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ACCELSIORS~ 

CLINICAL TRIAL ZMLUVA 0 KLINICKEJ STUDII 
AGREEMENT 

I. STUDY SPECIFIC I. INFORMACNY LIST 
INFORMATION SHEET 

~ , 
PRE STUDIU 

("Info sheet") {,Informacny list") 

CO'-'TRM:TI:'\G P,\R'f n:.': Z \II ,H\ :-;t ~nlH:'\"\: 

Sponsor (..Spon- AETERNA ZENTARIS Zadavatel' ( .. Za- AETERNA ZENTARIS GMBH 
sor'') : GMBH davatel'·'): 

Sponsor's regis- WEISMUELLERSTR. 50 Registrovane WEISMUELLERSTR. 50 
tered scat: D-603 14 FRANKFURT AM MAIN sidlo Zadavatel'a: D-60314 FRANKFURT AM MAIN 

GERMANY NEMECKO 

Sponsor address Attn: Dr. Nicola Ammer, CMO Adresa na Adresat: Dr. Nicola A mmer, CMO 
for notification: Weismuellerstr. 50 D-603 14 Frank- zasiclanie Weismuellerstr. 50 D-603 14 Frankfurt 

furt am Main Germany oznameni am Main Nemecko 
Zadavatel'ovi: 

Cont ract Rc- ACCELSIORS AG. Zmluvmi ACCELSIORS AG. 
search Organisa- vyskumna 

tion (, CRO" or organizacia 

, Accelsiors") 
(, CRO·' a lebo 
, Accelsiors") 

CRO regisered Bahnhof-Park 2, CH-6340 Baar, Registrovane Bahnhof-Park 2, CH-
seat: Switzerland sidlo Zmluvnej 6340 Baar, Svajciarsko 

vyskumnej orga 
nizacie: 

CRO representa- Dr. Mihaly Juhasz, Chairman of the Zastupca MUDr. Mihaly Juhasz, 
tivc BoD Zmluvnej Predseda Predstavenstva 

vyskumnej or 
ganizacie 

Sponsor authori- C8J contract term negotiation Zmluvna C8l dohodnutie trvania 
zation to C RO: C8J budget negotiation v)•skumna zmluvy 

C8J contract signature organizacia C8J dohodnutie rozpoctu 
C8J monitoring 

povcruje C8J podpisanie zmluvy 
C8J site management ~ monitorovanie 
~ invoice payment Zadavatcl'a na: ~ manazment 

pracoviska 
C8l uhradu faktur 

CRO address for Attn: Dr. Mihaly Juhasz Adresa na Adresat: MUDr. Mihaly 
notificaton: Bahnhof-Park 2, CH-6340 Baar, zasielanie Juhasz 

Switzerland oznameni Bahnhof-Park 2, CH-
Zmluvnej 6340 Saar, Svajciarsko 
vyskumnej 
organizacii: 
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ACCELSIORS~ 
Institution (''] n- Pediatric faculty hospital Koskf' lnstitucia Detska fakultna 
stiMion") ( .. lnstitucia'·) 

nemocnka Kosice 

Institution repre- Andrej Koman, MD Zastupca MUDr. Andrej Koman 
senta tive lnstitucic: 

Institution's reg- Tt·. SNP 1 Rcgistrovana Tr. SNP 1, 040 11 
istered address: 040 11 Kosice, Slovakia adresa lnstitucie: Kosice, Slovenska r e-

I_)J_ublika 
Institution's tax 2020777880 Danove identif 2020777880 

number: ikacne cislo 
lnstitucie: 

Institution ad- Attn: JUDr. Gabriela Ballaschova Ad res a na Adresat: JUDr. Gabriela 
dress for notifi- Pediatric facul ty hospital Kosice zasielanie Ballaschova 

cation: Tr. SNP I oznameni Detska fakultna 
040 II Kosice, Slovakia Phone: Institucii: nemocnica Kosice 
05512352228 Tr. SNP 1 
e-mail:gabriela.bal- 040 ]] Kosice, Slovakia 
laschova@dfnkosice.sk Phone: 05512352228 

e-mail:gabriela.bal-
laschova(li}dfnkosice.sk 

Institution's National treasury Banka lnstitucie Statna pokladnica 

bank 

Bank account SK50 8 180 0000 0070 0028 0825 Cislo bankovehfj SK50 8180 0000 0070 0028 0825 
number (IBAN): uctu (IBAN): 

SWIFTIBIC SPSRSKBA SWIFTIBIC SPSRSKBA 

PROTOCOL Rt:l. \ n:o 1:\f'ORMA I 10:\ 1!\'FORMACH: TI'I{,\JUCf: SA f'ROTOJ<Ot.!: 

Protocol No.: AEZS-130-P02 C. protokolu: AEZS-l30-P02 
("Protocol'') (''Protokol'') 

Protocol Final 2.0 version (as amended), Verzia Verzia 2.0, zo dna 23. septembra 
version Dated 23. September 2021 Protokolu 2021 (v zneni zmien a doplneni) 

(final version, (finalna verzia, 

date): datum): 

Study name Multicenter, open label trial to in- Nazov stu die Multicentrickt\ otvorene klinicke 
("Study"): vestigate the efficacy and safety of a (,Studia"): skusanie na preskumanie ucinnosti a 

single oral dose of 1.0 mglkg mac- bezpecnosti jednorazovej peroralncj 

imorelin acetate as growth honnone davky I ,0 mglkg mac imorel in ace-
stimulation test (GHSTt) in pediat- tatu podanej na vykonan ie stimu-

ric patients with suspected growth lacneho testu rastoveho horm6nu 

honnone deficiency (G HD)- the (GHST) u pediatrick)lch pacientov s 
DETECT Trial podozrenim na nedostatok rastoveho 

horm6nu (GHD)- Sh.'llsanie DE-

TECT 

Site no : SKO I I C. pracoviska: SKOI 
AEZS- 130-P02- lnstitution I AEZS- 130-P02 - lnstitucia 2 

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček

tkusnyirova
Textový rámček



I nvestigationa I Macimorelin 

Medicinal 

Product 

(" IMP"): 

EudraCT No: 20 18-001989-42 

Effective date This Agreement shall enter into 

of Agreement: force on the date of the last signa-

("Effective ture of the Parties, and it' s effectiv-

Date'') ity starts on the day fo llowing its 

publication in the Central Register 

of Agreem e nts in accordance with 

the law as defined below. 

This Agreement shall be deemed in-

va lid, accordi ng to§ 47a par. I of 

the Act no. 546/20 I 0 Coli, if the 
Agreement has not been published 

within 3 (three) months of the con-

elusion of the Agreement. 

Investigator' s Version 9.0, dated 17 July 202 1 
b rochure 

(final version, 
date): 

S1 rr. I!WOR'L' TIO~ 

Site: ("Site" or Pediatric and ado lescence cl inic, 
"T nstitution") Pediatric facu lty hospital Kosice 

Site address: T rieda SNP 1, 040 II Kosice, 

Slovakia 

Skusany lick 

(,IM P"): 

Cislo Eu-

draC T: 

Deii nadobud-

nutia 

ucinnosti 
Zmluvy: 

(, Den 

nadobudnutia 

ucinnosti") 

Prirucka p re 

skusajuceho 

(fi n{tl na verzia, 

datum): 

--,~ 
ACCELSIORS'' 

Macimorelin 

20 18-001989-42 

Tato Zm luva nadobuda platnost' v 

den podpisu poslednej zo 

Zm luvnych stnln a ucin nost' 

nadobuda tato zm luva dnom 

nas ledujuc im po d n i j ej 

zverejnenia v Centni lnom registry 

zmluv v sulade so zakonom defi -

novanym nizsie 

Tato Zmluva sa podl'a § 47a ods. I 

Zakona c. 546/20 I 0 Z. z . povaiuj e za 

neplatnu, ak nebola z verejnena do 3 

(troch) mesiacov od uzavretia 

Zmluvy. 

Verzia 9.0, zo dna 17. j ula 202 1 

ISFORM,\CIF. 0 I'R.\CO\'lSKt: 

P racovisko: K li nika de ti a dorastu, De tska 
(,Pracovisko·' faku ltna ne mocnica K os ice 

a lebo 
"Tnstittlcia") 

Adresa Tried a SNP I, 040 II Kosice, Slov-

pracoviska: enska republ ika 

IN\ ' ESl'IGATOR: Sh':t'S \.1\JCI: 

PJ"incipal in- Adria na Dankovc ikova, M D Zodpovedny MUDr. Adriana Dankovcikova 

vestigato r skusajuci 

(, PI" or , Inves-

tigator") 

(,ZS" alebo 
, Skusajuci") 
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ACCELSIORs'1 
STIIO\" TrA~I: SKUSAJUCI Ti!\1 

Study Team 

("Study 

Team"): 

Ttl\IELINES: 

Estimated re-

cruitment start 

at Institution:: 

Estimated 

End o f Tria l: 

Competitive 

enrollment: 

eCRF compte-

tion timel ine 

• To be delined in a separate 
Annex to this Agreement. 

October 2023 

March 2024 

C8:J yes 0 no 

5 working days after visit performed, 
max I 0 working days 

St:R\.ICE.."i m•INSTJnrnoN: 

C8:J yes 0 no Space fo r conducting Study 

[8J yes 0 no Space for permanent monitoring of 
Study 

C8:J yes 0 no Electricity 

[8J yes 0 no Internet 

[8J yes 0 no PCilaptop 

[8J yes 0 no Telephone 

[8J yes Ono Fax line 

C8:J yes 0 no Place for storage of Study materials 

C8:J yes 0 no Place for storage or archiving of 
Study documentation 

C8:J yes 0 no Hygienic requirement 

Site no: SKO I I C. pracoviska: SKOJ 
AEZS-130-P02- Institution I AEZS- 130-P02 - Tnstitucia 

Skusajuci tim 

( Skusajuci 
tim) 

• Definovane v samostatnej prflohe k 
tejto zm luve 

HAH.I\lONOGit·\:\1: 

Zacatie studic: Okt6ber 2023 

Odhadovany Marec 2024 

koniec 

studie: 

Nabor na C8:] ano 0 nie 
zaklade 
vyberoveho 
konania: 
Harmonogram 5 pracovnych dni po vykonanf 
vyplnenia el- navstevy, maximalne l 0 pracovnych 
ektron ickeho dni 
form ulara pre 
ucaslnfkov 
klinickej studie 

Su'ZB\' INS'rrntoE: 

C8:l ano 0 nie Priestor na vykonavanie Studie 

[8J {mo 0 nie P riestor na stale monitorovanie Studie 

[8J ano 0 nie Elektrina 

C8:l ano 0 nie Internet 

[8J ano 0 nie PCilaptop 

[8J ano 0 nie Telef6n 

[8J ano 0 nie Faxova linka 

C8:l ano 0 nie Miesto na uskladnenie materialov 
(Jikajucich sa Studie 

C8:l ano 0 nie Miesto na uskladnenie dokumentacie 
cykajucej sa Studie 

C8:l ano 0 nie Hygienicke potreby 
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SI!PPORTI~G St:R\'ICt:.S Of INSTil" I 101\: 

~yes 0 no Receipt, storage and handling of the 

IMP and comparators according to the 

Protocol requirements and instructi-

ons of Sponsor and Accelsiors. 

~yes 0 no Centrifuges 

IZJ yes 0 no Freezer between -20°C and -80°C 

IZJ yes 0 no Refrigerator (+2°C - +8°C) 

IZJ yes 0 no ECG 

IZJ yes 0 no Sphygmomanometer 

IZJ yes 0 no Body thermometers 

IZJ yes 0 no Stadiometer 

IZJ yes O no Weight scale 

fSI yes 0 no Min - max thermometers 

IZJ yes 0 no X-Ray 

SPONSOR PRO\'IOEO EQliiPMt::-.'TISUPPUI':S 

IZJ yes 0 no Central Laboratory kits for study spe-
cific laboratory assessments (Appen-
dix l of the protocol) including 
macimorelin PK, PD, Urinalysis, Bi-
omarker, Haematology, Biochemis-
tty, H01mones, highly sensitive urine 
human chorionic gonadotropin (hCG) 
pregnancy test. 

IZJ yes 0 no Electronic Study Subject Diaries 
Electronic Case Repo11 Form (eCRF), 
Interactive Web Response System 
(IWRS). 

IZJ yes 0 no Min-Max thermometers for !P moni-
toring or nessesary device in case of 
Central ised Temperature Monitoring 
System 

0 yes fSI no ECG 

0 yes fSI no Other (to be specified ) 

Site no: SKO l I C. pracoviska: SKO I 
AEZS- 130-P02- Institution I AEZS-1 30-P02 - Institucia 
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ACCELSIORS~ 

PODPOR~E SU'ZB\' I~S"flTikiE: 

~ {mo 0 nie Prfjem a uskladnenie skusam!ho lieku 

podra poziadaviek Protokolu a 

pokynov Zadavatel'a a Accelsiors. 

fSI ano 0 nie Odstredivky 

fSI ano 0 nie Mraznicka s teplotou od -20 oc do -

80 oc 

IZl ano 0 nie Chladnicka (+2 °C- + 8°C) 

IZl ano 0 nie EKG 

IZl ano 0 nie Tl akomer na meranie krvneho tlaku 

IZl ano 0 nie Teplomery na meranie telesnej 

teploty 

IZl ano 0 nie Vyskomer 

IZl ano 0 nie Vaha 

IZl ano 0 nie Min - max teplomery 

IZl ano 0 nie rontgenovych lucov 

\'\'II,\ n:~ U:IDODA \ 'KY I'OSKn-:-.1 n·f: ZAO..\ \' ATEl:OI\1 

fSI ano 0 nie Supravy centralneho laborat6ria pre 

speci ficke laborat6rne hodnotenia stu-
die (prfloha l protokolu) vratane ma-

cimorel inu PK, PD. analyzy mocu, 
biomarkerov, hematologic, 

biochem ic, horm6nov, vysoko citl ivy 

mocovy tehotensky test na chori-

6novy gonadotropin (hCG) 

fSI ano 0 nie Elektronickc denniky ucastnikov stu-
die, Elektronick)' zaznamovy formu-
Jar ucastnfka studie (eCRF), interak-
tfvny webovy system o lieku (I WRS). 

IZl ano 0 nie Min - max teplomety na monitorova-
nie IP a lebo potrebne zariaden ie v prf-
pade systemu centra lizovaneho moni-
torovania teploty 

0 ano fSI nie EKG 

0 ano IZl nie Ine Ue potrebne specifikovat') 
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ACCFLSIORS~ 

RF.CRlJIT:\1K!XT Dt::T,\Il.S: PODROB:'\OSTI 0 ~ABORE: 

No. of expected enrolled patients 3 

CI.I'\IC \1. TRIAL 1!\ISl'RA~CE: 

Insurance Newline Group (Lloyd's Insurance 

company: Company S.A) 

Insurance pol- UBML T2200 197 

icy no.: 

"AI'Pl.IC \BL£ LAWS & ST,\SOARf)S"' (AS ,\:\1 El\'OEO) 

Ethical Prin- ICH-GCP E6 (R2 version) 

ciplcs 
Helsinki declaration 

Pharmaceutical Act No: 362/201 1 Coli. 

law 
Act on Medicinal Products and Med-

ical Devices and on Amendments to 

Certain Acts, as amended 

Civil Code Slovak Republic Act No. 4011964 

Coli. Civi l Code as amended 

GDPR EU General Data Protection Regula-

tion (20 I 6/679) 

Data protec- Act no. 18/20 18 on personal data 

tion law protection and amending and supple-

menting certain Acts 

Anti-bribery Criminal Code (Act No. 300/2005 

laws Col i., as amended) 

Code of Criminal Procedure (Act 

No. 30112005 Coli., as amended) 

Site no: SKOI I C. pracoviska: SKO I 
AEZS-1 30-P02- Institution I AEZS- I 30-P02 - lnstitttcia 

PoE. predpok- 3 

ladanych za

radenych paci

entov 

POISTf.~IF. h:Lil\lCKEJ ~UOIF: : 

Poist'ovacia Newline Group (Lloyd' s Insurance 

spoloC:nost': Company S.A) 

C. poistnej UBML T2200 197 

zmluvy: 

,.PLA T~t: PR,\ V~E PRlOPlS\' A :-101{1\f\'" (\' z~•:Ni 

Z!\m: i'/ ,\ OOPL'if.~i) 

Eticke zasady !Cl-1-GCP E6 (verzia R2) 

Helsinska deklaracia 

Farmaceuticke Zakon c. 362/2011 Z. z. 

pravo 
Zakon o liekoch a zdravotnickych 

pomockach a o zmene a doplneni 

niektor\lch 
' 

zakonov v zneni 

neskor~ich predpisov 

Obciansky za- 4011 964 Zb. ObC:iansky zakonnik v 

konnik zneni neskorSich prcdpisov, Slo-

venska republika 

GDPR Vseobecne nariadcnie EU o ochrane 

ttdajov (20 I 6/679) 

Zakon o Zakon c. I 8/2018 Z .z. o ochrane 
ochrane udajov osobnych udajov a o zmene a 

dop lneni niektorych zakonov zneni 

neskorsich predpisov 

Protikorupcne Trestny zakonn fk (Zakon c. 
zakony 300/ 2005 Z . z ., v zneni z mien a 

Trestn)' poriadok (Zakon c. 

30 I /2005 Z. z., v znen i nes kors fch 

predpisov 
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Act on regis- Act no. 54612010 Coli. Amending 

tration through and supplementing Act no. 4011964 

Central Regis- Coli., the Civil Code, as amended 

ter of Con-

tracts 

Act No. 2 1112000 Coli. 

Act on free access to information 

and on amendments and supple-

ments to certain acts (Freedom of In-

fonnat ion Act) 

Transparency NIA 
law 

APPEZ\'DICES TO THt: CLINIC\.1. TRt\L AGREEME:-.-r: 

[81 Protocol [separate document, incorporated here by 

reference] 

[81 Patient informed consent fonn (, Main ICF''), [sepa-

rate document, incorporated here by reference] 

[81 Patient informed consent f01m Parents (, TCF Par-

ents"), [separate document. incorporated here by refer-

ence] 

[81 Patient infonned assent (, Assent 6-11 years"), 

[separate document, incorporated here by reference] 

[81 Patient informed assent (,Assent 12-17 years"), 

[separate document, incorporated here by reference] 

[81 Investigator's brochure [separate document, incor-

porated here by reference] 

[81 Data Processing Agreement [separate document, in-

corpora ted here by reference] 

[81 List of Study Team members (sub-investigators, 

n urses) [separate document, incorporated here by ref-

erence] 

Site no: SKO 1 I C. pracoviska: SKO I 
AEZS-130-P02- Institution I AEZS-1 30-P02- Tnstitucia 

Zakon o 

registnicii 

prostrednictvom 

Centnilneho 

registra zm luv 

Zakon o trans-

parentnosti 

~,~ 

ACCELSIORS~ 
Zakon c. 54612010 Z. z. ktor)rm sa 

dopina zakon c. 40/1964 Zb. 

Obciansky zakonnik v znenf 

neskorsich predpisov a kt01jm sa 

menia a dopinaju niektore zakony 

Zakon c. 21112000 Z. z. 

Zakon o slobodnom pristupe kin-

formaciam a o zmene a doplneni 

niektOI)ich zakonov (zakon 0 sJo-

bode informacii) v zneni neskorsich 

predpisov 

NIA 

PRiLOHY- ZMUiV£ o KI.INICKf.J S'rl:un: 

[81 Protokol [osobitny dokumem, v tomto dokumente 

je pripojeny odkaz k nemu] 

[8) Formular informovaneho suhlasu pacienta ( .. Hiavny 

ICF'·),[osobitny dokument. v tom to dokumente je 

pripojeny odkaz k nemu] 

Formular informovaneho suhlasu pacienta Rodicia 

(,ICF Parents"),[osobi tny dokument, v tomto 

dokumente je pripojeny odkaz k nemu] 

[81 Suhlas informovany pacientom (,.Suhlas 6- I I ro-

kov"), [osobitn)' dokument, v tomto dokumentej e 

pripojeny odkaz k nemu] 

[81 Suhlas informovany pacientom (, Stth las 12- 17 ro-

kov"), [ osobi tny dokument, v tom to dokumente je 

pripojeny odkaz k nemu] 

[81 Brozura vysetrovatel'a [osobitny dokument, v tomto 

dokumente je pripojeny odkaz k nemu] 

[81 Zm luva o spracovani udajov [osobitny dokument, v 

tom to dokumente je pripojeny odkaz k nemu] 

[81 Zoznam s kusaj uceho timu (S poluskusajuci, 

studijne sestry) [osobitny dokument, v tomto 

dokumente j e pripojeny ako priloha] 
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II. Financial Sheet 

Institution 

Sponsor and Institution agree that Institution 's fee 

shall mean the Study fee provided under this Fi nancia l 

Sheet that is payable to the Institution for performing 

its services/ supporting services in accordance with the 

tenns of this Agreement. 

For clarity, Parties declare that the Investigator shall 
be responsible fo r the divis ion 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. 

..... ,,_ 
ACCELSIORS~ 

II. Financna suvaha 

Institucia 

Zadavatel' a Institucia sa dohodl i, ze odmena pre Insti-

tuciu znamena platbu za kl inicku studiu, ktora sapos-

kytuje lnstitttcii podl'a tejto Financnej suvahy za vyko-

nanie sluzieb/podpomych sluzieb v sulade s podmien-

kami tejto Zm luvy. 

Pre ujasnenie, strany vyhlasuju, ze skusajuci je zod-

povedny za rozdelenie akychkol'vek uhrad skusa-

juceho timu za taketo sluzby, pricom sa platbu 

poplatku za vykonavanie studie rozdeli mcdzi skusa-

jucim a clenmi skusajuceho timu. 

TOT AI. Sn D\' BUDGET PER COI\IPLE rEO P.\TUXI': CEU<OV\' ROZI'OCET KLI~ICKE.I ~T(10if: ~.\ 

DOKONCF.N(HO P.\CIF.:\,-,\: 

Total budget for 
Institution pea· 
completed pati

ent 

C ompleted pa
tient: 

1600 € I I completed patient 

[calculated for I completed 

patient) 

Each evaluable Study Subject, 
who completes the Study from 

Screening visit to the Visit 6. 

Celkovy 

rozpocet pre 

Jnstituciu na 

dokoncencho 

pacienta 

Ookonccny pa
cient: 

Evaluable pa
tient: 

Study subject who: Hodnotitel'ny 
[8] is recruited in accordance pacient: 

with the Protocol; and 
[8] in respect of whom the Study 

has been conducted in accordance 
with this Agreement; and 

[8] who completes all Protocol 

specified assessments and visits, 

and 

[8] in respect of which Study que

ries have been resolved to the sat

isfaction of Sponsor or designee 

Site no: SKO 1 I C. pracoviska: SKO 1 
AEZS-130-P02- Institution I AEZS- 130-P02 - Jnstitucia 

1600 -/ 1 dokonceny pacient 

[ vyput: itany na I. dokoncem!ho 

pacienta) 

Kazdy hodnotitel'ny (tcastnik klin

ickej studic, ktory dokonci svoju 

ucasr' na Stttdii , od vykonania skrr

ningu az po 6. navstevu. 

Ucastnik klinickej studie, ktory: 

[8] bol zaradeny do klinickej stud ie 

v sulade s Protokolom a 
[8] s ohl'adom na ktoreho sa vyko

nava klinicka studia v sulade s touto 

Zmluvou 

[8] dokoncil vsetky vysetrenia uve
dene v Protokole a navstevy 

[8] s ohl'adom na ktoreho bol i 

vyri csene otazky \)'kajuce sa kli
nickej studies ciel'om uspokojit' Za

davatel'a alebo urceny subjekt 
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--,,. 
ACCELSIORS'1 

Number of 3 Pocet do-
.., 
-' 

completed pa- koncenych paci-

ticnts estimated entov na tomto 

at t his site : pracovisku (od-

had): 

Cu:-.tc.\1. Sn ll\' St:R\'ICE RUMBI IRSI . \1Ei'IJPI:n ~.\nnAnA 7~' St.ttisvnl\.\Jtto: s, Kt .Nich-r:., sn·mr. 
SI ' IJJECI' 1-'I::t:J: II'OPIXI'Oh: /'..,\ SIJBJEKIJ: 

Schedule 0/o € Rozvrh 0/ o € 

Sched- Total per 100% 1600 € Rozvrh Celkom na I 100% 1600 € 
ule of patient platieb (pre pacienta 
pay-

Screening 
platne za-

Skrining ( I. 
mcnts radenych ale 

(for 
(visit I) 29.4% 470.40 € mivsteva) 29.4% 470.40 € 

ne-

validly Visit 2 17.6% 28 1.6 € dokoncenych 2. mivsteva 17.6% 28 1.6 € 

en- pa cientov): 

rolled 
Visit 3 11 .8% 188.8 € 3. navsteva 11 .8% 188.8 € 

but in- Visit 4 11 .8% 188.8 € 4 . navsteva 11 .8% 188.8 € 
com-

plete 
Visit 5 14.7% 235.2 € 5. navsteva 14.7% 235.2 € 

pa- Visi t 6 14.7% 235.2 € 6. mivstt:va 14.7% 235.2 € 
tients): 

OTIU:R CO~T Rf:I\IBllRSl::\JF.i\,.: N .\JIR,\l>Y l!liVCII ;\'.\l<l .. AIIOV: 

Fee for screen 

failures: 

Fee for unsched

uled visits/ 

phone calls: 

Sponsor agrees to reimburse 200 Poplatok za zly- Zadavatel' poskytne nahradu 200 € za 

€ for each Screen Failure and for hanic skriningu: kazde zlyhan ie skri-ningu a spolu max-

up to a total of 3 (three) Screen imalne za 3 (tri) zlyhania skriningu na I 

Failures per I (one) randomized 

Study Sub-ject. If the Insti tution 

does not randomize any Study 

Subject, the fee of 200 € for 

each Screen Failure wi ll be paid 

for up to 5 (five) Screen-fai led 

Study Subjects. 

Only focused assessments 
(guided by the reason for the 

visit) are foreseen for these visits 

and will be performed in agree

ment with the Sponsor. Such vis

its will be paid sepa-rately in the 

amount of I 00 EUR per visit. 

Poplatok za 

ncpl:inovane miv

stevy/tclefonicke 

hovory: 

Uedcn) randomizovany ucastnik klin

ickeho skt1sania. Ak lnstitucia nerandom
izuje ucastnika klinickej studie, bude 

poukazany poplatok 200 € za kazde zly

hanie skiningu, spolu maximalne za 5 
(pat') ucastnikov klinickej studie, u 

ktorych doslo k zlyhan iu skri-ningu. 

Pre tieto mivstevy sa predpokladaju iba 

cielene ukony (vedene dovodom miv

stevy) a budu vykonane po dohode so za

davatel'om. Taketa navstevy budu 

uhradenc pausalne vo vyskc I 00 EUR na 

navstevu. 

Si te no: SKO I I C. pracoviska: SKO I 
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EC fees: 

X-Ray I EC G 

Fee: 

Contract man

agement fee (if 
applicable): 

Archiving fee (if 

applicable): 

Patient' s Hos

pitalization 

Expenses against submi tted in

voices re lated to submiss ion(s) 

to Ethics Committee shal l be 

paid separately. 

Poplatky Etickej 

komisie: 

The fee for X-Ray and ECG are poplatok za RTG a 

included in the visit fee. EKG 

Will be paid separately in the Poplatok za 

amount of 500 € zmluvne riadenie 
(ak sa uplatiiuje): 

Will be paid separately in the Archivacny pop-

amount of 500 € latok (ak sa up
lattluje): 

If hospitalization w ill be Hospitalizacia 

requested upon Investigator's pacienta: 

decis ion, Ins titution will be 

informed in advance and hos-

pitalization accordingly will 

be paid separate ly, DRG for I 
day of hospita lizatio n of a 

patient 111 case of g rowth 

hormone d efic iency fo r each 

started day would be 

proposed amount of 636,00 E 
I I patie nt , max imum 2544 El l 

enrolled participant = patient. 

---,,. 
ACCELSIORS ~ 

Naklady na zaklade predlo~enych fak tur 

suvisiacich s predkladanirn ziadosti a 

dokumentacie Etickej kornisii sa platia 

osobi tne. 

Poplatok za RTG a EKG je zah rnucy v 

poplatku za nav~tevu. 

Plati sa osobitne vo vy~ke 500 € 

Plati sa osobitne vo vyske 500 € 

v pripade, ze sa na zak lade 
zhodnoteni a skusajuceho bude 
vyzadovat' hosp ital izacia, Instituc ia 
bude o to m in fo rmovanci a 
hospita lizacia sa bude pla tit' osobitne, 
DRG na I d en hospita lizacie pacienta 
pri nedostatku rastove ho horm6nu by 

predstavoval za kazdy zacat:Y den 
nam i navrhovanu ciastku denne 
636,00 E / 1 pacient , maximalbne 
2544 Ell zarade ny ucastnik = pacient. 

SliPI'ORTI~G Sf:R\'In:s PRO\'JDED B\' SPONSOR POIWORNE POI'L\TKY, "fORE POSJ..'1Tl 'J E Z.AU,\ \'.\Tf.C (POP-

(CO~I'S \\ 11 .1.~01' BE CHARGED fO INS'I rniTIO!'>): ,.,,TKY s.\ ~r.tnmir i:tTov,,t JNsnn'ic:n): 

Central analyses ~yes 0 no Ccntnilnc ~anoO nie 

All study specific laboratory as-
analyzy 

Vsetky laborat6mc vysetrenia specificke 

sessments (Appendix I of the pre srudiu (Priloha 1 protokolu) v ratane 
protocol) including mac- m acim o re Hn u PK, PO, analyzy mocu, 
imorelin PK, PD, Urinalysis, biomarkerov, hemato16gie, biochemic, 
Biomarker, Haematology, Bio- horm6nov, vysoko citlivy mocovy teho-
chemistry , Hormones, highly tensky test na chori6novy gonadotropin 
sensitive urine human chorionic (hCG) 
gonadotropin (hCG) pregnancy 

test. 

EC submission ~ yes O no Prcdkladanie ~ anoO nie 
Etickej komisii 

Site no: SKO I I C. pracoviska: SKOI 
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Payment against issued invoices 

in connection with submissionls 

of documentation to the Ethics 

Committee/s; 

Costs of courier- (81 yes 0 no 
inglmai ling the 

Study medication 

product, clinical 

samples, Study 

supplies and 

Study documents 

INVOICI~G & PAY:\1E:>o'T TERMS 

Invoice billed to (81 Sponsor - Aeterna Zentaris 

and issued under Gmbh 

the name of: 
Attn: Dr. Nicola Ammer, CMO 

Weismuellerstr. 50 

D-603 14 Frankfurt am Main 

Germany 

EU VATNr. : DE 8 13 72 1 045. 

Invoice will be (81 Accelsiors AG, acting as 

paid by: payment agent of Sponsor 

Invoice to be [8J Accelsiors AG. 

sent to: 
E-mai l: finance'<1~accel siors.com 

Invoicing fre- Quarterly 

quency: 

Invoicing pre- (81 invoice 

conditions: (81 proof of performance docu-

menting the completed eCRF 

verified by CRA 

(81 All queries answered and ac-

cepted by Data Management 

Site no: SKOl I C. pracoviska: SKO I 
AEZS- I 30-P02- Institution I AEZS- 130-? 02 - lnstitucia 

Naklady na ku-

riersku 

sluzbu/odosielanie 

skusaneho lieku, 

klinickych 

vzoriek, dodavok 

v ramci srudie a 

studijnych doku-

mentov 

"'"',_ ACCELSIORs'1 
Platby podl'a vystavenych faktti r v su-

vislosti s predkladanfm dokum entacie 

Etickej komisii/Etickym komisiam; 

(81 ano 0 nie 

F.\KTURACIA ,\ PL..\TOBi\'l': POJ)I\flENKY 

Faktury vyucto- (81 Zadavatel'a- Aeterna Zentaris 

vane a vysta- G mbh 

venev mene: 
Adres:it: Dr. Nicola Ammer, CMO 

Weismuellerstr. 50 

D-60314 Frankfurt am Main Germany 

ICDPHvEU: DE8 1372 l045 

Fakturu zaplati: (81 Accelsiors AG, spolocnosr konajuca 

ako zastupca Zadavatcl'a poveren)' vy-
konavanfm platieb 

Faktura sa [8J Accelsiors AG. 

odosle na 
E-mail: finance:(/ accelsiors.com 

adresu: 

Fakt111·acna Stvt1't·ocne 

frekvencia: 

Fakturacne (81 faktura 

predpoklady: 
(81 d6kaz o splnenf podmienok, ktory 

dokumentuje vyplnen ie elektronickeho for-

mulara pre ucastnikov kl inickej studie, 

overeny clenom klin ickeho v.Yskumu 

[8J Vsetky otazky odpovedane a prijate 

Spravou tldajov 

II 
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""'',. ACCELSIORS~ 
Payment date of 60 days after receipt of invo ice Datum 60 dnf po prijatf fakttuy 
invoice: splatnosti fak-

tury: 

Last invoice is- 30 days following the Close-Out Posledny te•·min 30 dnf od zaverecnej navstevy 

sue deadline: visit vystavenia fak-

rury: 

Account cur- EUR Uctovna mena: EURO 
rency: 

Payment cu•·- EUR Platobna mena EURO 
rency 

Applicable ex- Average exchange rate pub- Platny vymenny Priemerny v}'menny kurz uvedeny na 

change rate (if lished on www.oandll.com on kurz (ak sa up- www.oandll.com v den vystavenia fak-

applicable): the day of issue of the invoice. latnuje): hll-y. 

Withheld plly- 1:8] yes D no Platby zadr:Zanc 1:8] ano D nie 

ments for quality z dovodu kva-

purposes: lity: 

Withheld pay- Sum of last invoice Zadr:Zanc Suma poslednej fakt(uy 

ments: pllltby: 

Period of with- Until all eCRF discrepancies Trvanie za- Kym nebudu vy riesene rozpory clektro-
holding pay- have been resolved I dawbase is driania platicb: nickcho formulara pre ucastnikov klinickej 
ments: locked studieldatabaza je zamkn Uia 

Last payment 45 days after database lock Posledna platba 45 dni po zamknuti databazy 

performed: vykonana: 

TAX 11\IPI.IC \TIO:"IIS 0 ,\:'/0\"•: OOSI.f.OKY 

Tax rcsponsibil- All taxes imposed on any pay- Daiiovc pov- Za vsetky dane ukladanc Zadavatel'ovi za 

ity: ment made by Sponsor (Spon- innosti: platby vykonane Zadavatel"om (zastupcom 

sor's payment agent) sha ll be Zadavatel'a poverenym vykonanim platieb) 

the responsibility of Institution. zodpoveda lnstitucia. 

VAT: All prices indicated in this Fi- DPH: Vsetky ceny uvedene v tej to Financnej su-

nancial Sheet are final and in- vahe su konecne a zaht'i\aju DPH (ak sa up-
elude VAT (if applicable and latnuje, podl'a vnutrostatnej danovej 

due according to the national tax pnivnej upravy platnej pre Instituciu). 

legislation of the Institution). 

Si te no: SKO I I C. pracoviska: SKOI 
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•'" 

III. Legal Ter ms and Conditions 

This Clinical Trial Agreement ("Agreem en t") is ente
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 approva l from competent 
authorities, the Effective Date shall be the date ofrece
iviPg 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 
wi ll be s igned by the Invest igator and the Study Team. 

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

Regulatory Authority approval. entrv into 
force: 

Precondition, ,tf} thi s Agreement is the positive approval 
of the Regulatory Authority-SUKL. This Agreement 
will only come into force, if Study wi ll be approved by 
State Institute for Drug Control ("SUKL .. ) as theRe
gulatory Authority 's of Slovakia decision on the basis 
of Eth ics Committee expert's opinion. 

2 Ao-reement of the Parties: 

2. I Institution 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 

Site no: SKO I I C. pracoviska: SKO I 
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ACCELSIORS~ 

ITT. Pnivne podmienkv 

Tato Zmluva o klinickej studii (,Z mluva") 
nadobuda platnost' v den posledneho podpisu 
Zmluvnymi stranami a ucinnost' v den nasledujuci 
po dni zverejnenia tejto Zmluvy v Centnilnom 
rcgistri zmluv (CRZ).,datum ucinnosti"). 

Institucia oznami zadavate l'ovi datum ucinnosti 
tejto zmluvy. V pripade, ze zmluvne strany podpisu 
tuto dohodu pred ziskanim kladneho suhlasu od 
prislusn)•ch organov, datumom platnosti bude da
tum zfskania takehoto kladneho suhlasu. 
Zadavatel'a zastupuje spolocnost' Accelsiors a 
spolocnost' Accelsiors kona v ramci poverenia, ako 
je uvedene na Jnfom1acnom liste. 

Separatna zmluva o vykonani studie bude pod
pfsana s hlavnym skusaj ucim a skul'ajucim timom. 

Zmluvne strany sa dohodl i na pnivnych podmi
cnkach stanoven)'ch v Infonnacnom liste a vo Fi
nancncj suvahe a d'alej sa dohodli, ze: 

Povolenie regulacneho ot·ganu, nadobud
nutie plat nosti: 

Predpoklad pre tuto Zmbvu je zfskanic povolenia 
regulacneho organu - SUKL. Tato zmluva nado
budnc platnost' iba v pripade, ak Studiu na zaklade 
posudku odbomikov a ich kladneho suhlasncho sta
!lvViska z Etickej komisic schval i St<itny ustav pre 
kontrolu lieciv (,SUKL-'), ktory je regulacn)' m or
ganom rozhodujucim na Slovensku. 

2 Zmluva uzavreta m cdzi Z mluvnymi 

2. 1 

2.2 

str anami: 

lnstitucia potvrdzuje, ze pred uzavretim t~j to 
Zmluvy prijala Protokol. oboznami la sa s 
nfm a suhlas[ sjeho obsahom. 

Zadavatel' a lnstitucia sa dohodli, ze lnstitu
cia zabezpeci materialne podmienky na vy
konanie Studie v sulade s: podmienkami 
tejto Zmluvy vratane jej Dodatkov, ktore su 
vymedzene na lnformacnom listc, a v sulade 
s platnymi pravnym i predpismi a normami, 
osobitnymi regulacnymi poziadavkami , 
Protokolom, d'alslm materialom tykajucim 
sa stuctie a harrnonogramom Studie, ako je 
vymedzene na Informacnom li ste a za platbu 
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2.3 

3. 

3. 1 

3.2 

3.3 

3.4 

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

Sponsor and Institut ion agree that all processing 
of Personal Data shall be performed in accord
ance with a ll Appl icable Laws and Standards 
and the Data Processing Agreement (DPA) to be 
signed between the Panies. 

Services of the Institution, facilities and egu-

Institution will ensure and uphold the ne
cessary and appropriate condi tions, for the 
whole duration of the Study including the en
listed we ll de fined 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 A nnex to this Agreement. 
Institution confirms that the cundusiun ami 
the performance of this Agreement do not 
vio late any statutory or contractual provisi
ons, including but not lim ited to those of the 
employment contract of Investigator or 
Study Team as defined in the applicable A n
nex to this Agreement. Institution a lso con
firms that Institution has g ranted consent to 
its employees listed in the Annex to this Ag
reement (Study Team) and to Investigator 
to perf01m the Study under this Agreement 
at institution including,but not lim ited to, 
approval by Institution for the sideline emp
loyment oflnvestigator and the Study Team 

In add ition, Institution w ill provide the support
ing services definedon the Info sheet fo r the 
conduct of the Study . 
Institution shall ensure appropriate conditions 
for collecting all the documents related to the 
Study. Institution wi ll retain Essenti al Docu
ments, as defined in the ICH-GCP for 25 years 
after end or termination of the Study or longer 
based on An. 58 of Regulation (EU) No 
536/2014 on Clinical trials on medicinal pro
ducts for human use. Institution shall not 
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3. 

---,,. 
ACCELSIORS~ 

dohodnutu v tej to Zmluve a upravenu vo Fi
nancnej suvahe. Na ucely ujasnenia, Studiu 
bude vykomivat' Sk'ilsajuci a skusajuc i tfm 
na pracovisku Institucie podl'a osobitnej do
hody so Zadavatel'om. 

Zadavatel' a lnstitucia sa dohodli, ~e spraco
van ie osobnych udajov sa bude vykonavat' v 
sulade so zakonom 0 ochrane osobnych 
udajov, GDPR predpismi, platnymi 
pravnym i predpismi a normami a Zmluvou 
o spracovani osobnych udajov, ktoru Zmlu
vne strany podpisu. 

Sluzbv Institucie, zariadenie a vvbavenie 

3 .1 lnstituc ia pocas celcho trvan ia Srudie zaisti a do
drzi potrebne a vhodne podmienky vratane 
presne zadefinovanych sluzieb uvedenych na 
Jnformacnom Ji ste. 

3 .2 Institlk ia suhlasi, ze Skusajuci a sktBajuci tim 
vykonaju Stttdiu vo svoj ich priestoroch . Zoz
nam skusajuceho timu tvori Prilohu k tcjto 
Zmluve. lnstitucia pot:vrdzuje. ze uzavretie a 
plnenie tejto Zm luvy neporuSuje t iadne za
konne ani zmluvne ustanovenia vnitane okrem 
ineho ustanovenia pracovnej zm luvy Skusa
juceho alebo studijneho timu podl'a platnej Pri
lohy k tejto Zmluve. lnstitucia ticz potvrdzuje, 
ze Skusajucemu a-skusajuceho timu udelila su
hlas , . zozname svojich zamestnancov podl'a 
Prilohy k tejto Zmluve na vykonanie Studic v 
lnstitucii podl'a tejto Zmluvy, vratane okrem 
ineho povolenia Jnstitucic vykonavat' zarob
kovu cinnost' pre Skusajuceho a skusajuccho 
t imu. 

3.3 lnstitucia navyse poskytne podporne sluzby, 
na vykonan ie Studie vymedzene na infor
macnom li ste. 

3.4 lnstitucia zabezpeci vhodne podm ienky na 
zhromazdenie vsetkych dokumentov cykaju
cich sa Studie. Institucia uchovava potrebne 
dokumenty stanovene v ICH-GCP pocas 25 
rokov od ukoncenia Srudie alebo d lhsie na 
zaklade c lanku 58 nariadenia (EU) c. 
53612014 o kli nickom skusani liekov na hu
manne pouzitie. l nstitucia nesmie skat1ovat' 
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destroy Essential Documents without written 
consent from Sponsor. 

4. Study Team 

4.1 Institution shall ensure that the Investigator and 
Study Team are qualitied 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. 

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

5. Liabilitv of Institution 

5.1 Institution shall be liable for the compliance with 
its tasks set forth in this Agreement. Should Ins
titution not fu lfil 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 tennination of this Agre
ement. In this case, Institution will have no claim 
for remuneration for rendered services under this 
Agreement, except fo r correctly performed ser
vices until the termination of this Agreement. 

5.2 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 ( I ) 
year after. 
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potrebne dokumenty bez pfsomneho suhlasu 
Zadavatel'a 

4. Sktisa jtici tim 

4.1 Institucia zabezpeci, ze Skusajuci a skusa
juci tim SLI kvali fikovanf na (least' na kli
nickej studii GCP, a ze maju dostatocny cas 
na vykonavanie svojich uloh suvisiacich so 
studiou. Institucia zaisti, ze Skusajuci a 
skusajuci tim su alebo budu oboznameni s 
podmienkami tejto Zmluvy. 

4.2 Skusajuci sa povazuje za hlavnu osobu vy
konavaj(rcu Studiu. 

5. Zodpovednost' Tnstitticie 

5.1 Institucia zodpoveda za dodrziavanic svojich 
uloh stanovenych v tejto Zmluve. V pripade, 
ak lnstitucia neplni svoje ulohy dohodnute v 
tejto Zm luve, v P rotokole, v inych pisom
nych pokynoch suvisiacich so Sttrdiou, v re
gulacnom schvaleni a posudku Etickej komi
sic a/alcbo micstnych, medzinarodn)1ch re
gulacny·ch poziadavkach a prislusn)·ch zako
noch a normach, taketo konanie sa bude po
vazovat' za zasadne porusenic Zmluvy. v 
dosledku takehoto zasadneho preukazaneho 
porusenia moze Zadavatel' ukoncit' tuto 
Zm luvu bcz vypovednej lehoty podl'a tejto 
Zmluvy k datumu dorucenia takehoto oz
namenia o skonceni tejto Zmluvy. V takom 
pripade nebude mar' lnstit(rcia mirok na na
hradu poskytnucych sluzieb podl'a tejto 
Zm luvy okrem pripadov riadneho plnenia 
sluzieb do ukoncenia tejto Zmluvy. 

5.2 Zakaz vyuzivan ia sluzieb vylucenych osob: 
Institucia vyhlasuje a ruci. ze v sucasnosti 
ani v buducnosti nebude na ziadne ucely 
vyuzivat' sluzby akejkol'vek osoby, ktora 
podlieha vyluceniu, najma zakazu vykona
vania cinnosti ' podl'a platnych platnych 
pravnych predpisov Slovenskej republiky 
alebo akychko l'vek platnych vnutrostatnych 
predpisov alebo ustanoveni prfslusnych 
vnutrostatnych profesij n)1ch zdruzeni navy
konanie sucasnej Studie a oznami Zadava
tel'ovi/ Accelsiors, ak nadobudne vedomosr' 
0 takom vyluceni alebo zakaze vykonavania 
cinnosti pocas trvania tejto Zmluvy a jeden 
( I ) rok po j ej ukonceni. 
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5.3 

6. 

6.1 

6.2 

7. 

7. 1 

7.2 

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 liab le under any 
anti-bribery and anti-corruption Jaws. 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. gi ft 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 

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

Where requi red by App licable Laws and guide
line MP 11 4/2022 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. Substantia l 
changes required by Protocol amendment af
fecting thi s 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 

The Study conduct and its results wi ll be moni
tored by appointed Accelsiors' Staff and the 
Sponsor' s representatives, including mon itor's 
supervisors, Sponsor's or Accelsiors' aud itors. 
The wrinen mandate for monitoring shall be 
made available to the Institution. 

Upon submission of a written authorisation In
stitution shall provide to the above persons 
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5.3 P rotikorupcne zakony a zakony proti 
uplatkom. JnstitUcia vyhlasuje a ruci, ze 
lnstitucia a skusajuci tim nepodnikli ani ne
podniknu take kroky, na zaklade ktor)•ch by 
Zadavatel' niesol zodpovednost' podl'a ake
hokol'vek protikorupcneho zakona alebo za
kona proti uplatkom. lnsti tucia vyslovnc SLI
hlasi, ze nebude poskytovat', davat' alebo 
ponukat' akUkol'vek platbu, dar alebo inu 
vyhodu akejkol'vek osobe na ucel zabez
pecenia neprimeranej vyhody alebo pod
necovania prijimatel'a alebo inej osoby, aby 
vykonali alebo nevykonali akykol'vek krok, 
cim by doslo k porusen iujeho~ej povinnosti 
alebo zodpovednosti (alebo na ucely od
meny za takeho konan ie). 

6. Zmeny Protokolu 

6.1 Zadavatel' je opravneny vykonat' jednost
ranne zmeny Protokolu a/alcbo Prfrucky pre 
skusajuceho a!alcbo inych materi illov tyka
jucich sa Studic, ktore sa pre lnstit(Iciu stanu 
zavaznymi po ziskani schvalenia SVKL-u a 
po doruceni tejto zmeny lnstitucii. 

6.2 Ak sa tak vyzaduje podl'a platnych pnivnych 
predpisov a usmernenia MP 114/2022 o pos
tupe pri podavani zmien, dodatkov a oz
namenia o ukonccni klinickeho skusania vy
daneho Statnym ustavom pre kontro lu lieciv 
(d'alej len "SVKL"), zmeny Protokolu sa 
neuplatnia, k)•m nebude udelene schvalenie 
Eti ckej komisie a/alebo ineho gulacneho or
ganu- SUKLu. Podstatne zmeny Protokolu. 
ktore by ovplyvnili ruto Zmluvu, lnstitucia a 
Zadavatel' prcdiskutuju a ak to povazuju za 
potrebne, Zm luvne strany zrnenia alcbo 
rozsiria sucasnu Zrnluvu samostatnym Do
datkom k tejto Zmluve. 

7. Monito rovanie 

7. 1 Vykonanie Stlldie a jej vysledky budc moni
torovat' povercny personal spolocnosti Ac
celsiors a zastupcovia Zadavatel'a vratane 
nadriadenych monitora, auditorov Zadava
tel'a alebo Accelsiors. Pisomnc poverenie 
monitorovanim bude spristupnene instit(Icia 
Skusajucernu. 

7.2 Institucia poskytne po predlozeni pisorn
neho poverenia vyssie uvedenym osobam 
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8. 

access to all Study related documentation, 
facilities and equipment, results of laboratory 
tests and examinations as well as other 
inform ation 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 veri fication of Study Subject' s 
eligibility for the Study, if the rules on personal 
data protection are adhered to. 

Inspections 

Institution undertakes the obligation to inform Sponsor 
and Accelsiors without delay, but within I business day 
the latest, if any Regulatory authority inform s the si te 
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 Materia ls (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. I During the Study and also after the end/termina
tion of the Study, Accels iors ' 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 wrilten 
statement submitted: 

9.1. I examine and audit Investigator' s facil ities at 
the Institution required for performance of 
the Study; and 

9. I .2 review all Study Documentation; and 

9. I .3 review all Study Subjects ' source docu
ments 
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pristup k dokumentacii , vybaveniu a zari
adeniu suvisiacim so Studiou. k vysledkom 
laboratornych testov a vysetreni, ako aj k 
inym informaciam tykajucim sa Studie vra
tane udajov zaradenych subjektov a fi
nancnych zaznamov. lnStitucia d'alej pos
kytne pristup na posttdenie alebo 
zhromazdenie (podl'a toho, ktora moznost' 
sa uplati\uje) celej relevantnej dokumentacie 
zaradenych do tejto studie subjektov, ktora 
sa uchovava v archive lnstitucie alebo na 
inom mieste, najmli dokumentacie cykajucej 
sa Studie a- zaradenych subjektov do tej to 
studie, ktore su potrebne na overenie vhod
nosti zaradenych subjektov na zaradenie do 
Studie, za predpokladu, ze sa dodrziavaju 
pravidla ochrany osobnych udajov. 

lnspekcie 

lnstitucia sa zavazuje, ze bude bczodkladne a naj
neskor do I pracovneho dna informovat' Zadava
tel'a a Accelsiors v pripade, ak ak)ikol'vek regu
lacny organ informuje pracov isko o kontrolnej 
inspekcii a v maximalnej moznej miere zariadi. aby 
Zadavatel' pocas takej inspekcie mohol byr' pri
tomny. lnstitucia vynalozi primeranc usilie na 
oddelenie a zabranenie zverej nenia materialov 
(vymedzenych nizsie), vysledkov Studic, udajov 
Studie, zdrojovych zaznamov a inych materialov. 
korespondencie a dokumentov, ktore sa nepozaduje 
predlozit' pocas inspekcie. ako SLI tinancne udaje a 
udaje 0 cenach. 

9. Auditv Zadavatel'a 

9. 1 Pocas Studic a po uplynutilukonceni Studie 
zastupcovia, nadriadeni a auditori Accelsiors 
a Zadavatel'a mozu v mene Zad!tvatel'a pocas 
beznej pracovnej doby na zaklade predloze
neho pisomneho poverenia: 

9. 1.1 preskumat' a vykonat' audit zariadeni 
Skusajuceho v Jnstitucii , ktore su pot
rcbne na vykonavanie Studie a 

9. 1.2 skontrolovat' dokumentaciu tykajucu sa 
Studie 

9. 1.3 skontrolovat' zdrojove dokumenty 
ucastnikov klinickej srudie 
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under provision that is in line with rules of per
sonal data protection. 

10. Costs and payment 

I 0.1 As consideration for performance of Institution 's 
obligations under the terms of thi s 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 
by Sponsor (Sponsor' s payment agent) shall be 
the responsibility of the recipient. A ll 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). 

I 0.3 Fair Market Value. Parties agree that the com
pensation provided under this Agreement rep
resents the fair value for the provided heal!hcare 
on the Cl inic 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 w ith regard to any impli
cit or explicit agreement to provide heal!hcare 
with regard to hospitali zation in the Clinic of 
Children and Adolescents, which is a Diagnoses 
Re lated Group (DRG) workplace and lnsitution 
charges payments in the course o f DRG prices 
and to outpatient procedures. 

11. Indemnity and Insurance 

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

11.2 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. 

11 .3 Institution waiTants and represents that it pos
sesses and shall cany at its own expense the 
required compulsory comprehensive general 
liability for State-owned property and 
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za predpokladu, ze to j e v su lade s ochranou 
osobnych udajov. 

10. Naklady a platba 

1 0. 1 Ako odmenu za vykonanie povinnostf 1 nstitu
cie v sulade s podmienkami tejto Zm luvy 
Sktisajucemu zaplati spolocnost' Accelsiors 
konajuca ako zastupca povereny vykonanim 
platieb v mene Zadavatel'a sumy vymedzcne 
vo Financnej suvahe a v intervaloch sta
novenych vo Financnej suvahe. 

I 0.2 Za vsetky dane a poplatky vzniknute v suvis
losti s akoukol'vek platbou vykonanou Zada-... 
vatel'om (zastupcom poverenym vykon~~fm 
platicb) zodpoveda prijimater platby. Vsetky 
ccny uvedene na tej to Financnej suvahe su 
konecne a zahmaju DPH (ak sa uplau1uje 
podl'a vnutrostatnej danovej pravnej upravy 
platnej pre prij imatel'a). 

10.3 Primer·ana trhova cena. Zmluvne strany sa 
dohodli , ze odmena poskytovam1 pod ra tejto 
Zm luvy predstavuje primeranu ccnu za pos
kytnutu zdravotnu starostlivost' na kl ini ke dcti 
a dorastu vykonane podl'a tejto Zmluvy a bola 
dohodnuta ako nezavisla transakcia a nebola 
stan oven a v suvislosti s expl icitnou a lebo 
implic itnou dohodou o poskytovani zdravot
nej starostlivosti v suvislosti s hospitalizac iou 
na klinike deti a dorastu, ktore je DRG 
pracoviskom a Institucia uctuje platby " 
prostredi DRG cien a ambulantnymi 
vykonmi. 

11. Odskodnenic a poistenie 

11 .1 Odskodnenie sa riadi a vyklada v sulade so 
vseobecne zavaznymi pnivynmi predpism i 
Slovenskej republiky. 

11.2 Na zaklade ziadosti lnstitucie Zadavatel' 
poskytne Institucii List o odskodneni. Bez 
toho, aby bo1 i dotknute vyssie uvedene usta
noven ia, predpisy platne pre Poistenie kli
nickej studie platia v pripade povinnosti Za
davatel'a nahradit' skodu. 

I I .3 Institucia ruci a vyhlasuje, ze vlastni a na 
vlastne naklady vykona pozadovane 
povinne poistenie vseobecncj zodpoved
nosti za majetok vo vlastnictve statu a 
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professional liabi lity insurance for damages ca
used in relation to provision of health care on 
the bas is of Decision No. S20 175-2022-0P-2 of 
the Ministry of Health of the Slovak Republic, 
wh ich authorises the operat ion of Institution. 
Proof of said insurance is available in the Cent
ral Register of Contracts.) 

11.4 The insurance of the Sponsor does not rel ieve 
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 lnf01mation" under this Agre
ement shall include all information regarding 
Investigational Medicinal Product (including 
structures, models, compositions, compounds, 
fonnulations, know-how, data, drug, materials, 
techniques and processes whether or not paten
table), infom1ation relating to the Study or other 
non-public information related to Sponsor' s 
business, including the Study results and Mate
rials, and any infonnation: 

(a) marked as confidential, or 

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

(c) re lated 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 thi rd parties 
or use for any purpose other than performance 
of the Study any and all Confidential Informa
tion. Confidential Information sha ll be the sole 
and exclusive property o f 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 di sclosure to the ex
tent allowed by Applicable Law and Standards. 
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profesiomi lnej zodpovednosti za Skody 
sp6sobene v suvislost i s s poskytovanim 
zdravotnej starostl ivosti v rozsahu Rozhod
nutia C. S20 I 75-2022-0P-2 Ministerstva 
zdravotnicta SR, ktory m sa povol'uje preva
dzka vSeobevcnej nemocnice. Doklad o 
tomto poisteni ( Zmluva o poisteni majetku 
a profesijnej starostlivosti) je vSeoebcne 
dostupny v Centnilnom registri zmluv. 

11.4 Poistenie Zadavatel'a nezbavuje lnstituciu 
povinnosti nicst' zodpovednost' voci Zada
vatel'ovi a odskodnit' Zadavatel'a za vlastnu 
nedbalost' a umyselnc protipravnc konanie 
alebo nedodrzanie podmienok tej to Zmluvy, 
Protokolu alebo platnych vSeobecne za
vaznych pravnych predpisov. 

12. Zachovanie dovernosti 

12.1 , D6verne informacie" podl'a tej to Zmluvy 
zahr'i1aju vsctky informacie tykajuce sa 
skttsaneho lieku (vratane struktur, modelov, 
z lozeni, zluccnin, schem. know-how, 
udajov, lieCiva. materialov. metod a pro
ccsov, ci uz su alebo nic su patentovatel'ne). 
informacie suv isiacc so Stud iou alebo inymi 
informaciam i, ktore nie su verejne a suvisia 
s cinnost'ou Zadavatel'a vratanc vysledkov 
studie a materia lov a akekol'vek infonnacie: 

(a) oznacene ako d6veme alebo 

(b) je inym sp6sobom posky tujucou stranou vy
jadrcmi ich d6vemost', a to pred alebo pocas 
primeraneho casu po ich zvcrejncni a lebo 

(c) suv isia so Studiou vratane okrem ineho s 
materialmi (ako je vymedzene nizsie). 

(d) cykajuce sa Protokolu ajeho zmien. 

12.2 lnstitucia akekol'vek a vsetky D6veme in
formacie ziadnym tretim stranam ani ich zi
adnym sp6sobom nepouzije na ucely ine ako 
na vykonavanie Studie. Doverne informacie 
su vyhradnym vlastnictvom Zadavatel'a a 
Institucia by ich mala uchovavat' v taj nosti a 
dovemosti. Ak sa od regulacneho organu 
a/alebo podl'a platnych predpisov a noriem 
pozaduje ich zverejnenie, lnStitucia riadne 
pisomne informuje Zadavalel'a pred 
takymto zverejnenim v rozsahu. ktory 
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Institution shall take all reasonable steps to limit 
the scope of such disclosure and cooperates with 
Sponsor in its efforts to limit such disclosure. 

12.3 Institution shall store all Study documentation 
in a properly secured area in accordance with 
the security requirements set fo1th in the DPA. 

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 wil l 
not reveal, publish or otherwise disclose the 
Confidential Infonnation of the other Party to 
any third party without the prior written consent 
of the disclosing Party. These ob ligations of 
confidentiali ty and nondisclosure shall remain 
in effect for a period of fifteen ( 15) years after 
the termination of this Agreement. 

13. Intellectual prope1-ty 

13.1 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 
infonnation, 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 re late to the Investigatio
nal Medicinal Product (collectively ,.Materi
als). 

13.2 Institution agrees to assign, hereby assigns, and 
shall ensure the Study Team assigns: 

( I) 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 
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povol'uju platne pnivne predpisy a normy. 
Institucia podnikne vsetJ...")' primerane kroky 
na obmedzenie rozsahu takel10 zvcrejnenia a 
Zadavatel'ovi poskytne sucinnost' pri snahe 
obmedzit' take zverejnenie. 

12.3 Jnstitucia uchovava dokumentaciu tykajucu 
sa Studie v ri adne zabezpeccnych priesto
roch v sulade s bezpecnostnymi pozi
adavkami stanovenym i v zmluve o spraco
vani udajov- d'alej len zsu. 

I 2.4 Doverne informacie by mala pouzivat' Insti
tucia a jej riaditelia, zamestnanci , sprostred
koYatelia, pridruzene spolocnosti alebo 
poradcovia na ucely prijimania zavazkov 
Institucie podl'a tejto Zmluvy. Kazda zmlu
vna strana suhlasi, ze neodhali. nepublikujc 
ani nijak)'m sposobom nezverejni Doverne 
informacie druhej Zm luvnej strany trctej 
strane bez predchadzajuceho pisomneho su
hlasu poskytujucej strany. Ticto povinnosti 
zachovania dovernosti a mlcanlivosti Stl 
platne pocas tJ-vania patm1st' ( 15) rokov po 
ukonceni tejto Zmluvy. 

13. Dusevue vlastnktvu 

13. 1 Zadavater je vlastnikom vsetkych prav, 
narokov a pravnych zaujmov tykajucich sa 
vsetk)'ch udajov, informacii. dokumcntov, 
materialov a lieku, kton! Zadavater alebo 
Accelsiors (v mene ,.Zadavatel'a·') poskytli 
Institucii, ako aj prav, naroku a pravneho za
ujmu 0 vsetky udaje, databazy, zaznamy, 
hlasenia, prace, produkty, prinosy alcbo in
formacie, ktore sa vytvoria pocas vykona
vania Studie a ako vysledok s luzieb pos
kytovanych spolocnost'ou Accclssiors 
a/alebo Skusaj tJcim Zadavatel'ovi alebo 
ktore suvisia so skusanym Iiekom, (spolocne 
oznacovane ako , materiaiy"). 

I 3.2 lnstitucia t)lmto suhlasne pridel"uje, postu
puje a zabezpeci, ze skusajuci tim postupi: 

( I ) vsetky svoje prislusnc prava, naroky a 
pnivne zaujmy cykajuce sa materialov Zada
vatel'ovi vratane patentov. autorsk)'ch pr::iv a 
inych prav dusevneho vlastnictva a v lastni
ckych prav a 
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(2) all rights of action and claims for damages and 
benefits arising due to past and present infringe
ment of rights resulting fi·om this study. 

13.3 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. Institut ion 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. 

14. P ublica tion 

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

14.2 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 unti l a 
multi-centre publ ication is released; provided, 
however, that if a multicenter publication is not 
released with in 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
cation, presentation or other publ ic 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 ab ility to obtain patent pro
tection. 

14.4 Sponsor shall have the right to require Institution 
to remove specifically identified Sponsor Confi
dentia l Inf01mation and/or, in the case of 
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(2) vsetky zalobne pniva a miroky na skody a 

vyhody vyplyvajtice z minulych a sticasnych 
poruseni pniv vyplyvajticich z tej to studie. 

13.3 Institucia vyhlasuje a ruci, skusajt1ci tim a 
Skusajtici su povinni pisom ne ozmimit' 
Institucii vsetky pniva, naroky a pravny za
ujem v stivislosti so vsetkymi materialmi. 
Institucia poskytne Zadavatel'ovi na naklady 
Zadavatel'a primeranu pom oc pri ziskani 
ochrany dusevneho vlastnictva materialov 
vratane okrem ineho vykonanim u loh Tnsti
tticiou, skusajucim timom a Sktisajucim. 

14. Uverejnenic 

14.1 Po dokonceni Sttidie ma lnstitticia pravo 
uverejnit', prezentovat' alebo inak verejne oz
namit' vysledky Studie ziskane v Institucii 
len v su lade s poziadavkam i tejto casti 14. 

14.2 Tato Studiaje multicentricka stud ia a Tnstitu
cia stihlasi. ze bez predchadzajticeho pisom
neho suhlasu Zadavatel'a nebude nezavisle 
publikovaf. verejne oznamovat, prezentovat' 
alebo diskutovat' 0 ziadnych vysledkoch 
alebo informaciach tykajticich sa Studie 
alebo Sluzieb vykonanych podl'a tejto 
Zm luvy, kym nebude uver~jnena multicent
ricka publikacia. Ak nebude multicentricka 
publikacia uverejnemi do dvadsiatich sty roch 
(24) mesiacov po dokonceni Sttidie vo 
vsetkych vyskumnych centrach a zamknuti 
databazy, lnstitlicia ma pravo uverejnir' svoje 
vlastne vysledky vytvorene pocas Studie. 

14.3 Institucia suhlasi s tym, ze Zadavatel'ovi pred
lozi vsctky navrhovane publikacie, prezenta
cie alebo ine matcrialy na uverejnenie (sa
mostatne oznacovane ako ,.publikacia") na 
posudenie minimalne devat'desiat (90) dni 
pred odovzdanim Publikacie vydavatel'stvu 
a lebo inej tretej strane a Zadavatel' ma aspoi'i 
sest'desiat (60) dni od prijatia, aby pfsomne 
oznamil lnstitticii akekol'vek informacie v 
nej uvedene, ktore su Dovernym i informa
ciami Zadavatel'a alebo ktore mozu narusit' 
schopnost' Zadavatel'a ziskat' patentovli 
ochranu. 

14.4 Zadavatel' ma pravo pozadovat' od lnstitucie, 
aby odstranila konkretne Doverne informa
c ic Zadavatcl'a a/alcbo v pripade 
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patentable information, to delay the proposed 
Publication for an additional one-hundred-and
twenty ( 120) days to enable Sponsor to seek pa
tent protection. 

14.5 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. 

14 .6 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, usc, refer to, and 
d isseminate or distribute reprints of scientific, 
medical, and other published a11icles 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. 

IS. Termination 

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

15.1.1 if Institution default in the performance or 
observance of any of the provis ions of this Ag
reement or the Investigator defaults in the per
formance or observance of any oft he 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; 
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patentovatel'nych in formaci! odlozila uverej
nenie publikacie o stodvadsaf (I 20) dnf, a by 
umomila Zadavatel'ovi poziadaf o ochranu 
patentov. 

14.5 Institucia suhlasf, ze s vynimkou prfpadu, 
ked' je to povolene podl'a tejto casti 14, 
nebude: (i) vytvaraf akekol'vek verejne pre
zentacie o skusanom lieku, Studi i alebo tejto 
Zmluve, (ii) vydavaf akekol'vek tlacove 
spravy, cl<inky alebo ine met6dy komunika
cie so sirokou verejnosfou o skusanom li
eku, Studii alebo tejto Zmluve, (iii) pouzfvaf 
meno Zadavatel'a v akejkol'vek forme verej 
nych informacif alebo (iv) oznamovaf exis
tenciu tejto Zmluvy alebo jej suvislosf so 
Zadavatel'om bez predch:idzajuceho pfsom
neho schvalenia Zadavatel'a, ak sa podl'a 
platnych pravnych predpisov nevyzaduje 
inak, a potom len v potrebnom rozsahu. 

14.6 Poziadavky uvedene v tej to casti 14 platia 
pre rozhovory alebo ine kontakty s mediami, 
vn:\tane okrem ineho s novinami, radiom, te
levfziou a internetom v suvislosti so Stu
diou, skusanym liekom, materia lmi alebo 
vysleukarni Suiuie. Zauavatel' mOze pripra
vif, pouzfvaf , odkazovat' na a sfrif alebo 
rozdavat' dotlacene kusy vedeckych, lekars
kych a in)1Ch uverejnenych c]ankov suvi
siacich so Studiou, bez licencneho poplatku 
(v suvislosti so Skusajucim, Tnstittkiou a 
skusajucim timom, ale podliehaju zakonu 0 

autorskych pravach) vnitane dotlacenych 
kusov, ktore uvereji\uju mizov Jnstitucie a 
Skusajuceho. 

IS. Ukoncenie 

15. 1 Zadavatel' ma pravo ukoncit' tuto Zm luvu 
bczodkladne po tom, ako dojde k nasleduju
cim situaciam : 

15.1. I Pripad neplnenia a lebo nedodrziavania usta
novenf tejto Zm luvy zo strany Institucie 
alebo neplnenie alebo nedodrziavanie 
akychkol'vek ustanovenf Zm luvy Skusa
juceho zo strany Skusajuceho a v prfpade. ak 
porusenie. ktore mozno napravi t', nie je nap
ravcne do tridsiatich (30) dnf od prijatia 
pfsomnej ziadosti 0 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 
perfom1ance 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 term inate 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 I day 
fo llowing the date of receipt o f 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 I st day following the date 
of receipt of the notice to the contracti ng 
authority for the bellow reasons: 

15.3. 1 If the Investigator is unable to assist in the 
perfo tmance of tasks under this contract and 
no replacement Investigator is avai lable and 
acceptable to both Sponsor and Insti tution. 

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 th is 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 wi ll 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 
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15.1.2.Ak je riziko pre zaradene subjekty s(tvis iace s 

pokracovanim Studie neprijatel'ne. 

15. 1.3 . Ak j e akekol'vck prislusne osvedcenie, op
nivnenie alebo povolenie potrcbne na vykona
nie Studie zrusene, pozastavene alebo uplynie 
jeho platnost' bez moznosti obnovenia v case, 
ktor)' by umoznoval plnenic tejto Zmluvy. 

15. 1.4 ak Skusajuci z akchokol'vek dovodu nebude 
schopny konat' v ulohe skusajuceho a pre Za
davatel'a a Jnstituciu nie je prijatel'ny iny na
hradny skusajuci. 

15.2 Zadavatel' rna pravo bezdovodne ukoncit' tuto 
Zmluvu kedykol'vek s 30 dnovou vypovednou 
lehotou. pricom o ukonceni pisomne in for
muje Instituciu a tato 30 dnova !chota zacne 
pi nut' 1 dnom nasledujuc im po dni dorucenia 
vypovede Institucii. 

15.3. 1nstituciama rovnake pn'lvo ako zadavatel' 
ukoncit tuto Zm luvu pisomnou vypoved'ou v 
30 dnovej vypovednej lehote, kton\ zacne 
plynUt' 1. dnom nasledujucim po dni 
dorucenia vypovede zadavaetl'ovi z tychto 
dovodov uvedenych nizsie : 

15.3. 1. Ak skusajuci nemoze pokracovat' v plnni uloh 
podl'a tejto zmluvy a nenasie l sa nahradn)' 
skusajuci, ktor)' vyhovuje poziadavkam Zada
vatel'a aj lnstit(tcie. 

15.3.2. Akje ohrozeny zaradeny pacient vplyvom po
davaneho skusaneho lieku 

16. Dosledkv ukoncenia alebo dokoncenia 

16.1 v den nadobudnutia ucinnosti ukoncenia 
Institucia vykona konecn(t Ltctovn(t zavierku. 
ktoru overi Zadavatel' a Accelsiors. Ak Zada
vatel' alebo Accelsiors maju vyhrady k 
akejkol'vek casti uctovnictva, zmluvne strany 
v ramci uctovnictva vynalozia najvyssie 
mozne usilie na promptne ricsenie akejkol'vek 
nezhody. Ak Zmluva nebola ukoncena z 
dovodov, ktore mozno pripisat' Tnstitucii, Za
davatel' do styridsiatich piat ich (45) dni po pri
jati vhodnej dokumentacie a po dokonceni 
Studie vykona platbu nevyriesenej nespornej 
neuhradenej sumy pre lnstituciu v sulade s Fi
nancnou suvahou. Po dni nadobudnutia 
ucinnosti ukoncenia lnstitucia bezodkladne 
vn\ti Zadavatel'ovi akekol'vek preplatky, ako 
je dohodnute na uvedenej Financnej suvahe. 
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any overpaid/surplus amounts as stipulated in 
the said the Financial sheet. 

17. Force Ma jeure 

17.1 A Party shall not be in breach of this Agre
ement if there is a tota l 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, civi l 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 Pa1ty 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 obligat ions under this 
Agreement to the other Part ies. 

17.2 If the Force Majeure in question prevail s fo r a 
continuous period in excess of 14 (fourteen) 
days, the Parties shall enter into bona fide dis
cussions with a view to a lleviating its effects, 
or to agreeing upon such alternative ar
rangements as may be fa ir 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. 

18. Sub-contracting, Assignment 

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. 

19. otices 

19.1 Any notice or other document to be given un
der thi s Agreement sha ll be deemed to have 
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17. Vyssia moe 

17. 1 Zmluvmi strana neporusi ruto Zmluvu, ak 
dojde k celkovemu alebo ciastocnemu zlyha
niu Zmluvnej strany a lebo plnenia jej uloh a 
povinnosti podl'a tej to Zmluvy v pri amom 
d6sledku ak)rchkol'vek konani, nad kt01jmi 
Zmluvna strana nema kontrolu, vratane okrem 
ineho prirodnych katastrof, ako je poziar, 
vladne, vojenske akty. obciansky nepokoj , 
embargo. branenie ziskavania surovin, encr
gic alebo inych potrebnych dodavok a inc 
d6vody. nad ktorymi Zmluvna strana nema 
kontrolu. Takato Zmluvna strana da pisomn)' 
suhlas ostatnym Zmluvnym stranam , kt01jch 
sa tyka neschopnost', a uvedie suvisiaci 
dovod. Uplatnovanie tejto Zmluvy bude po
zastavene pocas obdobia. pocas ktoreho tento 
dovod pretrvava. Thned' po tom, ako dovod 
prestane existovat", Zmluvna strana. ktorej sa 
dovod cyka. by mala o tejto skutocnosti a o 
pokracovani v plneni svojich povinnosti 
podl'a tejto Zmluvy oboznamit' ostatne Zmlu
v nc sn·any 0 

17.2 Ak Vyssia moe pretrvava pocas obdobia 
dlhsieho ako 14 (strnast") dni, Zmluvne strany 
zacnu v dobrej miere diskutovar" s ciel'om 
zmiernit' vplyv Vyssej moci alebo dohodnUt' 
sa na tak)rch alternativnych opatreniach, ktore 
mozu byt' ferove a primerane. Kazda Zmluvna 
strana maze ukoncit" ttho Zmluvu pisomnym 
ozmimenim druhej Zmluvnej strane, ak 
Vyssia moe pretrvava d1hsie ako tridsat' (30) 
dni. 

18. Subdod:ivate1'ske cinnosti a postupenie 

1nsti tucia nesmie zadat' subdodavatel'ovi, 
postupit', previest' a lebo inak prepisat' na tretie 
strany vyhodu alebo bremeno tejto Zmluvy 
bez predchadzaj(Jceho pisomneho s(thlasu Za
davatel'a. 

19. Ozn:imenia 

19. 1 Akekol'vek ozmimenie alebo iny dokument, 
kt01j sa odovzdava podl'a tejto Zmluvy, by sa 
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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 govemed by the law 
of the Slovak Republic, without its rules of 
con nicts of laws. 

20.2 Any di spute, 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 
(Confidential ity), 13 (Intellectual propeJty), 14 
(Publication) and 16 (Consequences ofterminat ion or 
completion) of this Agreement shall remain in force 
notwithstanding the expirat ion, tem1ination, 
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 pa11. In case of discrepancies the 
Englishvers ion shall prevail. 

22.3 This Agreement has been drawn up in three 
(3) identical copies in S lovak and in English, 
one for each signat01y pa11y and one for Ac
celsiors. 

22.4 In making 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 impl ied to 
create an agency, partnership or employer and 
employee relationship between Accelsiors, 
Sponsor or Institution. 
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mal povazovat' za riadne odovzdany, ak je 
domceny osobne alcbo odoslany kurierom 
alebo postou s potvrdenim o prijati druhej 
Zmluvnej strane na adrese stanovenej na ln
fonnacnom liste. 

20. Rozhodne pt·avo 

20.1. Platnost', interpretacia a vykonavanie tejto 
Zmluvy sa riadi vseobecne zavaznym1 
pravnymi predpismi vratane zakonov Slo
venskej republiky bez koliznych noriem. 

20.2 V pripade, ak ak)'kol'vek spor, nazorovy 
nest'1lad alebo narok vyplyvaj uci z a lcbo s t'Jvi
s iaci s touto Zmluvou alebo porusenie, 
ukoncenie a lebo neplatnost' tejto Zm luvy 
nebudu urovnane zmierom . bude ich riesit' 
prislusny sud Slovenskej republiky. 

21. Zachovanie platnosti 

Casti 2.3 (Ochrana osobnych udajov), 7 (Mon itoro
vanie). 8 (Tnspekcie), 9 (Audity Zadavatel"a), 12 
(Zachovanic dovcmosti), 13 (Dusevne vlastnictvo), 
14 (Uverejnenie) and 16 (Dosledl(y ukoncenia alebo 
dokoncen ia) tejto Zm luvy osH\vaju v platnosti bez 
ohl'adu na uplynutie, ukoncenie alebo zruScn ie tejto 
Zmluvy. 

22. Rozne 

22. 1 Inf01macny list, Financna suvaha a DodatJ.:y 
tvoria ncoddelitel'nu sucast tej to Zmluvy. 

22.2 Tato Zmluva bola prelozena do slovcnskcho 
jazyka a slovenske znenie je jej neoddeli
tel'nou sucast'ou. v pripadc nezrovnalosti rn a 
prednost' slovenske znenie. 

22.3 Tato Zmluva bola vyhotovena v troch (3) 
rovnopisoch v slovenskom a anglickom 
jazyku, z ktorych jed en dostane kazda podpis
ujuca strana a jed en dostane Accelsiors. 

22.4 Pri uzatvarani a plneni tejto Zmluvy Zmluvne 
su·any konaju vzdy ako nezavisle subjekty a 
nic, co je uvcdene v tejto Zmluve, sa nesmie 
interpretovat' a lebo nepriamo vyjadroval' sci
el'om vytvorit' zastupitel'stvo, pa1tnerstvo 
alebo vzl'ah medzi zamestnavatel'om a za
mestnancom medzi Accels iors, Zadavatel'om 
alcbo Tnstituciou. 
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22.S Either Pany'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. 

22.6 Sponsor may des ignate one or more of its 
Affil iates or contractors to perform some or 
a ll of the obligations hereunder. For purposes 
of this Agreement, "Affi li ates'· shall mean 
any corporation or business entity controlling, 
controlled by or under common control wi th 
Sponsor. 

22.7 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
t ions and warranti es to the extent that they are 
not included herein. 

22.8 This Agreement shall enter into force on the 
day of its signature by the Parties and sha ll 
become effective on the day following its 
publication in the Central register of contracts 
at www.crz.gov.sk and in accordance with 
Act S46/20 I 0, as amended and with in the 
meaning of § Sa par. I of Act no. 2 11 /2000 
Z.z. on Free Access to Information, as 
amended. Sponsor agrees to the disclosure of 
this Agreement under the preced ing sentence. 

IN WITNESS WHEREOF the parties have hereto en
tered into th is Agreement on the day and year set 
forth above. -,~ 

ACCELSIORS " 

--,~ 
ACCEI SIORS~ 

22.5 Ak ktonikol'vek Zmluvmi strana z lyha pri 
plneni akychkol'vek ustanoveni tejto Zmluvy, 
nepovazuje sa to za zrusen ie takeho usta
novenia alebo ineho ustanovenia v tcj to 
Zmluve. 

22.6 Zadavatel' moze urcit' j ednu alebo v iacero 
svojich Pridruzenych spolocnosti a lebo doda
vatel'ov, aby vykonali niek tore alebo vSetky 
povinnosti podl'a tej to Zmluvy. Na ucely 
tejto Zmluvy , Pridruzene spolocnosti" zna
menaj u akekol'vek spolocnosti a lebo ob
chodne subjekty, ktore kontroluju Zadava
tel'a, su kontrolovane Zadavatel'om alebo su 
pod spolocnou kontrolou Zadavatel'a. 

22.7 Tato Zmluva predstavuje uplnu dohodu Zm lu
vnych stran s ohl'adom na predmet tej to 
Zmluvy a nahradza vSetky ostatne ustnc a 
pisomne dohody, vyhlasenia a zaruky v ro
zsahu, v ktorom nie su zahrnu te v tej to 
zmluve. 

22. 8 Tato Zmluva nadobuda platnost" v dei'ijcj pod
pisu Zmluvnym i stranam i a ucinnost' v den 
nas ledujuci po dni jej uverejncnia v Central
nom registri zm l(tv na www.crz.gov.sk a v 
sulade so Zakonom 546/20 10. v zneni zmicn 
a doplneni a v zmysle § Sa ods. I Zakona c. 
2 11 /2000 Z. z. o slobodnom pristupe k infor
maciam a o zmene a doplneni niekt01jch za
konov. Zadavatel' suhlasi so zverejnenim tcjto 
Zmluvy podl'a predchadzajucej vety. 

NA DOKAZ TOHO Zmluvne strany t)'mto uzat
varaju tuto Zmluvu vo vySsie uvedeny den a rok 

Acce ls tors AG 
Bahnliof -P.1rk 2 8 .1ar 6340 Swi t zc~ r l,lnd 

Date: l 8 _09_ 202fT;._ CHE-430.527 .099 ~WST Date: 

~-' · 
jtT--ERNA ZENTARIS GMBH 

represented by:/ v zastupcni: 
Accelsiors AG 

represented by:/ v zastupeni: 
Dr. Mihaly J uhasz, 

Chairman of the BoD I Predseda Predstavenstva 
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INs>nTUTJON/ I lST ITUCIA 

Represented by:/ Zastupena 

MUDr. Andrej Koman 

-",. ACCELSIORS ~ 
Approved by Accelstors Legal Deportment 

Dr. Istvan Pe ter Horvath 

Dote: 2 8 -V 023 

/2-- cl1b~ 
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