
dosledku takéhoto zasadného preukazaného
porusenia moZe Zaddavatel ukonCit tito
Zmluvu bez vypovednej lehoty podla tejto
Zmluvy k datumu dorucenia takéhoto oz-
namenia o skonceni tejto Zmluvy. V takom
pripade nebude mat Intiticia narok na ni-
hradu poskytnutych sluzieb podla tejto
Zmluvy okrem pripadov riadneho plnenia
sluZieb do ukoncenia tejto Zmluvy.

Zakaz vyuZivania sluZieb vylutenych osob:
Indtiticia vyhlasuje a rugi, 7e v sufasnosti
ani v budicnosti nebude na Ziadne ucely
vyuzivat sluzby akejkolvek osoby, ktora
podlieha vyluceniu, najmé zdkazu vykona-
vania Cinnosti , podl'a platnych platnych
pravonych predpisov Slovenskej republiky
alebo akychkol'vek platnych vnutrodtatnych
predpisov alebo ustanoveni prislusnych
vnutrostatnych profesijnych zdruzeni na vy-
konanie sucasnej Stidie a oznami Zaddva-
tel'ovi/Accelsiors, ak nadobudne vedomaost
o takom vyluéeni alebo zikaze vykonavania
¢innosti pocas trvania tejto Zmluvy a jeden
(1) rok po jej ukonceni.
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8.3

Anti-Bribery and Anti-Corruption Laws. In-
stitution represents and warrants that it and the
Study Team have not and shall not take any ac-
tion that could render Sponsor liable under any
anti-bribery and anti-corruption laws. Institu-
tion agrees to comply with all applicable anti-
corruption provisions and Institution expressly
agrees that will not make, give, or offer any pay-
ment, gift or other benefit or advantage to any
person for the purposes of securing any im-
proper advantage or inducing the recipient or
another person to do or omit to do any act in vi-
olation of their duties or responsibilities (or for
the purposes of rewarding such conduct).

Protocol amendments

6.1

Sponsor has a right to make unilateral amend-
ments to the Protocol and/or the Investigator
Brochure and/or any other Study material that
will become binding for Institution upon obtai-
ning the approval of the SIDC and upon receipt
of this change by the Institution.

Where required by Applicable Laws and guide-
line MP 114/2022 on Procedure for submission
of changes, amendments and end of clinical trial
declaration issued by the State Institute for Drug
Control (*SUKL™), , amendments to the Proto-
col shall not be implemented until the approval
of the Ethics Committee and/or other Regula-
tory Authority has been granted. Substantial
changes required by Protocol amendment af-
fecting this Agreement shall be discussed bet-
ween Institution and Sponsor and if deemed ne-
cessary, the Parties shall change or extend the
current Agreement with a separate Amendment
to this Agreement.

Monitoring

7.1

7.2

The Study conduct and its results will be moni-
tored by appointed Accelsiors’ Staff and the
Sponsor’s representatives, including monitor’s
supervisors, Sponsor’s or Accelsiors’ auditors.
The written mandate for monitoring shall be
made available to the Institution.

Upon submission of a written authorisation In-
stitution shall provide to the above persons

§3

ACCELSIORS \

Protikorupéné zikony a zikony proti
aplatkom. Inititicia vyhlasuje a rudi, Ze
Indtituciaa skusajici tim nepodnikli ani ne-
podniknu také kroky, na zdklade ktorych by
Zadéavatel’ niesol zodpovednost' podl'a aké-
hokol'vek protikorupéného zdkona alebo za-
kona proti tplatkom. Institicia vyslovne su-
hlasi, Ze nebude poskytovat, davat alebo
pontukat akikolvek platbu, dar alebo int
vyhodu akejkol'vek osobe na ucel zabez-
petenia neprimeranej vyhody alebo pod-
necovania prijimatel'a alebo inej osoby. aby
vykonali alebo nevykonali akykol'vek krok,
¢im by doslo k poruseniu jeho/jej povinnosti
alebo zodpovednosti (alebo na ucely od-
meny za takého konanie).

Zmeny Protokolu

6.1

Zadavatel’ je opravneny vykonat jednost-
ranné zmeny Protokolu a/alebo Prirucky pre
skusajuceho a/alebo inych materidlov tyka-
jucich sa Stidie, ktoré sa pre [nititiciu stant
zaviznymi po ziskani schvilenia SUKL-u a
po doruceni tejto zmeny In3titicii.

Ak satak vyZzaduje podla platnych pravnych
predpisov a usmernenia MP 114/2022 o pos-
tupe pri podavani zmien, dodatkov a oz-
namenia o ukonéeni klinického skusania vy-
daného Statnym Gstavom pre kontrolu lie¢iv
(d’alej len "SUKL"), zmeny Protokolu sa
neuplatnia, kym nebude udelené schvilenie
Etickej komisie a/alebo iného gulacného or-
ganu — SUKLu. Podstatné zmeny Protokolu.
ktoré by ovplyvnili tito Zmluvu, Institicia a
Zaddvatel prediskutuju a ak to povaZuju za
potrebné, Zmluvné strany zmenia alebo
roz8iria stcasnit Zmluvu samostatnym Do-
datkom k tejto Zmluve.

Monitorovanie

74

72

Vykonanie Studie a jej vysledky bude moni-
torovat povereny personal spolocnosti Ac-
celsiors a zastupcovia Zadavatela vritane
nadriadenych monitora, auditorov Zadava-
tela alebo Accelsiors. Pisomné poverenie
monitorovanim bude spristupnené instittcia
Skusajicemu.

Institicia poskytne po predloZeni pisom-
né¢ho poverenia vyssie uvedenym osobam

16
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access to all Study related documentation,
facilities and equipment, results of laboratory
tests and examinations as well as other
information on the Study, including Study
Subjects data and financial  records.
Furthermore, Institution will provide access for
reviewing or collecting (whichever is
applicable) of all relevant Study Subjects
documentation, kept at the Institution archive or
in another place, in particular documentation
regarding the Study and Study Subjects that are
necessary for verification of Study Subject’s
eligibility for the Study, if the rules on personal
data protection are adhered to.

8. Inspections

Institution undertakes the obligation te inform Sponsor
and Accelsiors without delay, but within 1 business day
the latest, if any Regulatory authority informs the site
of a regulatory inspection and shall to the extent pos-
sible arrange for Sponsor to be present during such ins-
pection. Institution shall make reasonable efforts to
segregate. and not disclose, any Materials (as defined
below), Study results, Study data, source records and
other materials, correspondence and documents that are
not required to be disclosed during such an inspection,
including financial data and pricing information.

9. Sponsor audits

9.1 During the Study and also after the end/termina-
tion of the Study, Accelsiors’ and Sponsor’s rep-
resentatives, supervisors and auditors may on be-
half and in the name of the Sponsor, during regu-
lar business hours on the basis of the written
statement submitted:

9.1.1 examine and audit Investigator’s facilities at
the Institution required for performance of
the Study; and

9.1.2 review all Study Documentation; and

9.1.3 review all Study Subjects’ source docu-
ments

ACCELSIORS W

pristup k dokumentécii, vybaveniu a zari-
adeniu stvisiacim so Studiou, k vysledkom
laboratornych testov a vySetreni, ako aj k
inym informaciam tykajicim sa Stadie vra-
tane udajov zaradenych subjektov a fi-
nanénych zaznamov. Indtiticia d’alej pos-
kytne pristup na postdenie alebo
zhromazdenie (podla toho, ktora moznost
sa uplatiiuje) celej relevantnej dokumentacie
zaradenych do tejto 3tidie subjektov, kiora
sa uchovdva v archive Institicie alebo na
inom mieste, najmd dokumentacie tykajucej
sa Studie & zaradenych subjektov do tejto
stadie, ktoré su potrebné na overenie vhod-
nosti zaradenych subjektov na zaradenie do
Stadie, za predpokladu, 7e sa dodrZiavaju
pravidla ochrany osobnych udajov.

InStitdcia sa zavdzuje, Ze bude bezodkladne a naj-
neskdr do 1 pracovného dia informovat Zadava-
tela a Accelsiors v pripade, ak akykolvek regu-
latny organ informuje pracovisko o kontrolnej
inspekeii a v maximadlnej moZnej miere zariadi. aby
Zadavatel' pocas takej in3pekcie mohol byt pri-
tomny. Inititicia vynaloZi primerané usilie na
oddelenie a zabranenie zverejnenia materialov
(vymedzenych nizsie), vysledkov Stadie, udajov
Studie, zdrojovych ziaznamov a inych materialov,
korespondencie a dokumentov, ktoré sa nepoZaduje
predloZit poas in§pekcie. ako s finanéné Gdaje a
udaje o cendch.

9. Audity Zadavatel’a

9.1 Pocas Stadie a po uplynuti/ukongeni Studie
zastupcovia, nadriadeni a auditori Accelsiors
a Zadévatel'a mdzu v mene Zadavalel'a potas
beznej pracovnej doby na zdklade predloZe-
ného pisomného poverenia:

9.1.1 preskiimat’ a vykonat' audit zariadeni
Skasajaceho v Institacii, ktoré su pot-
rebné na vykonavanie Stadie a

9.1.2 skontrolovat” dokumenticiu tykajicu sa
Studie

9.1.3 skontrolovat’  zdrojové
ucastnikov klinickej studie

dokumenty
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10.

under provision that is in line with rules of per-
sonal data protection.

Costs and payment

10.

As consideration for performance of Institution’s
obligations under the terms of this Agreement,
Accelsiors acting as payment agent of Sponsor,
shall pay to Institution the sums defined in the Fi-
nancial sheet and at the intervals set out in the Fi-
nancial Sheet.

10.2 All taxes and fees imposed on any payment made

10.3

1

by Sponsor (Sponsor’s payment agent) shall be
the responsibility of the recipient. All prices in-
dicated in this Financial Sheet are final and inc-
lude VAT (if applicable and due according to the
national tax legislation of the recipient).

Fair Market Value. Parties agree that the com-
pensation provided under this Agreement rep-
resents the fair value for the provided healthcare
on the Clinic of Children and Adolescents perfor-
med under this Agreement, has been negotiated in
an arm’s-length transaction, and has not been de-
termined in any manner with regard to any impli-
cit or explicit agreement to provide healthcare
with regard to hospitalization in the Clinic of
Children and Adolescents, which is a Diagnoses
Related Group (DRG) workplace and Insitution
charges payments in the course of DRG prices
and to outpatient procedures.

Indemnity and Insurance

11.2

11.3

The indemnity shall be governed by and const-
rued in accordance with general binding legal
regulations of the Slovak Republic.

Upon request of Institution, a Letter of Indem-
nity signed by Sponsor has been provided . Wit-
hout prejudice to the foregoing, the regulations
applicable to Clinical Trials Insurance will
apply in case of Sponsor’s duty to indemnify.

Institution warrants and represents that it pos-
sesses and shall carry at its own expense the
required compulsory comprehensive general
liability ~for State-owned property and

ACCELSIORS W

za predpokladu, Ze to je v sulade s ochranou
osobnych udajov.

10. Niklady a platba

10.1 Ako odmenu za vykonanie povinnosti Institu-
cie v stlade s podmienkami tejto Zmluvy
Skusajucemu zaplati spolo¢nost’ Accelsiors
konajuca ako zdstupca povereny vykonanim
platieb v mene Zadavatel'a sumy vymedzené
vo Financnej stvahe a v intervaloch sta-
novenych vo Finanénej suvahe.

10.2 Za vsetky dane a poplatky vzniknuté v stvis-
losti s akoukol'vek platbou vykonanou Zada-...
vatelom (zastupcom poverenym vykonanim
platieb) zodpoveda prijimatel platby. V3ietky
ceny uvedené na tejto Financénej stvahe su
koneéné a zahfaju DPH (ak sa uplatiuje
podl'a vnutrodtatnej danovej pravnej dpravy
platnej pre prijimatel’a).

10.3 Primerana trhova cena. Zmluvné strany sa

dohodli, Ze odmena poskytovana podla tejto

Zmluvy predstavuje primeran cenu za pos-

kytnuti zdravotnt starostlivost na klinike deti

a dorastu vykonané podla tejto Zmluvy a bola

dohodnuta ako nezavisla transakcia a nebola

stanovend v suvislosti s explicitnou alebo
implicitnou dohodou o poskytovani zdravot-
nej starostlivosti v suvislosti s hospitalizaciou
na klinike deti a dorastu. ktoré je DRG

pracoviskom a Indtiticia uctuje platby v

prostredi DRG cien a ambulantnymi

vykonmi.

11. Odskodnenie a poistenie

11.1  Odskodnenie sa riadi a vyklada v sulade so
vieobecne zaviznymi pravynmi predpismi

Slovenskej republiky.

11.2 Na zdklade ziadosti Institicie Zaddvatel
poskytne Institdcii List o od3kodneni. Bez
toho, aby boli dotknuté vy33ie uvedené usta-
novenia, predpisy platné pre Poistenie kli-
nickej studie platia v pripade povinnosti Za-
davatela nahradit skodu.

11.3  Indtitacia ru¢i a vyhlasuje, ze vlastni a na

vlastné naklady vykond poZadované

povinné poistenie vieobecnej zodpoved-

nosti za majetok vo vlastnictve 3titu a
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professional liability insurance for damages ca-
used in relation to provision of health care on
the basis of Decision No. $20175-2022-0OP-2 of
the Ministry of Health of the Slovak Republic,
which authorises the operation of Institution.
Proof of said insurance is available in the Cent-
ral Register of Contracts.)

11.4 The insurance of the Sponsor does not relieve
Institution from their obligation to be liable and
responsible to the Sponsor for and indemnify
Sponsor for its own negligence and wilful mis-
conduct, or its failure to adhere to the terms of
this Agreement, the Protocol or Applicable
Laws and Standards.

12. Confidentiality

12.1 ~Confidential Information™ under this Agre-
ement shall include all information regarding
Investigational Medicinal Product (including
structures, models, compositions, compounds,
formulations, know-how, data, drug, materials,
techniques and processes whether or not paten-
table), information relating to the Study or other
non-public information related to Sponsor’s
business, including the Study results and Mate-
rials, and any information:

(a)  marked as confidential, or

(b)  otherwise represented by the disclosing party as
confidential either before or within a reasonable
time after its disclosure, or

(c¢)  related to the Study including without limit Ma-
terials (as defined below);

(d)  the Protocol and any amendment thereto.

12.2  Institution shall not disclose to any third parties
or use for any purpose other than performance
of the Study any and all Confidential Informa-
tion. Confidential Information shall be the sole
and exclusive property of Sponsor and shall be
held by Institution in secrecy and in trust. If
disclosure is required by the regulatory
authority and/or under Applicable Laws and
Standards, Institution will duly inform Sponsor
in writing prior to any such disclosure to the ex-
tent allowed by Applicable Law and Standards.

11.4

12.

—_

\ |
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profesiondlnej zodpovednosti za 3kody
sposobené v suvislosti 5 s poskytovanim
zdravotnej starostlivosti v rozsahu Rozhod-
nutia C. $20175-2022-0OP-2 Ministerstva
zdravotnicta SR, ktorym sa povoluje previ-
dzka vieobevenej nemocnice.  Doklad o
tomto poisteni ( Zmluva o poisteni majetku
a profesijnej starostlivosti) je vSeoebcne
dostupny v Centralnom registri zmluv.

Poistenic Zadavatel'a nezbavuje In3titiciu
povinnosti niest zodpovednost voéi Zada-
vatel'ovi a odskodnit’ Zadavatel'a za vlastni
nedbalost a Gmyselné protipravne konanie
alebo nedodrzanie podmienok tejto Zmluvy,
Protokolu alebo platnych vseobecne zd-
viznych pravnych predpisov,

Zachovanie dovernosti

121

(a)

(b)

(c)

(d)

12.2

.Doverné informacie™ podla tejio Zmluvy
zahfiaju vietky informacie tvkajice sa
skasaného lieku (vratane Struktar, modelov,
zlozeni, zlicenin, schém. know-how,
udajov, lieciva, materialov. metéd a pro-
cesov, ¢i uz st alebo nie st patentovatel’né),
informécie sdvisiace so Studiou alebo inymi
informdciami, ktoré nie st verejné a stvisia
s Cinnostou Zadavatel'a vratane vysledkov
Stidie a materidlov a akékol'vek informdcie:

oznacené ako déverné alebo

Jje inym spdsobom poskytujicou stranou vy-
jadrena ich dévernost, a to pred alebo pocas
primeraného &asu po ich zverejneni alebo

sivisia so Stidiou vratane okrem iného s
materialmi (ako je vymedzené niZsie).

tykajtice sa Protokolu a jeho zmien.

Indtiticia akékol'vek a vietky Doverné in-
formacie ziadnym tretim stranam ani ich Zi-
adnym spOsobom nepouZije na acely iné ako
na vykonavanie Stidie. Déverné informécie
st vyhradnym vlastnictvom Zadavatela a
In3titicia by ich mala uchovéavat v tajnosti a
ddvernosti. Ak sa od regulainého orgéanu
a/alebo podla platnych predpisov a noriem
pozaduje ich zverejnenie, Institicia riadne
pisomne informuje  Zadavatela pred
takymto zverejnenim v rozsahu. ktory
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12.3

12.4 The Confidential Information shall be used by
the Institution and its directors, employees,
agents, affiliates or consultants only for pur-
poses of performing the Institution ty’s obliga-
tions hereunder. Each Party agrees that it will
not reveal, publish or otherwise disclose the
Confidential Information of the other Party to
any third party without the prior written consent
of the disclosing Party. These obligations of
confidentiality and nondisclosure shall remain
in effect for a period of fifieen (15) years after

Institution shall take all reasonable steps to limit
the scope of such disclosure and cooperates with

Sponsor in its efforts to limit such disclosure.

Institution shall store all Study documentation
in a properly secured area in accordance with

the security requirements set forth in the DPA.

the termination of this Agreement.

13: Intellectual property

13.1

13:2

(1

Sponsor shall own all right, title and interest in
and to any and all data, information, documents,
materials, and drug product that were provided
by Sponsor or Accelsiors (on behalf of the
Sponsor) to Institution, as well as all right, title,
and interest in and to all data, databases, re-
cords, reports, works, products, deliverables, or
information, that are generated during the per-
formance of the Study and as a result of the Ser-
vices rendered by Accelsiors and/or Investiga-
tor to Sponsor or that relate to the Investigatio-
nal Medicinal Product (collectively ,.Materi-

als).

Institution agrees to assign, hereby assigns, and

shall ensure the Study Team assigns:

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

12:3

12.4

—_

N
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povoluja platné pravne predpisy a normy.
Indtiticia podnikne vietky primerané kroky
na obmedzenie rozsahu takého zverejnenia a
Zadavatel'ovi poskytne sucinnost’ pri snahe
obmedzit’ také zverejnenie.

Indtiticia uchovava dokumentdciu tykajicu
sa Stidie v riadne zabezpetenych priesto-
roch v sialade s bezpeCnostnymi pozi-
adavkami stanovenymi v zmluve o spraco-
vani Gdajov- dalej len ZSU.

Déverné informacie by mala pouZivat' Insti-
tucia a jej riaditelia, zamestnanci, sprostred-
kovatelia, pridruzené spolocnosti alebo
poradcovia na aéely prijimania zaviizkov
InstitGcie podla tejto Zmluvy. Kazda zmlu-
vna strana sthlasi, Ze neodhali, nepublikuje
ani nijakym spdsobom nezverejni Doverné
informacie druhej Zmluvnej strany tretej
strane bez predchadzajuceho pisomného si-
hlasu poskytujicej strany. Tieto povinnosti
zachovania dbvernosti a mlcanlivosti su
platné pocas trvania pitnast (15) rokov po
ukonéeni tejto Zmluvy.

Dusevné vlastnictvo

132

8y

Zadavatel' je vlastnikom vsetkych prav,
narokov a pravnych zaujmov tykajicich sa
vietkych tudajov. informdcii. dokumentov,
materidlov a lieku, ktoré Zadavatel alebo
Accelsiors (v mene ..Zaddvatel'a™) poskytli
Indtitacii, ako aj prav. naroku a pravneho za-
ujmu o vietky udaje, databazy, zaznamy,
hlasenia, prace, produkty, prinosy alebo in-
formacie, ktoré sa vytvoria pocas vykona-
vania Stidie a ako vysledok sluzieb pos-
kytovanych  spolocnostou  Accelssiors
a/alebo Skusajucim Zadavatel'ovi alebo
ktoré suvisia so skusanym liekom, (spolo¢ne
oznacované ako ,materialy*).

Indtiticia tymto sthlasne pridel'uje, postu-
puje a zabezpedi, Ze skiSajici tim postipi:

vietky svoje prislusné prava, néroky a
pravne zaujmy tykajuce sa materialov Zada-
vatel'ovi vratane patentov, autorskych prav a
inych prav dusevného vlastnictva a vlastni-
ckych prav a

20
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(2)

14.

14.1

14.2

all rights of action and claims for damages and
benefits arising due to past and present infringe-
ment of rights resulting from this study.

Institution represents and warrants that Study
Team and Investigator are obliged in writing to
convey to Institution all right, title and interest
in and to all Materials. Institution shall provide
reasonable assistance to Sponsor, at Sponsor’s
expense, to assist in obtaining intellectual pro-
perty protection of Materials, including without
limit executing assignments by Institution and
Study Team and Investigator.

Publication

After the completion of the Study, Institution
shall have the right to publish, present or other-
wise publicly disclose the results of the Study
obtained at Institution only in accordance with
the requirements of this Section 14,

This Study is a multi-center study and the Insti-
tution agrees that it shall not, without Sponsor’s
prior written consent, independently publish,
publicly disclose, present or discuss any results
of or information pertaining to Study or the Ser-
vices conducted under this Agreement until a
multi-centre publication is released; provided,
however, that if a multicenter publication is not
released within twenty-four (24) months after
completion of the Study at all research centres
and locking of the database. Institution shall
have the right to publish its own results genera-
ted in the Study.

14.3 Institution agrees to submit any proposed publi-

14.4

cation, presentation or other public disclosure
(each a “Publication™) to Sponsor for review at
least ninety (90) days prior to submitting such
proposed Publication to a publisher or other third
party and that Sponsor has at least sixty (60)
days of its receipt to advise Institution in writing
of any information contained therein that is
Sponsor Confidential Information, or which may
impair Sponsor’s ability to obtain patent pro-
tection.

Sponsor shall have the right to require Institution
to remove specifically identified Sponsor Confi-
dential Information and/or, in the case of

(2)

13.3

~
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vietky Zalobné prava a naroky na Skody a
vyhody vyplyvajice z minulych a si¢asnych
porudeni prav vyplyvajucich z tejto Stadie.

Institacia vyhlasuje a ruéi, skusajtci tim a
Skasajuci si povinni pisomne oznamit
Institdeii vietky prava, ndroky a pravny za-
ujemn v savislosti so vietkymi materialmi.
Inititicia poskytne Zadavatel'ovi na naklady
Zadavatel'a primerani pomoc pri ziskani
ochrany duSevného vlastnictva materidlov
vratane okrem iného vykonanim uloh In3ti-
tuciou, skusajicim timom a Skusajucim.

14. Uverejnenie

14.1

14.2

Po dokongeni Stidie ma Institdcia pravo
uverejnit, prezentovat alebo inak verejne oz-
namit vysledky Stadie ziskané v Institdcii
len v silade s poziadavkami tejto Casti 14.

Této Studia je multicentricka tadia a Ingtiti-
cia suhlasi, ze bez predchiadzajuceho pisom-
né¢ho suhlasu Zadavatel'a nebude nezavisle
publikovat’, verejne oznamovat, prezentovat
alebo diskutovat’ o ziadnych w¥sledkoch
alebo informaciach tykajiicich sa Studie
alebo SluZieb vykonanych podla tejto
Zmluvy, kym nebude uverejnena multicent-
ricka publikacia. Ak nebude multicentricka
publikécia uverejnena do dvadsiatich tyroch
(24) mesiacov po dokonEeni Stidie vo
vietkych vyskumnych centrach a zamknuti
databazy, Institlicia ma pravo uverejnit svoje
vlasiné vysledky vytvorené pocas Studie.

14.3 Institicia suhlasi s tym, Ze Zadavatel'ovi pred-

14.4

loZzi vietky navrhované publikacie, prezenta-
cie alebo iné materidly na uverejnenie (sa-
mostatne oznacované ako ,.publikacia®) na
posudenie minimélne devitdesiat (90) dni
pred odovzdanim Publikicie vydavatel'stvu
alebo inej tretej strane a Zadavatel ma aspof
Sest'desiat (60) dni od prijatia, aby pisomne
oznamil Institacii akékol'vek informdcie v
nej uvedené, ktoré st Dovemnymi informa-
ciami Zaddvatel'a alebo ktoré mézu narusit
schopnost Zadéavatel'a =ziskal patentovi
ochranu.

Zadavatel’ ma pravo pozadovat od Institacie,

aby odstranila konkrétne Doverné informa-
cie  Zaddvatela a/alebo v  pripade

21
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14.5

14.6

patentable information, to delay the proposed
Publication for an additional one-hundred-and-
twenty (120) days to enable Sponsor to seek pa-
tent protection.

Institution agrees that, except as permitted un-
der this Section 14, Institution, will not:
(i) make any public presentations about the In-
vestigational Medicinal Product, the Study or
this Agreement; (ii) issue any news releases, ar-
ticles or other method of communication with
the general public about the Investigational Me-
dicinal Product, the Study or this Agreement;
(iii) use Sponsor’s name in any form of public
information; or (iv) disclose the existence of this
Agreement or its association with Sponsor,
without Sponsor’s prior written approval, unless
otherwise required by applicable law, and then
only to the extent so required.

The requirements in this Section 14 shall apply
to, interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the Internet, related to the Study,
the IMP, the Materials or the results of the
Study. Sponsor may prepare, use, refer to, and
disseminate or distribute reprints of scientific,
medical, and other published articles relating to
the Study, royalty-free (with respect to Investi-
gator, Institution and Study Team, but other-
wise subject to copyright laws), including such
reprints that disclose the name of Institution
and Investigator.

Termination

150

15.1.1

Sponsor shall have the right to terminate this
Agreement immediately forthwith upon the
happening of any of the following:

if Institution default in the performance or
observance of any of the provisions of this Ag-
reement or the Investigator defaults in the per-
formance or observance of any of the provisions
of the Investigator Agreement and in the case of
default capable of remedy fails to remedy the
default within thirty (30) days of receiving a
written request to do so;

145

14.6

15.

15.1

15.1.1

ay
ACCELSIORS

patentovatelnych informacii odlozila uvergj-
nenie publikacie o stodvadsat’ (120) dni, ahy
umoznila Zadavatel'ovi poZiadat o ochranu
patentov.

Indtiticia sahlasi, Zze s vynimkou pripadu,
ked je to povolené podla tejto Casti 14,
nebude: (i) vytvarat’ akékol'vek verejné pre-
zentacie o skuganom lieku, Stadii alebo tejto
Zmluve, (ii) vydavat akékolvek tlatové
spravy, ¢lanky alebo iné metédy komunika-
cie so Sirokou vergjnostou o skuSanom li-
eku, Stadii alebo tejto Zmluve, (iii) pouZivat
meno Zadévatel'a v akejkolvek forme vergj-
nych informdcii alebo (iv) oznamovat’ exis-
tenciu tejto Zmluvy alebo jej suvislost” so
Zadavatel'om bez predchadzajuceho pisom-
ného schvélenia Zadavatela, ak sa podfFa
platnych pravnych predpisov nevyZaduje
inak, a potom len v potrebnom rozsahu.

PoZiadavky uvedené v tejto Casti 14 platia
pre rozhovory alebo iné kontakty s médiami,
vratane okrem iného s novinami, radiom, te-
leviziou a internetom v sivislosti so Stu-
diou, skuganym liekom, materidlmi alebo
vysledkami Studie. Zadavatel’ moze pripra-
vit', pouZivat, odkazovat na a Sirit alebo
rozdavat’ dotlagené kusy vedeckych, lekars-
kych a inych uverejnenych €lankov sivi-
siacich so Stadiou, bez licenéného poplatku
(v suvislosti so Skusajucim, InStitticiou a
skugajicim timom, ale podliehaji zakonu o
autorskych pravach) vratane dotlaenych
kusov, ktoré uverejfiuji nazov Institicie a
Skusajuceho.

Ukoncenie

Zadavatel' ma pravo ukonéit tito Zmluvu
bezodkladne po tom, ako ddjde k nasleduju-
cim situaciam:

Pripad neplnenia alebo nedodrziavania usta-
noveni tejto Zmluvy zo strany Institicie
alebo neplnenie alebo nedodrZiavanie
akychkol'vek ustanoveni Zmluvy Skusa-
Juceho zo strany Skasajiiceho a v pripade, ak
porudenie. ktoré moZno napravit, nie je nap-
ravené do tridsiatich (30) dni od prijatia
pisomnej Ziadosti o napravu.
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15.1.2.if the risk to enroled Study Subjects associated
with the continuation of the Study becomes
unacceptable;

15.1.3.if any relevant certificate, authorization or
permission necessary to carry the Study is re-
voked, suspended or expires without oppor-
tunity of renewal within the term allowing
performance of this Agreement.

15.1.4 if the Investigator — for any ground — not be in
its position to act in role of investigator and no
replacement investigator is acceptable to both
Sponsor and Institution.

15.2  Sponsor shall have the right to terminate this
Agreement without cause at any time upon 30
days written notice to Institution and this 30-
day period shall begin to be fulfilled by 1 day
following the date of receipt of the notice by
the Institution.

15.3 The Institution shall have the same right as the
Sponsor to terminate this Agreement by
giving written notice at 30 days' notice, which
shall begin on the 1st day following the date
of receipt of the notice to the contracting
authority for the bellow reasons:

15.3.1 If the Investigator is unable to assist in the
performance of tasks under this contract and
no replacement Investigator is available and
acceptable to both Sponsor and Institution.

15.3.2. If an enrolled Study subject is at risk due to
the administered Investigational Medicinal
Product

16. Consequences of termination or completion

16.1  Upon the effective date of termination, Insti-
tution shall conduct a final accounting, which
is subject to verification by Sponsor and Ac-
celsiors. If Sponsor or Accelsiors objects to
any part of the accounting, the parties of the
accounting shall use best efforts to resolve ex-
peditiously any disagreement. Unless this Ag-
reement has been terminated due to reasons
attributable to the Institution, within forty-five
(45) days after receipt of adequate documenta-
tion, and after completion of the Study, Spon-
sor will make payment for undisputed due but
unpaid amounts for the Institution, in accor-
dance with the Financial sheet. Moreover,
upon the effective date of termination the Ins-
titution will without delay return to Sponsor

ACCELSIORS W

15.1.2. Ak je riziko pre zaradené subjekty suvisiace s
pokracovanim Stadie neprijatelné.

15.1.3. Ak je akékolvek prislusné osvedcenie, op-
ravnenie alebo povolenie potrebné na vykona-
nie Studie zruené, pozastavené alebo uplynie
jeho platnost’ bez moZnosti obnovenia v ¢ase.
ktory by umoziioval plnenie tejto Zmluvy.

15.1.4 ak Skusajuci z akéhokol'vek dévodu nebude
schopny konat’ v tlohe skuidajiceho a pre Za-
davatel'a a Indtitdciu nie je prijatel'ny iny nd-
hradny skuasajici.

15.2 Zadavatel md pravo bezdovodne ukoncit’ tato
Zmluvu kedykol'vek s 30 diiovou vypovednou
lehotou. pricom o ukonéeni pisomne infor-
muje Indtitticiu a tato 30 diovd lehota zacne
plnit’ 1difiom nasledujucim po dni dorucenia
vypovede Institdcii.

15.3. Institiciamd rovnaké pravo ako zadavatel
ukonéit tute Zmluvu pisomnou vypovedou v
30 drovej vypovednej lehote, ktora zacne
plynat 1. dnom nasledujocim po dni
dorucenia vypovede zadavaetlovi z tychto
dévodov uvedenych nizsie :

15.3.1. Ak skusajuci nemdze pokracovat' v plnni iloh
podla tejto zmluvy a nenasiel sa nahradny
skasajici. ktory vyhovuje poziadavkam Zada-
vatela aj Institacie.

15.3.2. Ak je ohrozeny zaradeny pacient vplyvom po-
davaného skusaného licku

16.  Dasledky ukonéenia alebo dokonéenia

16.1 V den nadobudnutia GCinnosti ukon&enia
Inétitticia vykond kone¢nt uctovnu zavierku,
ktord overi Zadavatel a Accelsiors. Ak Zada-
vatel' alebo Accelsiors maju vyhrady k
akejkol'vek casti Gctovnictva, zmluvné strany
v ramci UCtovnictva vynaloZia najvyssie
mozné usilie na promptné riedenie akejkol'vek
nezhody. Ak Zmluva nebola ukontend z
dévodov, ktoré moZno pripisat’ Instittcii, Za-
davatel do Styridsiatich piatich (45) dni po pri-
jati vhodnej dokumentédcie a po dokonceni
Studie vykona platbu nevyriesenej nespornej
neuhradenej sumy pre Indtiticiu v sulade s Fi-
nanénou suvahou. Po dni nadobudnutia
uginnosti ukoncenia InStitdcia bezodkladne
vrati Zadéavatel'ovi akékol'vek preplatky, ako
je dohodnuté na uvedenej Finan&nej suvahe.
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17.

any overpaid/surplus amounts as stipulated in
the said the Financial sheet.

Force Majeure

7l

17.2

18.

A Party shall not be in breach of this Agre-
ement if there is a total or partial failure by it
of its duties and obligations under this Agre-
ement as a direct result of any act beyond the
control of the Party, including without limit an
act of God, act of nature, including fire, act of
government, war, civil commotion, embargo,
prevention from or a hindrance in obtaining
raw materials, energy or any other necessary
supplies, and any other reason beyond the
control of the Party. Such Party shall give
written notice to the other Parties of such ina-
bility stating the reason in question. The ope-
ration of this Agreement shall be suspended
during the period in which the reason conti-
nues. Forthwith upon the reason ceasing to
exist the Party relying upon it shall give writ-
ten notice of such fact and of the resumption
of performance of its obligations under this
Agreement to the other Parties.

If the Force Majeure in question prevails for a
continuous period in excess of 14 (fourteen)
days. the Parties shall enter into bona fide dis-
cussions with a view to alleviating its effects,
or to agreeing upon such alternative ar-
rangements as may be fair and reasonable.
Either party may terminate this Agreement, by
written notice to the other party if the Force
Majeure in question prevails for a continuous
period in excess of thirty (30) days.

Sub-contracting, Assisnment

19

Institution shall not sub-contract, assign,
transfer or in any other manner make over to
any third party the benefit or burden of this
Agreement without the prior written consent
of Sponsor.

! Notices

19.1

Any notice or other document to be given un-
der this Agreement shall be deemed to have

ACCELSIORS N

17.  VysSia moc

17.1

Zmluvnad strana neporudi tito Zmluvu, ak
dojde k celkovému alebo €iastoénému zlyha-
niu Zmluvnej strany alebo plnenia jej Gloh a
povinnosti podla tejto Zmluvy v priamom
dosledku akychkol'vek konani, nad ktorymi
Zmluvna strana nema kontrolu, vratane okrem
iného prirodnych katastrof, ako je poziar,
vladne. vojenské akty, ob¢iansky nepokoj,
embargo, branenie ziskavania surovin, ener-
gie alebo inych potrebnych dodavok a iné
dovody, nad ktorymi Zmluvna strana nemad
kontrolu. Takdto Zmluvna strana da pisomny
suhlas ostatnym Zmluvnym stranam, ktorych
sa tyka neschopnost, a uvedie savisiaci
dévod. Uplatiovanie tejto Zmluvy bude po-
zastavené pocas obdobia, pocas ktorého tento
dévod pretrvava. Thned' po tom, ako ddovod
prestane existovat, Zmluvna strana. ktorej sa
dovod tvka. by mala o tejto skutocnosti a o
pokracovani v plneni svojich povinnosti
podla tejto Zmluvy oboznamit’ ostatné Zmlu-
vné strany.

17.2 Ak Vys3ia moc pretrvava pocas obdobia

dlhsicho ako 14 (trnast) dni, Zmluvné strany
zatnil v dobrej miere diskutovat s cielom
zmiernit’ vplyv Vyssej moci alebo dohodnat
sa na takych alternativnych opatreniach, ktoré
mozu byt férové a primerané. Kazda Zmluvna
strana moze ukoncit’ tato Zmluvu pisomnym
oznamenim druhej Zmluvne] strane, ak
Vyssia moc pretrvava dlhSie ako tridsat’ (30)
dni.

18. Subdodavatel’ské Einnosti a postiipenie

19.

15:1

Institicia nesmie zadat subdodavatelovi,
postupit, previest’ alebo inak prepisat na tretie
strany vyhodu alebo bremeno tejto Zmluvy
bez predchadzajiceho pisomného sthlasu Za-
davatela.

Oznamenia

Akékol'vek oznamenie alebo iny dokument,
ktory sa odovzdava podl'a tejto Zmluvy, by sa

24
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been duly given if hand delivered or sent by
courier or post with proof of receipt to the
other Party at the address set out in the Info
Sheet.

20.  Governing law

20.1 The validity, construction and performance of
this Agreement shall be governed by the law
of the Slovak Republic, without its rules of
conflicts of laws.

20.2  Any dispute, controversy, or claim arising out
of or relating to this contract, or the breach,
termination, or invalidity thereof and not sett-
led amicably, shall be settled by competent
court of the Slovak Republic.

21. Survival

Sections 2.3 (Personal data protection), 7
(Monitoring), 8 (Inspections), 9 (Sponsor audits), 12
(Confidentiality), 13 (Intellectual property), 14
(Publication) and 16 (Consequences of termination or
completion) of this Agreement shall remain in force
notwithstanding  the  expiration,  termination,
cancellation of this Agreement.

22. Miscellaneous

22.1 Info Sheet, Financial Sheet and Appendices
are integral part of this Agreement.

22.2  This Agreement has been translated into Slo-
vak language and the Slovak text constitutes
its integral part. In case of discrepancies the
Englishversion shall prevail.

22.3  This Agreement has been drawn up in three
(3) identical copies in Slovak and in English,
one for each signatory party and one for Ac-
celsiors.

22.4 Inmaking and performing this Agreement, the
parties act and shall act at all times as inde-
pendent entities and nothing contained in this
Agreement shall be construed or implied to
create an agency, partnership or employer and
employee relationship between Accelsiors,
Sponsor or Institution.

ACCELSIORS

mal povaZovat za riadne odovzdany, ak je
dorugeny osobne alebo odoslany kuriérom
alebo postou s potvrdenim o prijati druhej
Zmluvnej strane na adrese stanovenej na In-
formacénom liste.

20.  Rozhodné priavo

20.1. Platnost. interpretacia a vykonavanie tejto
Zmluvy sa riadi vSeobecne zaviznymi
pravnymi predpismi vritane zdkonov Slo-
venskej republiky bez koliznych noriem.

20.2 V pripade, ak akykolvek spor, nazorovy
nestlad alebo narok vyplyvajici z alebo suvi-
siaci s touto Zmluvou alebo porusenie,
ukonéenie alebo neplatnost’ tejto Zmluvy
nebudu urovnané zmierom. bude ich riesit
prislusny sud Slovenskej republiky.

21. Zachovanie platnosti

Casti 2.3 (Ochrana osobnych tdajov), 7 (Monitoro-
vanie). 8 (InSpekcie). 9 (Audity Zadédvatela), 12
(Zachovanie dovernosti). 13 (Dudevné vlastnictvo).
14 (Uverejnenie) and 16 (Dosledky ukoncenia alebo
dokonéenia) tejto Zmluvy ostavaju v platnosti bez
ohl'adu na uplynutie, ukonenie alebo zruienie tejto
Zmluvy.

22. Rizne

22.1 Informaény list, Finanénd stivaha a Dodatky
tvoria neoddelitelna stcast’ tejto Zmluvy.

22.2 Téato Zmluva bola preloZenda do slovenského
jazyka a slovenské znenie je jej neoddeli-
tel'nou sucastou. V pripade nezrovnalosti ma
prednost slovenské znenie.

223 Tato Zmluva bola vyhotovena v troch (3)
rovnopisoch v slovenskom a anglickom
jazyku, z ktorych jeden dostane kaZda podpis-
ujlica strana a jeden dostane Accelsiors.

22.4  Pri uzatvérani a plneni tejto Zmluvy Zmluvné
strany konaju vzdy ako nezavislé subjekty a
ni¢, ¢o je uvedené v tejto Zmluve, sa nesmie
interpretovat alebo nepriamo vyjadrovat s ci-
elom vytvorit zastupitel'stvo, partnerstvo
alebo vztah medzi zamestnavatelom a za-
mestnancom medzi Accelsiors, Zadavatel'om
alebo Instituciou.
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225

22.6

22:7

228

Either Party’s failure to require the other Party
to comply with any provision of this Agree-
ment shall not be deemed a waiver of such
provision or any other provision of this
Agreement.

Sponsor may designate one or more of its
Affiliates or contractors to perform some or
all of the obligations hereunder. For purposes
of this Agreement, “Affiliates™ shall mean
any corporation or business entity controlling,
controlled by or under common control with
Sponsor.

This Agreement contains the entire under-
standing of the Parties with respect to the sub-
ject matter hereof and supersedes all other
verbal and written agreements, representa-
tions and warranties to the extent that they are
not included herein.

This Agreement shall enter into force on the
day of its signature by the Parties and shall
become effective on the day following its
publication in the Central register of contracts
at www.crz.gov.sk and in accordance with
Act 546/2010, as amended and within the
meaning of § 5a par. 1 of Act no. 211/2000
Z.z. on Free Access to Information, as
amended. Sponsor agrees to the disclosure of
this Agreement under the preceding sentence.

IN WITNESS WHEREOF the parties have hereto en-
tered into this Agreement on the day and year set

forth above.

)

S

22.5

22.6

ACCELSIORS

Ak ktorakolvek Zmluvna strana zlyha pri
plneni akychkol'vek ustanoveni tejto Zmluvy,
nepovaZzuje sa to za zruSenie takého usta-
novenia alebo iného ustanovenia v tejto
Zmluve.

Zadavatel méze urcit’ jednu alebo viacero
svojich Pridruzenych spolo¢nosti alebo doda-
vatel'ov, aby vykonali nicktoré alebo vietky
povinnosti podl'a tejto Zmluvy. Na ucely
tejto Zmluvy ., Pridruzené spolocnosti* zna-
menaju akékol'vek spolognosti alebo ob-
chodné subjekty, ktoré kontroluju Zadava-
tel'a, si kontrolované Zadavatel'om alebo su
pod spoloénou kontrolou Zadavatel'a.

22.7 Tato Zmluva predstavuje uplni dohodu Zmlu-

vnych strdn s ohladom na predmet tejlo
Zmluvy a nahradza vietky ostalné ustne a
pisomné dohody, vyhlasenia a zaruky v ro-
zsahu, v ktorom nie si zahrnuté v tejto
zmluve.

22.8 Tato Zmluva nadobuda platnost’ v den jej pod-

pisu Zmluvnymi stranami a U¢innost’ v def
nasledujtci po dni jej uverejnenia v Centrél-
nom registri zmliv na www.crz.gov.sk a v
stlade so Zakonom 346/2010, v zneni zmien
a doplneni a v zmysle § 5a ods. 1 Zakona ¢.
211/2000 Z. z. o slobodnom pristupe k infor-
macidm a o zmene a doplneni niektorych za-
konov. Zadavatel sthlasi so zverejnenim tejto
Zmluvy podla predchadzajicej vety.

NA DOKAZ TOHO Zmluvné strany tymto uzat-

véraji tato Zmluvu vo vy§sie uvedeny den a rok
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