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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement™). shall
enter into force from the date of its last signature (the
“Elfective Date™), is entered into by and between
Medpace Clinical Research, LLC. with its principal
office and place ol business at 5375 Medpace Way.
Cincinnati, Ohio 45227, USA ("Medpace™. and
Fakulna nemoecnica s poliklinikou Zilina. a clinical
research site with its principal oflice and place of
business at Vojtecha Spanyola 43, 012 07 Ziling,
Slovakia, ("Institution™). Medpace and Institution are
sometimes collectively referred to herein as parties
(the “Partics™).

WHEREAS, Allecra Therapeutics SAS, 10 rue
Alexandre Freund, 68300 St Louis, TFrance
(“Sponsor™) is sponsoring a clinical studv on the
compound AALID] (the “Study Drug”), in accordance
with Protocol No. AT-301, titled “A Phase 3,
Randomized. Double-Blind, Multi-Center Study Lo
Evaluate the Elficacy, Safety, and Tolerability of
Celepime/AAILOI compared to
Piperacillin/Tazobactam in  theTreatment of
Complicated Urinary ‘Iract Infections, Including
Acute Pyeloncphritis, in Adults” (the “Protocol™), and
Institution possesses facilities appropriate to be used
in the conduct and performance of clinical studies.
The performance of the Pratocol shall be relerred to
herein as the “Study™; and

WIEREAS, Medpace and Principal Investigator {us
defined below) have entered into a separate agreement
governing Principal Investigator's obligations and
responsibilities with respect to the performance of the
Study: and

WHEREAS, Medpace is a contract research
organization which has been contracted by Sponsort ta
manage and administer the Study; and

WHEREAS, Medpace desires that lnstitution
participate in the conduct of the Study in accordance
with the Protocol and the terms and conditions of this
Agreement. and Institution desires to participate in the
conduct of the Study in accordance with the Protocol
and the terms and conditions of this Agreement.

IMLUVA O KLINICKOM
SKUSANI

Tato zmluva o klinickom skdSani (dale] len
~zrmluva®™), nadobtida plaimost’ odo diia jej posledného
podpisu {dalej len ,ddium Gdinnosti} sa wzatvira
medzi spolo¢nostou Medpace Clinical Research,
LLC, s0 sidlom a miestom podnikania na adrese 5375
Medpace Way, Cincinnati, Ohio 45227, USA (dalej
len  ,Medpace™ a  Fakullnobu nemocnicou
s poliklinikou  Zilina,  klinickfm  vyskumnym
pracoviskom s hlavnym sidlom a miestom podnikania
na adrese Vojtecha Spanyola 43, 012 07 Zilina.
Slovensko  (dalej len indtittcia“). Spolo&nost’
Medpace a inStitticia sa v niektorych pripadoch
oznatuji spologne ako zmluvné strany (dalej len
~Zmluvné strany®).

PRICOM spolotnost Allecra Therapeutics SAS so
sfdlom na adrese 10 rue Alexandre Freund, 68300
St Louis, Franchzsko (dalej len ,zadavatel.) je
zadavatelom  klinického  skasania  zlGéeniny
AAILIDL (dale] len ,skGSany liek™) v shlade s
protokolom & AT-301 pod NAZVOI
~Randomizovand, dvojito zaslepend, multicentrickd
ftadia fazy 3 hodnotiaca adinnost. bezpeénost
a zndfanlivost’ pripravku Cefepimc-AAI10]
v potovnani s pripravkom Piperacillin/l'azobactam
pti licébe dospelych pacientov s komplikovanymi
infckeiami  modovych  ciest, vralane  akitnej
pyelonelritidy™ {dalej len ,,protokol”) a instittcia
disponiuje vhodnym vybavenim na poufitie pri
vykondvani  klinick¥ch  skaSanf.  Realizacia
protokelu sa bude v tejto zmluve oznadovat ako
LSkiganie® a

PRICOM spolotnost Medpace a hlavng skigaitici
{tenlo  pajem je¢ vymedzeny niZiie) uzavreli
samostatnd zmluvu o povinnostiach a zavirkoch
hlavného skiiajiceho v sivislesti s vykonom
skit%ania a

PRICOM spolonost’ Medpace je zmluvna vyskumnd
organizacia, kiord bola zaddvatefom najata na
riadenie a spravu tohto skiifania, a

PRICOM spolocnost Medpace si praje. aby sa
in¥titaeia v siilade s protokolom a podmienkami tejto
zmluvy podiefala na vwkore skifania a indtiticia si
praje podieTat’ sa na vikone tohto skigania v silade s
protokolom a podmienkami tejto zmluvy.
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NOW THEREFORE, in consideration of the | PRETO SA TERAZ egmluyné strany s ohfadom na
loregoing and the mutual covenants and promises sct uvedenéd skutodnesti, vzdjomné zavizky a prisfuby
forth herein  and other good and valuable | uvedené v tejto zmluve a na zaklade riadne] a
consideration, the receipt and adequacy ol which are | primerangj protihodnoty, ktore]j prijatie a primeranost
hereby acknowlcdged. the Parties agree as follows: t¥mta uzndvajil, dohodli na nasledovnom:

1 SCOPE OF WORK 1

1.1 Institution and Principal Investigator (as | 1.1
delined in the Principal Investigator section)
shall perform the Study in siriet compliance
with the terms and conditions of this
Agreement, any written instructions from
Sponsar andfor Medpace, all  generally
accepted standards of Goad Clinical Praclice,
the Protocal, and with all applicable local laws
and regulations governing the performance ol
clinical investigations, A copy of the Protocol
has been provided to Institution and Principal
Investigator and is hercby incorporated by
reference, together with any and  all
amendments thereto, inlo this Agreement. The
Study location will not be changed without
Medpace’s prior written consent,

1.2 Prior o the start of Study, Medpace/Sponsor | 1.2
will obtain any and all necessury approvals of
the applicable regulatory authorities and
central Ethics Committee. Investigator shall
be responsible for any submissions to
Institution’s local Ethics Commirttee, if
applicable.

1.3 Institution agrees to provide the Investigalor | 1.3
with free access to the Insiitution’s applicable
subject population ta recruil the number of
subjects set forth in the Investigator
Responsibilities Section below to participate
in the Study, and will facilitate the proper
performance of the Study.

14 Sponsor or its designee will provide | 74
Institution with sufficient quantities of Study
Drug for use in the Study at no cost Lo
Institution. Institution and Investigator agree
that the Study Drug and all cquipment
provided by the Sponsor may only be used for
the purposes of the Study. and shall only be
used in accordance with the Protocol and any
written instructions of the Sponsor.

ROISAH PRACE

[mititheia a Hlavny skadajiei (fenta pojem je
vymedzeny v Sasti Hlavny skisajuci 1€kar)
budll vykonavat skGfanie v prisnom silade s
podmienkami  tejto  zmluvy,  victkymi
pisomnymi pokynmi zadavatela afalebo
spoloénosti Medpace, vietkymi vSeobecne
prijatymi normami sprivngj klinickej praxe.
protokelom a vietkymi platnymi miesthymi
zékonmi a  predpismi upravujfieimi
vvkondvanie klinického vyskumu. Kopia
protokolu bola poskytnutd institicii  a
hlavnému skOfajicemu a protokel je
prilozeny k tejto zmluve vo forme odkazu so
vietkymi dop!nkami. Miesto skifania nebude
menené bez predehadzajiceho pisomného
siihlasu speleénosti Medpace,

Pred zahdjenim  skaSania  spololnost
Medpace/zadévatel' ziska od prislusnych
regulaénych orgdnov a centrdlne] etickej
komisie  victky  potrebné  povolenia.
V relevantnych pripadoch ponesic hlavny
skiidajici zodpovednost za vietky podania k
prislugne]j lokdlnej Etickej kamisii.

Indtiticia sohlasi s t¥m, Ze hlavnému
skiifajicemu lekarovi poskytne valny pristup
k prisludne] populicii subjcktov inStitiicie a
yykond medzi nimi nabor stanoveného podtu
subjektov, ktorl sa zicasinia gkiania a ich
podel je uvedeny niziie v ¢asti Hlavny
sktifajlci lekdr, a umoZni riadne vykondvanie
skufania.

Zadavatel alebo nim urdend osoba poskytne
indtiticii  bezplatne  dostatodné mnoZstvo
sk(8aného lieku na pouZitie v skiaSani
Ingtitacia sthlasi s t¥m. Zc sk(fany liek a
variadenie poskytnuté zadavatelom mdZe byt
pousité iba na ugely ski¥ania a bude
vyuivané v silade s protokolom a vietkymi
pisomnymi pekynmi zadavarela.
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2

2.1

2,2

PRINCIFAL INVESTIGATOR

Institution’s principal investipator is [

(“Principal
Investigalor™). Principal Investigator will be
responsible for the direction of the Study in
accordance  with  applicable  Institution
policies, which Institution warrants and
represents are not inconsistent with the terms
of this Agreement and the Protocol. IT, for any
reason, hefshe 15 unable 1o conlinue o serve
as Principal Investigator and a suwccessor
acceptahle to Institution, Medpace, and
Sponsor is not available, this Agreement shall
be terminated as provided in the Term and
Termination section. Institution and Principal
Investigator warranl and represent thal
Principal Investigator is fully qualified to
conduct the Study and to serve in the capacity
of  Principal  Investigator.  Principal
[nvestipator and all persons or entitics whao
perform any pertion of the Study (“Study
Personnel™  shall  be  employees or
subcontractors of Inslilution and Institution
shall be responsible lor their compliance with
the terms of this Agreement. Institution
represents that it is not a citizen or resident of
the United States, ot a corporation or
partership that is and has not been treated as
a U.S. corparation or U.S, partnership. and
that all payments Institution received under
this Agreement will be lor services rendered
gutside the Uniied States.

Investigator shall cnroll in  the Study
approximately 6 evaluable subjects who meet
the inclusion eriteria of the Protocol during
the enrollment period ol approximalely May
2018 Lo February 2019. The actual entollment
period may be extended or shortened upen
written notice by Medpace or Sponsor. As
enrollment will be competitive across all sites
participating in the Study, Medpace reserves
the right to instruct the Investigator to enroll
fower or more subjects than the number
agreed at the time of the signature of this
Agresment.

2.1

2.2

HLAVNY SKUSAJUCI LEKAR

Hlavnym skisaiocim institocie je |||

{d’alej len ,hlavny
skigajaei™).  Hlavny  skifajici  ponesie
zodpovednost' za riadenie skifania v silade s
prisiuSnymi zdsadami indtiticic a intitdcia
ruci za to a potvrdzuje, e tieto zasady nie s
v rozpore 3 podmienkami teito zmluvy a
protokolu. Ak z akéhokolvek dovodu hlavny
skidajlici nie je schopny vykondvat funkciu
hlavného sktfajiceho a nehude k dispozicii
nastupea prijatelny pre indtitdeiu, spolodnaost’
Medpace a zaddvatelTa, bude tito zmluva
ukongend, ako je uvedené v Casti Platnost
zmluvy a jej ukonéenic. Ingtitlcia a hlavny
skagajlci potvrdzujl a ruél za to, #e hlavny
skagajaci je plne kvalifikovany na vykon
skfifania  a  vyken funkeie  hlavného
skifajliceho lekdra. Hlavny skiiZajici a vietky
osoby  alebo  subjekty  vykondvajice
ktorékol'vek Casti  skidania (dalej len
Lpersondl skifania™y budd zamestnanci alebo
subdodavatelia institicie a institdcia ponesie
zodpovednost 72 dodrZiavanie podmienok
tejto zmluvy tymito subjekimi. InStitdeia
vyhlasuje, Ze nie je rezidentom Spojenych
Statov, ani korpordcia alebo partnersky
subjekt. ktory je a bol povaZovany za
americkil korpordciu alebo partnersky subjekt
USA, a ze vietky plathy, ktoré inStiticia
dostane na zaklade tejto zmluvy, budl za
sluzby poskytované mime Spojenych 3tatov
americkych.

Hiavny skidajuci lekar zaradi do skadania
priblizne 6 hodnotitcIn¥ch subjoktov, ktori v
abdobi zaradovania. t.j, pribliZne od méaja
2018 do februdara 2019, splnia  kritérid
protokolu pre zaradenie. Samotné abdobie pre
zarailovanie méze byt na ziklade pisomného
oznamenia  spolofnosti  Medpace  alcbo
zaddvatela prediZené alebo skratené, Ked'ze
zatad’ovanie bude prebichat’ v konkurenénom
duchu na victkych pracoviskach, kioré sa
skiugania zufastnia. spolodnost’ Medpace si
vyhradzuje pravo dat hlavnému skisajicemu
lekdrovi pokyn, aby zaradil niZ#f alebo vvdsi
poiet subjektov, ako bolo dohodnuté v fase
podpisania tejto zmluvy.
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2.3 Institution agrees that Investigator shall obtain | 2.3 Pred wvykonanim  akjchkolvek  (konov
the necessary written informed consent of stivisiacich go skiifanim Indtiticia suhlasi, aby
each subject prior lo perfonning any Study hlavny skiZajici lekdr ziskal nevyhnuiny
related procedures. Investigator shall comply informovany sithlas v pisomne] podobe od
with all applicahle ethical principles and good kazdého subjektu. Indtiticia zabezpedi, aby sa
clinical practice to abtain each subject's pri zaisfovani inlormovaného suhlasu od
informed consent, kazdého zo subjektov hlavny skifajicl lekar

riadil vEetkymi platn¥mi etick¥mi zasadami a
spravnou klinickou praxou.

2.4 Medpace and Sponsor explicitly agrec thatthe | o 4 Mecdpace a Zadévatel vyslovne sihlasia, Ze
Principal Investigator will inform the relevant hlavny skudajoci lekar bude informovat
subject’s health insurance providers on prislusné zdravotné peistiovne prisluingch
subject’s participation on the Study without subjeklov, kiori sa ziéastnia skudania,
undue delay after it has begun. o zadiatku skiSania bez zbylodného cdkladu

pe jche zadati,

2.5 Institution aprees that Investigator will assist | 2.5 Ingtitocia sohlasi s tfm, Ze hlavny sknfajoci
Medpace upon Medpace’s request to provide lckdr na wvyZiadanie poskytne spolodnosti
any required updates andfor information Medpace vietky nevyhnutné aktualizacie
related ta the Study for Medpace™s submission afalebe informacie tykajuce sa skiania a to
ta the applicable central Fthics Committee na ufely podania spoloénosti  Medpace
and regulatory authorities. Medpace shall be prislu¥nej centrdlne] eticke] komisii a
responsible for any  dealings  with  and reguladnym orgdnom. Spolofnost Medpace
submission of reports and information to the aleba  fion  poverend osoba  ponesie
applicable central Ethics Committce and zodpovednost za victky jednania stvisiace so
regulatory authorities. ]T]Vt:sligﬂl.()l" shall be 5pr;§,vami a informdciaml a ich podanim
responsible  for  any  submissions 1w prisludnej centrdlnegj etickej komisii a
Institution’s local Ethies Committes, if regnlaénym orgdnom. Hlavny skiiZajici lekér
applicable. bude zadpovedny za pripadné podania etickej

komisii Indtiticie.

2.6 Institution agrees that Invesligator shall notify | 2.6 IndtitGeia sthlasi, Ze hlavny skafajoci lekar
Medpaﬂe of adverse events and serious bude informovar zaddvatela a S'pOlOEnOSf
adverse events within the timeframes and Medpace o neZiaducich udalostiach a
pursuant to the process set forth in the zdvainych neZiaducich udalostiach v
PFrotocel andfor other written instructions of ¢asovych lehotich a v silade s postupom
Medpace and/or Sponsor. stanovenym v protokole afalebo  inych

pisomnych pokynoch spoloénosti Medpace
afalebo zaddvatela.

3 CONFIDENTIAL INFORMATION 3 DOVERNE INFORMACIE

2.1 “Confidential  Information™  means  all | 3.1 WDverndé informacie® s0 vietky informicie,
information that is (a) provided by or on ktoré st (a) poskytnuté inStitlicii alebo
behalf of Sponser or Medpace to Institulion or hlavnému skugajucemu lekdrovi zadavatel'om
Principal Investigator in connection with this alebo spolotnosou Medpace alebo v ich
Agreement or the Study, or {b) developed, mene v shvislosti s toulo zmluvou alebo
obtained, or gencrated by Iustitution, skifanim, alebo (hb) wvyvinuté, ziskané ¢i
Principal Investigator, or Study Personnel as a vytyorené intitiicion, hlavnym skdfajicim
resull of perlorming the Study under this lekdrom alebo persondlom skifania ako
Agreement (excepl lor a Sludy subject’s vysledok vykondvania skidania podla tejto
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medical records), including, but not limited to, zmluvy  (okrem  zdravotnych  zdznamov

the Protocol, Study data, results, and reports subjektov skiifania} a patri sem, akrem in¢ho,

from all sites conducting the Study. protakol, idaje skdSania. visledky a spravy 7o

Confidential Information and all tangible vietkych  pracovisk, ktoré  vykondvaji

¢xpressions, in any media, of Confidential skifanie. Doverné informacic a victky

Information are the sole property of Sponsor vyjadrenia dévernych informdeii na vietlkych

or Medpace, as applicable. druhach médi{ si v¥hradnym vlastnictvom

zadavatela, pripadne spolonosti Medpace.

3.2 Institution sgrees not to use Confidential | 3.2 Indiitieia sihlast s tym, Ze nebude doverné
Information for any purposes other than to informacie pouZival' na iny 0gel, aka je
conduct the Study. Institution agrees not ta vvkondvanic skuania. Indtitieia sthlasi s
disclose Confidential Information to third tym, e doverné informacic nebude
parties except as necessary to conduct the poskytoval E.ldt]l'le| irete] stranc, okrem
Study and under an agreement by the third pripadov, ked to bude nevyhnuiné na
party to be bound by the obligations of this vvkonavanie skiiania, a to na ziklade dohody
section. Institutian shall safeguard s tretou stranou, podFa ktorej bude viazand
Confidential Information with the same pavinnostami tejto asti. Inititdeia zahezpedi
standard of care that is used with Institution’s déverné informicic r(‘n.rnﬂk:,'.’[n Etandardom
Confidential Information, bul in no event less starostlivosti, ako v pripade dévernych
than reasonable care. informdacii inStitdcie, Standard starostlivosti

viak v #iadnom pripade nemdZe byt nizéi ako
primerany.

3.2 The term Confidential Information shall not | 5.5 Pojem dbverné informdcie nebude zahriiat
be deemed to include information thai: inform#cie. ktoré:

3.3.1 s or becomes publicly available 3.3.1 s alebo sa stand  vergjne
through no fault of Institution; dostupnymi  bez  akéhokolvek

zavinenia zo strany indtiticie,

3.3.2  Institution can demonstrate it 3.3.2  inititicia preukézatelne vlastnila vz
passessed prior to, or developed pred ich  poskytnutim  alecbo
independently from, disclosure or spristupnenim v ramei tejio zmluvy,
development under this Agreement; alebo ich vyvinula nezdvisle od tejio

skutoénosti,

333 Institution receives from a third 132 injtitieia ziskala od tretej sirany,
party which is not legally prahibited ktorej nebolo poskytnutie tychto
from disclosing such information; informécii z prévneho hPadiska

zakdzané,

3.3.4 Institution is required by law to 334 musi indtiticia poskytnit’ zo zdkona
disclase, provided that Medpace and a to za predpokladu. ze budd
Sponsor are notified of any such spolotnost’ Medpace a zaddvatel’ o
requirement with sufficicnt time to takejto poZiadavke informovani s
seek a protective order ar other dostatoénym predstiham, aby mohli
modilications to the requirement; or vydat ochranné nariadenie aleba ind

upravu peziadavky, alebo

3.3.5 Is appropriate to include in a 3.3.5 je vhodné zaradit deo publikicie
publication  pursuant to  the podla Casti Publikdcie a publicita.
Publications and Publicity scction.

34 Institution agrees that Mcdpace may compile | 3.4 Inftitdeia sahlasi s tym, aby spoloénost
a database ot information from Institution and Medpace mohla zostavit® databdzu inlormacii
its personnel {including  Principal od indtitheie a persondlu indtiticie (vritane
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Investigalor} lor use in counection with the
Study (including but not limited 1o {easibility
questionnaires, CW¥s. licenses, medical
specialties, participation in clinical trials,
[inancial disclosure forms) and/or may usc
this information for purposes related w0 s
business. Institution shall have secured any
necessary consents from its personnel to allow
for this sharing of information. Such
infermation is used solely in cannection with
the inifiation of studies and feasibility studics
and is accessible only to the sponsor ol the
respective study and persennel assigned to
study management and for whom the
information is needed in the performance of
their dutics (further described as "Authorized
Personnel”). As some Medpace studics are
being conducled worldwide, the personal
information  collected  is  available 1o
Authorized Personnel who may be located in
countries ouiside the European Union. In
order to provide for the protection of personal
dala, Medpace has established policies and
procedures governing the security of and
limited sccess to this data that are unilorm
throughout Medpace and its affiliates and
comply with the standards of personal data
protection applicable within the European
Linion. When applicable. Medpace enters inta
dala processing agreements with sponsors in
line with applicable European Union dala
protection Laws. In accordance with the laws
pertaining to the protection of personal data,
the individuals' whaose data is collected have a
right to access, to modify, to reetify, and to
suppress their personal data, simply by
requesting it to the attention of the Medpace
Privacy Ollicer al privacy@Medpace.com, or
to the following address: Medpace Privacy
Officer, Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227 USA.

hlavného skisajucehe), a to na Géely vyuzitia
v oosovislosth  so skoBanim {okrem  ingho
dotazniky o wvykenalelnosti.  Zivolopisy,
licencie, zdravotnicke Specializacie. G€ast’ na
klinickych  skiSaniach a formulare o
finanényeh udajoch) a/aleho méZze pouzit
tieto inlormacie ma Oéely (ykajice sa jej
podnikania. Indtilieia  zaisti vietky
nevyhnutné sihlasy od svojho personalu na
zdiefanie tychto informdcif. Tieto informdcis
sa  pouzivaji vyhradne v sidvislosti so
zahdjenim  skiSani a so  sko8aniami
vykonatelnosti a s k dispozicii iba
zaddvaleTovi prisludngéhe sktisania a personalu
priradenému na riadenie ska$ania, kiory tieto
informdcie  potrebuje na  wykon svejich
povinnosti {d'alej len ,opravneny personal™).
Ked'ze niektoré  sk(fania  spolefnosti
Medpace sa  wvykondvaj  celosvetovo,
zhromaZdeng osobng adaje s k dispozieii
opravnenému  personaluy, ktory sa  mdzie
nachadzat’ v #tatoch mima Furdpskej dnie.
Spolodnost’ Medpace zaviedla v sivislosti s
ochranou osobnych Gdajov zdsady a postupy
urétjuce bezpecénost’ a obmedzenic pristupu k
iymlo Gdajom, kioré si nemenne napried
spoloénostou Mepdace a jej partnerskymi
spolodnpstami, pridom  spiaji  normy
achrany osobnych 0dajov platné v Eurdpske]
unii. Ak sa to vyZaduje, spelotnost’ Medpace
uzatvara so zaddvateI'mi zmluvy o spracovani
Gdajov v silade s pravoymi  predpismi
Eurdpskej Gnie o ochrane ozobnych adajov. ¥
silade s préavnymi predpismi o ochrane
oschnych tdajov maji osoby, ktorych tdaje sa
zhromaZd'uin, prave pristupevat’, upravoevar,
opravovat a utajovat’ svoje osobné udaje

jednoducho, prostrednictvem  poZiadavky
adresovanej pracovnikovi spolodnosti
Medpace  zodpovednému  za ochranu
nsobnych udajov na adrese

privacyi@Medpace.com alebo na tejto adrese:
Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227
USA.

RECORDKEEPING
Principal Investigator shall maintain  all
records, data. documents or information

related to the performance of the Study umtil
the later of:

4.1

UCHOVAVANIE ZAINAMOV

Hlavny sk(3ajoci lekdr bude uchovivar
vietky zdznamy. ddaje. deokumenty alebo
informacie sivisiace s vykonom skigania do
tasu. ked' nastane neskordia z tychto situacii:
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4.1.1 Two (2) years following the date a 4.1.1 dva (2} roky po ddtume schvilenia
New Drug Application is approved Zladost] o registraciu nového lieku v
for the Study Drrug that is the subject pripade skafangho lisku., ktory je
of the Study; predmetom skafania,

4.1.2 Two  (2) years after the 4.1.2 dva (2) roky po ukonteni aleho
Investigational New Drug stiahnut!  Ziadosti o registraciu
Application for such Study Drug is nového skifaného lieku v pripade
terminated or withdrawn; or takéhoto skaganého lieku, alebo

4.1.3 As defined by local laws and 4.1.3 aka je  wvymedzené miestnymi
regulations. zakonmi a predpismi,

4.2 At the end of such required reiention period. | 4.2 Na konci takéhoto poZzadovaného obdobia
Principal Investigator shall not destroy any uchovévania hlavny skoSajuci takéto zaznamy
such records until he/she has obtained nezlikviduje, pokial na 1o neziska
Medpace’s prior written permission to do so, predchddzajice pisomné  povolenie  od
Medpace will respond promptly to Principal spolofnosti  Medpace. Na  poZiadanie
Investigator’s requests to disposc of records. hlayného skidajicehe lekdra o likvidaciu

zdznamov  budc  spolofnost  Medpace
promptne reagovat.

4.3 Subject to the requirements of the |43 8 vvhradou poZiadavick éasti Dévernd
Confidential Information section. following inlormicie si mdZe indlitieia po skonlen
the end of the required relention period, pozadovangého obdobia uchovavania ponechat’
Institution may retain in its possession an képiu dévernych informaeii, kinré
archival copy of Confidential Information that porostdvajl zo vietkych Udajov. dokumentov
consists of any and all data, documents or alebo informdcii sivisiacich s plnenim tejto
information related to the performance of this zmluvy, ale iba v rozsahu potrebnom na
Apreement solely as required for regulatory, regulaéné, pravne, ¢i poistné (cely.
legal. or insurance purposes.

5 ACCESS TO RECORDS AND 5 PRISTUP K ZAZNAMOM A
AUDITS AUDITOM

5.1 Medpace and/or Sponsar shall have the right | 5.1 Spolonost’ Medpace a/alebo zaddvatel’ budi

to inspect progress of the Study on the
premises of Institution at reasonable times
during the term of this Agrecement. Medpace
and/or Sponsor will notify Institution prior to
any inspection of the date and time of the
inspeciion. The representlatives of Medpace
andfor Sponsor may review and/or request
copies of data derived from the Study, and
Principal Investigator shall promptly provide
such data. Principal Investigater will notify
Medpace and/or Sponsor by tclephone and
subsequently in writlen [form, of any
significant changes, including, bul not limiied
to, changes in Study Personnel, Principal
Investigatar, or physical location, that occur
during the Study.

mat’ pravoe kontrolovat priebeh skuSania. a to
priamo v priestoroch intitiicie v primeranych
terminoch pofas platnosti tejto zmluvy. Pred

akoukolvek inSpekciou bude spoloénost
Medpace afalebo zadavatel informovat
inflithciu o  ddlume a  ase in¥pekeie.

Zastupcovia  speloénosti Medpace a/alebo
zaddvatela moZu v primeranych intervaloch
kontrolovat” a‘alcbo poZadovat’ képic adajov
odvodenych =z tohte ska%ania a hlavny
skisajuci lekar ticto iidaje ockamZite poskytine.
Hlavny skifajoci lekdar bude spoloénost
Medpace afalebo zadavatela 1elelonicky a
nasledne gj pisomne informovat o vietkych
v¥znamnych zmendch a nie len iba ku ktorym
doflo v priebehu skafania. & to okrem iného o
zmendch  persondlu skoSania,  hlavncho
skudajucche lckara alebo fyzicke] lokalite
skiifania.
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Within twenty-four (24) hours after ‘
learning of any FDA or other |
governmental or regulatory body |
fe.g., Institutianal Review [Board, |
Drug Enforcement Agency)
regulalory  inspections of which
hefshe becomes aware relating to the
Study. Principal Investigator shall
provide written notification to
Mecdpace and Sponsor. Medpace and
Sponsor shall have the right to be
present at any such inspections and
shall have 1he appoertunity to
provide, review. and comment on
any responses that may be required.
Further, Principal Investigator will
provide in writing to Medpace and
Sponsor copies of all materials,
uurrcspundence, statemcnts, forms
and  records  which  Principal
Investigatar receives or obilaing
pursuant to this inspection.

5.1.1

51.1 Hlavny  skd3ajoei  musi do
dvadsatStyri (24) hodin od prijatia
informacif 0 regulagnych
inSpekciach amerického Uradu pre
kontrelu  potravin a liediv aleho
inych 3atnyeh alebo reguladnych
aorganov (napr. etickej komisie,
Nérodného dradu pre  kontrolu
obchodu s drogami). o klorych sa v
sivislosti  sp  skiianim  dozvie,
poskytnat’ spolofnosti Medpace a
zaddvatelovi pisomné ozndmenie.
Spolotnost’ Medpace a zaddvatel
maji pravu z0¢astnit’ sa na takychto
ingpekeidch a dosland prileZitost
poskytnut, posadit’ a
pripomienkoval’ vietky odpovede,
ktoré méZu byt nevyhnutng, Hlavny
skiSajuci ticz poskytne pisomne
spoloénosti Medpace a zadavatelovi
kbpie vietkych maulerigloy,
koreipondencie, vyhldseni,
formularov a zdznamov, kioré
hlavny skigajici dostane alebo ziska
v stivislosti s louto inSpekeiow.

6 COSTS AND PAYMENT

SCHEDULE

In consideration ol the proper performance of the
Study by the Institution under the terms of this
Agreement and upon approval of Sponsor, payment
will be made by Medpace or its designee lo the payee
(“Paves”) designated in Schedule A appended hereto
and incorporated herein by reference. Institulion will
accept payment from Medpace, or its designee, to the
Payee as full consideralion lor services rendercd. All
costs outlined on Schedule A shall remain firm for the
duration of the Study. unless otherwise agreed to in
writing by the Institution and Medpace. It is
understood and agreed that no reimbursement will be
nrovided by Medpace or Sponsor for subjecls who are
randomized into the Study in violation of the Protoeal,
or wha do not conform to the Prolocol™s inclusion and
cxclusion eriteria or for whom serious deviations from
the Protocel are made. The budget contained in
8chedule A is inclusive of all applicable taxes. VAT
is nol applicable because Medpace Clinical Research,
LLC is a U.S.-based corporation. Should any changes
lo VAT law ocour during the term of this Agreement
ot other tax laws require withholding. the party lcgally

NAKLADY A ROZVRH PLATIEB

Ako odmena za riadne vykonanie skoSania indtiticiou
podla podmienck tejlo zmluvy bude spoletnostou
Medpace alebo jej poverenou osobou pa schvileni
zaddvaleTom prevedend dhrada prijemcovi platby
(prijemcom)} (Falej len ,prijemeca plathy®), ktory je
oznaleny v prilohe A priloZzeng] k tejto zmluve a
zatlenensj do tejto zmluvy odkazom. Indtitdeia
uhradu od spolognosti Medpace alebo jej poverenej
osoby prijima ako plnd kompenzaciu za poskytnutc
sluzby. Vietky niklady uvedené v rozvrhu A ostani
pocas trvania klinického skifania nemenné, ak sa
institiicia a gpolodnost’ Medpace nedohodni pisomne
inak. Zmluvné strany s0 si vedomé a sthlasia s tym,
Ze za subjekty, ktoré boli randomizované do skiiSania
v rozpore s protokolam, alebo nespliiaji kritérid
protokolu pre zaradenie a vylidenie, alebo déjde v ich
pripade k zdvaZznym odchylkam od protokolu, nebude
spolanoslou Medpace ani zadavatelom poskytnutd
ziadna ndhrada. Rozpotet uvedeny v prilohe A zahriia
vietky plainé dane. DPH sa neuplatiiuje, pretoze
spolatnost Medpace Clinical Research, LLC. je
spolotnostou so sidlom v USA. V pripade, e poéas

]
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responsible shall be liable for VAT or withholdings.
Medpace, as Sponsor’s payvment agenl, shall make
paymenl to Payee under this Agreement from funds
provided by Sponsor. Notwithstanding the foregoing,
Medpace may issue a written amendment, signad only
by Medpace, lor the purpose of Inereasing the Study
costs as described in the Schedule A.

platnosti tejta zmiuvy déjde k nejakym zmenam v
zakone o DPH. alebo sa budd vyZadovar zrdZky podfa
inych zakonov, DPH alebo tieto zrizky bude hradit
strana, ktord jo za to zdkonne zodpovedna. Podla tejto
zmluvy prevedie spolofnost Medpace, ako platea
zastupujuei zadavatela, prijemeovi dhradu platby =z
mrostriedkoy poskytovanyeh  zaddvateTom.  Bez
ochl'adu na wy3sie uvedené skutodnosti spoledénost
Medpace mbdZe vydal' pisomny doplonok s cielom
zvy it ndklady skifania opisané v rozyrhn A.

7 TERM AND TERMINATION

7.1 Thiz Agreement shall commence as of the
Effective Dale and, unless terminated earlier
as provided for in this section, shall continue
until the completion of the Study. This
Agreement shall enter into force from the date

of its last signature.

7.2 Institution may terminate this Apreement if
Medpace materially breaches this Agrcement
and Medpace fails to cure the breach within
thirty {30) days aller receipl of written notice
from a Party specilying in detail the nature ol
the breach. Medpace may terminate this
Apreement at any time vpon giving thirty (30)
days’ advance written notice to Institution.
The Parties agree that in the event of a breach
of this Agreement, the non-breaching Party
shall be entitled to seek its expenses and
allorney lees.

7.3 Medpace shall be obligated to pay Payee
solely for those items set forth in the Schedule
A that have been incurred prior to the date of
notice of termination. Institution shall
promptly refund to Medpace or shall cause
Payee to promplly relund all unearned
advance payments made by Medpace under
the Schedule A.

7.4 Upon complction or termination of this
Agreement, in no event shall Medpace be
obligated to pay any invoices submitled aller
the time period for submitting final invoices

set Torth in Schedule A has expired.

7 PLATNOST ZMLUVY A JEJ
UKONCENIE

Tato zmluva vstupuje do platnosti k datumu
ifinnosti 2 ak neddjde k jegj predéasnému
ukonfenin podla teito Easti. bude v platnosti
az do dokonfenia skiSania. Téato zmluva
nadobida platnost odo diha jej posledného
podpisu,

7.1

7.2 Instithcia moze tito zmluve predasne
ukandit’ v pripade, 7e ju spolodénost Medpace
zavaznym spdsobom porudi a spolofnost
Medpace nezaisti napravu do tridsiatich (30)
dni po prijati pisomného ozndmenia od
inStitiicie. v klorom sa wvedie podrobne
povaha porudenia. Spolotnost’ Medpace moze
tito zmluve kedykolvelk ukongit® na ziklade
predchiadzajucej tridsat” (30) divove] pisomnej
vypovede indtitheil. Zmluvné strany stihlasia s
tym, ¥ v pripade porufenia tejto zmluvy ta
zmluvna strana, ktord zmluvu neporuiila,
bude opravnend poZadovat’ uhradenie svojich
vydajov a poplatky na pravnych zastupcov.

7.3 Spolotnost’ Medpace bude povinna uhradit’
prijemcoyi platby vyhradne lie poloZky, kioré
si stanovené v prilohe A a vznikli pred
datumom oznamenia o ukondenl zmluvy,
Vietky nezasliZené zalohy. ktoré spolofnost
Medpace podla rozvrhu A phradila, budd
indtituciou spolo¢nosti Medpace prompine
vritené alebo indtitlcia zabespedi, ze ich vrali
prijemca platby.

7.4 Po splneni alebo ukonteni zmluvy nebude
spoloénost Medpace v Ziadnom pripade |
povinnd uhradit’ #iadne faktiry predloZend po
uplynuti obdobia na predleZenie zdverednych

taktdr, ako je stanovend v rozvrhu A.
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7.5 Upon completion or fermination of Lhis | 7.5 Po splneni alebo ukonteni zmluvy Indtiticia a
Agreemenl, Institution  and Principal hlavny skifajiei lekar na Ziadost spolotnosti
Investigator shall, upon Medpace's request. Medpage yritia spolagnosti Medpace alebo
return or destroy all documents, information, zadavatelovi vietky dokumenty, informdeie
andfor supplizs. including, but not limited to, afalebo materidly, ku ktorym okrem iného
Study drug(s) and related devices, equipment, patrl skdfany liek(y) a sivisiace zariadenia,
and any biological samples or other materials vybavenic a vietky biologicke vzorky. &i ing
pravided by Medpace or Sponsor for the materialy poskytnuté spolotnosfou Medpace
conduct of the Study, to Sponsor or Medpace alebo  zadavateFom na  vikon skiSania,
within thirty (30) days. If Medpace requests pripadne tieto zniéf a to do tridsiatich (30) dni.
that such dacuments, information or supplics Ak spolognost Medpace vyZiada Znigenie
be destroyed, [Institution or Principal takychte  dokumentov, informacif,  &i
Investigator, as applicable. agrees to destroy materialu, Ingtiticia alebe hlavny skuSajici
same and provide Medpace with written lekar sthlasi s ich zniéenim a spolonosti
certification of such destruction. The Principal Medpace o zni¢en{ poskyine pisamné
Investigator, ~ Confidential  Information, osved¥enie. Casti Hlavny skodajici lékar,
Recordkeeping, Access to Records, Costs and Dévernd informécie, Uchovdvanic zZnamov.,
Payment Schedule, Term and Termination, Pristup k zdwnamom, Naklady a rozvrh
Intellectual  Property,  Publications  and platieb, Platnost’ zmluvy a jej ukondenie,
Publicity, Indemnification and Insurance, Dutevné vlastnictve. Publikicie a publicita,
Anti-Bribery/Anti-Corruption and Odikodnenic a peistenie, Ustanovenia proti
Miscellanzous sections shall survive the aplatkom a korupcii a Rozne ustanavenia
termination or expiration of this Agreement. zotrvajii v platnosti aj po ukenfeni tejta

zmluvy alebo vypriani jej platnosi.

8 INTELLECTUAL FROPERTY 8 DUSEVNE VLASTNICTVO

B.1 1 is agreed that none of Sponsor, Medpace. | 8.1 Zmluvné strany sthlasia, Z2e s vynimkou
Principal Investigator. or Institution transfers pripadov  vyslovne stanovengeh v tejta
to any other by operation of this Agreement zmluve, zaddvatel, spolodnost Medpace.
mwpﬁmﬂﬁgmcmwdmnﬁwdmnmkﬂgmnr hlavny skusajici lekdr a ani indtiticia v ramei
other propristary right of Sponsor, Medpace, vikonu tejio  zmluvy neprevedd Ziadne
Principal Investigator, or Institution, except as patentové alebo autorskeé priva, prava k
expressly set forth herein. ochrannym znamkam alebo iné vlastnicke

prava  zadavatela, spolotnosti Medpace,
hlavného skigajiceho lekara alebo indtitdcie
na iny subjekt.

B.1.1 “Invention” means any discovery, 8.1.1 Pojmom ,vyndlezy™ sa aznatuja
invention, technology. result, data, vietky objavy, vyndlezy,
materiul, improvement, or idea. technologic, vysledky, iidaje,
whether or not patentable. resulting materialy, vvleplenia, & navrhy, &
from or reduced to practice as a sii patentovatefné alebo nie, ktore
result of conducting the Study, or vznikli alebe boli upravené pre prax
made using the Study Drug or ako dosledok vykondvania skiSania,
Conlidential Information. pripadne boli vytvorené s vyuZitim

skaganche lisku alebo dbvernych
informaeii.

g2  Institution will notify Sponsor, promptly and | g2 Institicia bezodkladne pisomnc —ozndmi
in writing, of any [nvention made by zadavatelovi kazdy vyndlez, kiory wytvor
Institution, Principal Investigalor, and Study in¥titicia, hlavny skusajoei lekdr a/alebo
Personnel, persondl ski$ania.
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8.3 Sponsor shall own all right, title, and interest | 8.3 Zadavatel' bude drzitelom wvietky¥ch priy,
inand to any Invention and shall have the solg titulow & ndrokov na vietky vyndlezy a bude
and exclusive righl to obtain, at its option, mat ake jediny subjekt vyluéné prave
palent protection in the United States and chstarat’ si. podla  vlastngj wvolby, pre
other coumiries on any such Invention, If ktorykelvek  takyto  wyndlez  palentova
Sponsor requests, Institution will excoute and ochranu v Spojenych Stdtoch americkych a
will cause Principal Investigalor and Study inych krajinach. Na vyZiadanie zadavatela
Personnel Lo execule any  application, Institicia bezodkladne vyhotovi a zaisti, aby
assignment, or instrument or to testify as hlavny skufajici lekar a persondl skiZania
Sponsor deems necessary far Sponsor fo vyhotovili bezodkladne wvietky Ziadosti,
obtain patents or otherwise to protect prevody alebo  ndstroje,  alebo  podali
Sponsor’s interest in an Invention, Sponsor svedectve.  ako zadavatel povaZuje za
will rcasonably compensate Institution or its potrebné. aby zaddvatel mohol ziskal’ patenty,
designated "ayee [or the time devoled to such ¢i in(i ochranu svojich nirokov na vynalez,
aclivities and will reimburse Institution or its Zadavatel’ primerane nahradi indtitGeli alebo
designated Payee for reasonable and fiou opravnengmu  prijemcovi platby £as
necessary expenses incurred. venovany takym Cinnestiam a odSkodni

inStitaciu alebo fiou opravneného prijemeu za
primerané a nevyhnutné naklady, ktoré mu
venikli.

9 PUBLICATIONS AND PUBLICITY 9 PUBLIKACIE A PUBLICITA

2.1 It is understood that the Study is part of a | 9.1 Zmluvné strany sa si vedomé, Ze skilanie je
multicenter trial, and Institution may publish siucastou  multicenlrického  skdSania a
the results of its part of the Study in indtitheia moZe publikevat vysledky svojgj
collabaration with the other investigalors, bul casti - skdasania v spoluprdci s inymi
in complete compliance with this section and skafajiocimi lekarmi, musi tak ale u&init’ v
with the Confidential Information section, tplnom stlade s toute Castou a &ast'ou
Aller the multicenter publication or twelve Dédvernéd  informacic. Po  multicentrickom
{12) months after completion of the Study, zvergjneni alebo dvanast” (12) mesiacov po
whichever oceurs first, Instifution may itsclf ukondéeni skusania, podla toho. o nastane
publish the results of its data from the Study, skOr, mdZe indlitdeia sama  publikovat
[nstitution and Principal Investigator shall vysledky  svojich  Gdajov 7o ski¥ania.
provide Sponsor and Medpace with an [nititiicia a  hlavny skifajuci  poskytne
advance copy of any proposed publication or zadavatelovi a spolodnosti Medpace signdlnu
oral presenlation at least sixty (60) days prior képiv ka¥de] navrhovanej publikacic alcbe
to the planned date of submission or Ustnej prezentdcic a to najmengj Sest'desiat
presentation and Spansor shall have sixty (60) {60y dni pred planovanym  ddlumom
days to review the proposed publication for odovzdania alebo prezenticie a zaddvatel
the purposes described below, Sponsor and bude mat' 3estdesiat (60) dnf na postdenie
Medpace may request in  wriling, and navrhovanej publikicie na Géely popisané
[nstitution shall agree Lo, (a) the deletion of niZ3ie, Inftitdcia sthlasi s tym, ¢ zadavate! a
any Conlidential Information, (b) any spolod¢nost’ Medpace mdzu pisomne vyZiadat
reasonable changes requested by Sponsor or {a) odstrancnic  nicktoryeh  ddvernych
Medpace, or (¢) a delay of such proposed informacii, (b) akékolvek primerané rzmeny
submission for an additional period, not fo poZadované zaddvaleTom, & spoloénostou
exceed ninety (90) days, in order to protect the Medpace, alebo (¢} odlofenie takéhoto
potential patentability of any lechnology navrhovaného odovzdania za iéelom ochrany
described therein. Sponsor, at its election, maoZnej patentovatelnosti v nich popisanych
shall be entilled to receive in any such fechnoldgii a to o dodatoéné obdobic
publication an  acknowledgement of its deviitdesiat (90) dni. Zadavatel je podfa
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sponsorship of the Study. svoje] volby oprévneny vyZiadat, aby jeho
sponzorstvo  skifania bolo spomenuté vo
vietkyeh takvehto publikaciach.

9.2 Neither Party shall use the other Party’s name | ¢ 2 Ziadna 7o strin nebude bez predchadzajoccho
or Sponsor’s name, nor issue any public pisomnéhe povolenia druhej strany pouzival
statement about this Agreemenl, or pllbliﬁh meno druhej strany ani meno zaddvatela,
any information about the Study, without the vydivat’ akékol'vek verejné vyhldsenia o tejto
prior written permission of the ather Party smluve, ani  zvercjovatt  akékolvek
excepl as required by law. Such prior informécie o lomto skifani, okrem pripaday,
permission  shall not be unreasenably ked” to bude vyZadovatl' zikon. Takéto vopred
withheld. The Parties agree that in order for pDS!{}’tﬂHté Sflhlaﬁ)’ nesmu byt Z
Institution to satisfy ils reporting obligations, neprimeranych dévodov adoprené. Zmluvng
it may identify Medpace or Sponsor and the strany sithlasia, Z¢ za i€elom splnenia svajich
amount of funding received from Medpace for ohlasovacich povinnosti mdze institicia vo
the Study, but will not include in such report svajich  hlaseniach oznadit  spoloénost
any information which identifies the name of Medpace alebo vadavatel'a a uviest sumu
the Study Drug or the therapeutic arcas of the finanénych  prostriedkov  prijatyeh  od
Study. spolotnosti Medpace pre potreby skiSania, ale

ticto hlasenia nesmd zahfiaf  Ziadne
informécie.  ktoré  identifikuji  ndzov
skianého lieku alebo terapoutickt oblast’ |
skusania.

9.3 The Parlies shall be responsible to submit this | 2.3 Zmluvné  strany  budd  zodpovedal za
Agreement for publication in the Ccntral predlozenie tejte zmluvy na zvergjnenie ¥
Register of Contracts, located al the website Centralnom  registri zmlivy v silade s
www crzoov.sk (“Contracts Registry™), in prisluinymi  pravaymi  predpismi.  Tento
accordance  with  applicable laws and register sa nachadza na webovej strinke
regulations, Schedule A canstitutes www.crzrov.sk (dalej len (Register zmlive).
proprietary information of Medpace and it Priloha A predstavuje vlasinicke informacie
will not be published in the Contracts spoloZnosti Medpace a nebude zverejnend v
Registry. Estimated total possible amount ta Registri zmlhiv, Odhadovana celkovd moZnd
be paid under the Agreement iz € 1500 suma vyplatena v rémei tejto zmluvy ma
assuming the Study patient enrollment goal is vviku 1800 € v pripade, Ze sa dosiahne ciel’
achieved. Medpace shall be pgiven the zaradenia pacientov do skusania. Spolo&nosti
opportunity to redact the Agreement before Medpace sa poskytne moznost redigovat’ tito
publication. Institution shall not publish any zmluvu pred jej zverejnenim. Indtitdcia bez
non-redacted versions on any websites ar predchadrzajiceho plsomného sihlasu
other media without obtaining Medpace’s spolotnosti  Medpace nezversineni  jej
prior written consenl. The signatories to this nercdigovani verziu na Zadnych webovyeh
Agreement agree and consent to publication of strankach ani v inych médidch. Signatdri tejto
their personal information, including but not zmluvy sdhlasia so zvercjnenim  svajich
limited to. their names and titles. osobnych ddajov a lo okrem iného mena a

funkeie.

9.4 Notwithstanding the foregoing, nothing | %.4 Bez ohlfadu na vy¥ie uvedené skutoénosti po
contained in this Agreement shall prevent the predchddzajiicom pisomnom sithlase
Study from  being registered with zadavatela s takouto registraciou, nebude sa
www clinicaltrials.goyv, or any equivalent branit’ v registracii skGfania na portéli
registry, including all information required by www.clinicaltrials.gov ani v inom pedobnom
the Uniform Requirements for Manuscripts registri,  vrdlane  vietkveh  informacii
Submitted to Biomedical Journals of the vyzadovanych  jednolnymi  peZiadavkami
International Committec of Medical Journal Medzindrodného  vyboru  Sélredaklorov
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Editors in elfect as ol the date of initiation of
the Study (see www.icmje.org).

10 NOTICES

Any notiee required or permitted under this
Apreement shall be in writing and shall be deemed
made and given three (3} days after sending, if mailed
by registered or certified mail, postage prepaid, return
receipt requested, or one (1) day afier sending, if sent
by express courier service or lacsimilefelectronic
transmission. In addition, the Institution will
communicaie 10 Medpace in wriling (email is
considered a writing for the purpases of this section),
any changes to the Instilution’s pavee name, payee
address, tax idenfification number, corporate address,
or corporate name. Any such notification shall
originate from an Institution olficial having the same
or greater authority as the Institution official who
signs this Agreement on behall ol the Institution. All
notices must be addressed to the comtact set forth
below:

lekarskych &asopisov na prispevky uréené pre
zvergjnenic v biomedicinskych &asopisoch
platnymi v def zahgjenia skd¥ania (pozri
wWywwLicinje.org).

OINAMENI|A

Vielky oznamenia vyzadované alebe dovolené podla
tejto zmluvy musia byt v pisomne] forme a buda
povazovan¢ za vykonané alebo dorugené tri (3) dni po
odoslani, ak budi odoslané doporufene alebo
registrovanou po¥tou a to bud' so zaplatenym spéitnym
postovnym alebo dorutenkou, pripadne jeden (1) deft
po adaslani, ak budd odoslané expresnou kuridrskou
sluzbou, ¢ laxom/elekironickym prenosom. Indtitdeia
bude tier pfsomne (e-mailovd sprava je iba na udely
tejto Eastl povaZzovand za pisomni formu) informovat’
spolotnost Medpace o vietkyeh zmendch mena
prijcmeun platby na stranc ingtitlicie, adresy prijemcu
plathy, DIC, firemnej adresy alebo nazvu spoloénasti,
Vietky tieto ozndmenia musia  pochdadzat od
predslavitela  inslilGeie. kiory ma rovnaké alebo
viliie pravomoei ako predstavitel intitiicie, ktory v
mene indtiticie t0lo zmluvu podpisuje. Vietky
ozndmenia musia byt adresované kontaktnym osobam
uvedenym nizsic;

10

IF 1O MEDPACE / OINAMENIE

SPOLOCNOSTI MEDPACE: INSTITUCIL:

IF TO INSTITUTION / OZNAMENIE

IF 10 SPONSOR / OINAMENIE
IADAVATELOVE

Medpocs Clinical Resecich, LLC
Attention General Counsel

5375 Medpace Way

Cincinnafi, OH 45227, USA

Filina

Slevak Repuklic
ID; 17335325
Tox D 20206%%23

Fakullng memocnica 5 poliklinikou

UL WL Spanyold 43, 012 07 Zilina,

Allecra Therapeutics SAS

LW TUE AlgXandre Fraung

GB300 St Louis
Francuzsko

11 ELECTRONIC SIGNATURES

Institution consents to electronic communicstion and
clectronic signatures being equal Lo signatures inked
on paper. Institution acknowledges and agrees that
electronic communication is an aceeptable method of
communicating information from Medpace to
Institution witheut having to communicate the same
subject matter on  paper. Therefore, any
communication and subsequent electronic signature
that has been sent or sipned in the past, present, or
future between the Parties will hold the same force and
cffeet as a documentl signed and inked on paper.
Electronic signature includes without fimitalion a
scanned copy of a signature, a typed signature. or the
click ol & mouss on an *I agree” icon or button. All
cominunications that Medpace provides (o Inslitution

Clirical 3tudy Agreement | Yerslon #1
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11 ELEKTRONICKE PODPISY

Indtitlicia sihlasi s tym, Ze elektronickd komunikacia
a elektronické podpisy maji rovnakd platnost ako
viastnoruéné podpisy na dokumentoch v tladenej
podobe, Institdeia beric na vedomie a sthlasi s 1vm,
#e  elektronickd  komunikdécia  je  prijatelnym
spdsobom. klorym mézZe spoloénest Medpace zdislat
informaciec s indtitdcion bez toho, aby bolo potrebné o
rovnakom obsahu informovatl v tladeng] podobe.
Vietky ozndmenia a nasledny elektronicky pedpis,
ktoré sa odoslali alebo podpisali v minulosti, v
stidasnosti, alebo odofld alebe podpiiu v budicnosti,
budl maf rovnaki platnost’ a G€innost’ aka dokumenty
vlastnoruéne  podpisané v tladengj podobe.
Elektronicky podpis okrem iného zahffia naskenevani
kopiu podpisu, padpis strojopisom. alebo poZiadavku

| Site# 423
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in electronic form will be provided gither: {1} via e- | kliknutia my&ou na ikonu alebo tlafidlo Sahlasim™, |

mail by requesting you download a PDI or DOC [ile | Vietky ozndmenia poskyinuté spolodnoston Medpace

containing the communication; or (2} in the case of the | inktitdcii v elektronickej pedobe sa poskyind jednym

License Agreement, will be provided immediately | z nasledujtvich spdsobov: (1) prostrednictvom e-

prior to the log-in screen lor Clin'I'rak. Institution can | mailovej spravy se Ziadosteu o stishnutie stiboru vo

obtain a paper copy of an electronic communication | formate PDF aleba DOC, Klory ohsahuje oxndmenie,
by printing it itself or by requesting that Medpace mail | alebo {2) v pripade licendngj zmluvy budi poskytnuté

a paper copy, provided that such request is made | bezprostredne  pred prihlasovacou  obrazovkou

within a reasonable lime after Medpace first provided | aplikécie ClinTrak. Indtiticia ma moznost ziskal

the electronic communication. elektronicki komunikaciu v tlaéenej podobe tak, Ze si
ju vytladi, pripadne pofiada spelotnost Medpace o
zaslanic tlatenej podoby postou a to za predpokladuy,
ze k takejto poZiadavke ddjde v primerane] dobe po
prvom  odoslani  elektronickej komunikdcic
spolodnostiou Medpace.

12 INDEMNIFICATION AND
INSURANCE 12 ODSKODNENIE A POISTENIE

12.1  Sponsor shall indemnify Institution pursuant [ 12,1 Zaddvatel je povinny odSkodnil’ inStiticiu ¥
tor the terms and conditions of a separate letier silade S0 zinluvnymi podmienkami
of indemnification between Sponsor and uvedenymi v samostatnom sPube odikodnenia
Institution, as requested. Medpace shall not medzl zadavatelom, ingtitdciou a hlavnym
have any obligation to indemnify Principal skuajicim, ako sa poZaduje. Spoloénosti
Investigatar(s), Institution and/or their agents, Medpace nevznikne povinnost odskodnif
employees and representatives. hlavnéha skii¥ajiceho (skagajiicich),

indtiticiv -~ afani  ich  zAstupeoy, &l
zamesinancoy.

122 Medpace and Sponsor shall not be liable for | 12.2  Spolofnost Medpace a zaddvatel nebudd
incidental, special, indirecl or consequential pravne zodpovedni za ndhodné, zvlditne,
damages to persons or property including but nepriame ani nasledné Zkody vzniknuté na
not limited to the right to be paid for loss of osobdch alebo majetky, ku ktorym okrem
time. loss of scrvices, loss of production, lost iného patri pridvo na dhradu strateného fasu,
profits. lost busincss, lost savings or other straty sluzieb, straty wvyroby, udly zisk,
economic or business loss or claims of any stratené obchodné prileZitosti a tspory alebo
kind whatsvever, arising out of or as a iné ekonomické a abchodné straty, alebo
congequence of the services performed or naroky akéhokolvek druhu vyplyvajice alebo
otherwise under thiz Agreement. even if vznikajice nésledkom vykonavania sluZieb
advised of the possibility of such damages. alebo inym spdsobom poedla tejto zmluvy a to

aj v pripade, % budd o moZnesti vzniku
takychto 8kéd informovani.

12.3 Institution declares it concluded liability | 12.3 . Indtiticia prehlasuje, Ze ma ku ditu podpisu
insurance Agreement for providing health lejto zmluvy uzatverent zmluvu na poistenie
care scrvices as of the signature date ol this zodpovenosli za Skodu pri poskytovanf
Agreement. zdravoinej starostlivosti.

Sponsor declares that on its behalf and on Zadavatel prehlasuje, Zo vo svojom mene
behalf of the Institution, a liabilily insurance a v mene Indtiticie uzatvoril ku dilu zadatia
contract has been executed before the skifania poistni  zmluvu na poistenie
commencement of the study to cover damage zodpovednosti  za  3kodu  spdscbend
caused by clinical study in accordance with klinickym skaganim v zmysle & 30 ods. 1
the section §30 1. &) Coll. 362/2011 and pism. ) z, 362/2011 a platnych pravnych
applicable legislation. predpisov,
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13 DEBARMENT

Instilution represents that neither if, nor Principal
Investigator, nor any of ils management ot any other
employeas or independent contractors or agents who will
have any involvement in the Study, have been debarred
by any regulatory authority. Institution andfor Principal
Investipator  shall  immediately notify Medpace in
writing upon becoming aware of any such debarment,
threat of debarment, or conviction or other matter that
could resull in any such debarment. Medpase may, upon
its receipt of such notice or otherwise becoming aware
of any debarment. threat of debarment or other matter
that could resull in any such debarment, lerminate this
Arreemient in  accordance  with the Term  and
Termination Section.

14 ANTI-BRIBERY fANTI-

CORRUPTION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its
respective representatives will pay, offer or promise
to pay, or authorize the payment of, any money, or
give or promise o give, or authorize the giving of, any
services or anything else of value, either directly or
through a third party, to any official or employee of
any governmental authority or instrumentality, or of 2
public international organization, or of any agency or
subdivision thercof corruptly for the purposc of
improperly (i) influencing any act or decision of that
person in his official capacity. including a decision o
lail to perlorm his [unclions with such governmental
agency or instrumentality or such public international
organization or such political party, (ii) inducing such
person to use his influence with such governmental
agency or instrumentality or such public international
organization or such political party to affect or
influence any act or decision thereof or (iii} securing
any improper advanlage: provided however, the
loregoing representation shall not apply to any
facilitating or expediting payment to a foreign official,
political party, or party official. the purpose of which
is to expedite or to secure the performanee of a routine
governmental action by a foreipn official, political
party, or party official.

13 ZAKAZ CINNOSTI
regulaény

In¥titdcia vyhlasuje. Ze  Ziaden organ
nezakdzal Einnost’ joj samej, hlavndmu skidajliccmu ani
vedeniu & daldim zamestnancom alebo nezdvislym
dodédvatelom & zdstupcom, ktori budd akymkolvek
spdsobom  zapojeni do  sk(Sania. Inftilocia afalebo
hlavny skufajici bezodkladne pisomne upovedomia
spolognest Medpace v pripade, Ze sa dozvedia o takomto
zakaze &inneosti, hrozbe zakaxu Cinnosti ¢ odsdent
alebo ing] veci, ktora by mohla viest’ k takémuto zakazu.
Spolotnost Medpace ma po prijatl takéhoto ozndmenia
&l inom nadobudnuli vedomia o wikaze Cinnosti, hrozbe
zakazu &éinnosti alebo ingj veei, ktord by mohla viest' k
takémuto zdkazu, prave ukongit’ platnost’ tejto zmluvy v
stilade 5 €astou Plutnost” zmluvy a jej ukonenie.

USTANOVENIA PROTI UPLATKOM
A KORUPCI

Pri plaen{ svajich povinnosti podla tejto zmluwvy
Ziadna zo stran, ani Ziadny z ich zastupcov nezaplati,
neponikne, ani nesl'ibi. Ze zaplati, ani nepovoll
zaplalenie akejkol'vek peflaZnej sumy. ani neposkyine
aleby nesTubl, Ze poskyine, ani nepovoli poskytnulie
akejkolvek sluzby alebo niedoho hodnotného a to ani
priamo, ani prostrednictvom tretej strany, Ziadnemu
zéstupcovi alebo zamestnancovi akéhokol'vek orgdnu
Statnej spravy alebo vykonného organu, alebo vercjne]
medzindradne] organizicic, alcbo akémukol'vek Gradu
alebo jeho oddeleniu za uéelom Gplatku a nemiestneho
{i) ovplyvnenia konania alebo rozhodovania takejio
asoby v jej dradne] funkeii vratane rozhodnutia, 7e
hude chybne wvykondvat svoju funkcin pre tento
vlddny drad alebo vykonny orgdn alebo vergjna
medzindrodnl arganizdciu alebo politickd stranu, (ii)
avplyvnenia tejta osoby, aby vyuZila svoj vplyv vo
vladnom trade alebo vykonnom orgéne. alebo veo
verejnej medzindrodnej organizicii alebo v politickej
strane  na  ovplyvnenie  ich  konania  alebo
rozhodovania, alebo  (iii) zaistenie akejkolvek
nepatriéne] vyhody, aviak za predpokladu, Ze vyidie
uvedené vyhlascnic sa nevztahije na ulahéenic alebo
urychlenie platby zahraniénému zastupcovi, politickej
strane alebo zastupcovi zmluvnej strany. ktorych
acelom je urychlil’ alebo zaisiil’ vvkondvanie beimej
vlddne] agendy zahraniénymi zistupcom, politickou
stranou aleho zdstupcom zmluvne] strany.

14
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15 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and lor the
benefit of the Partics hereto, and their successors and
permitted assigns. This Agreement, and all rights,
dutics and obligations hereunder, may not be assigned
or delegated by Instifution withoutl the prior express
written consent of Medpace. Any attempt made by
Institution to assign or delegale this Agreement in
violation of this section shall be of no force or effect.
Instilution acknowledges that Medpace shall have the
right fa assign or delepate this Agreement or any
pertion thereof without the censent of Institution.

15 POSTUPENIE A DELEGOVANIE

Této zmluva je zavézna pre joj zmluvné strany. ako aj
ich nastupeov a povolenych splnomocnencov. Tato
zmluva a vietky prava, povinnosti a zavizky, ktoré z
nej vyplyvajl, nesm byt indtitaciou postipeng ani
delecované bez  predehadzajicehn  vyslovindho
pisomného sihlasu spoloénesti Medpace. Akykolvek
pokus indtiticie postlipit’ alebo delegovat’ tiito zmluvu
v rozpore s louto faslou nebude platny ani Odinny.
Inétiticia berie na vedomis, #e spoladnost Medpace je
opravoend postipit alebo delegovat’ tite zmluvu
aleba ktorikolvek jej cast’ bez sihlaso institicie.

16 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent
contractors, and no  employmenlt or agency
relationship shall be construed to exist between the
Parties. Weither Medpace nor Sponsor shall be
responsible for any employes benefits, pensions,
workers” compensation. withholding or employment-
related taxes relating to [Institution, Principal
Investigator or Study Personnel.

NEZAVISLY DODAVATEL

Vztfah zmluvnych strédn je velahom nezdvislych
zmluvnych partnerov a nebude sa vykladat ako
akykolvek zamestnanecky alebp zastupitelsky vulah
medzi zmluvnymi stranami, Spolefnoest’ Medpace ani
zaddvatel neponesi rodpovednosl za akékolvek
zamestnanecké  vyhody,  déchodky.  odmeny
pracovnikov, zrazky z platu alebo zamestnanecké
dane t¥kajice sa inftitieie, hlavného skofajiceho
lekdra alebo personalu skuania.

16

17 CHANGES TO THE PROTOCOL

The Protocol may he amended only at the direction of
Sponsor, subjecet to subscquent approval af the Ethics
Commitlee. No {inancial adjustments shall be made
because of such modifications unless the Parties
herelo amend this Agreement accordingly.

17  IMENY PROTOKOLU

Protokol mbze byl doploeny iba  nariadenim
zaddvatel'a a zmena podlicha néslednému schvileniu
etickej komisie. Finanéné podmicnky sa z dévodu
takyclito Oprav menit’ nebudi, gk zmluvné strany tito
zmluvy prislusnym spdsobom nedoplnia,

18 MISCELLANEOUS 18 ROINE USTANOVENIA
18.1  This Agreement represenlts the entire [ 181  Tate zmluva predstavuje Gplnd  dohodu
underslanding ol the Parties and supersedes zmluvnyeh stran  a nahradzuje  vietky
all prior negotiations, understandings or predchadzajoce rokovania, dohody alebo
agreements {oral or written) hetween the zmluvy  (istne  alebo  pisommé)  medzi
Parties concerning the subject matter hereof. zmluvnymi stranami tykajice sa predmetu
In the cvent of any inconsisteney between this tejto  zmluvy. V pripade akychkolvek
Agreement and the Protocol, the terms of this nezrovnalosti alebo rozporov v rdmei tejto
Agreement shall govern. If a provision of this zmluvy a protokelu rozhoduji podmienky
Apreement is or becomes (i} illegal under any tejto zmluvy. Ak nickioré ustanovenie tejto
applicable law or regulation, (ii) invalid or zmluvy je alebo sa stane (i) ilegalnym podla |
Clinical Study Agreament | Verslon #1 Slle# 623
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{iii) vtherwise unenforceable, such illegality,
invalidity or unenforceability shall not affect
the validity or enforceability of any other term
or provision of this Agreement. All waivers of
the terms of this Agreement shall be in
writing. Failure to insist upon compliance
with any of the terms and conditions of this
Agreement shall not constitute a general
waiver or relinquishment of any such terms or
condilions, but the same shall remain at all
times in full force and effect.

ktoréhokol'vek  platného  zakona, aleba
predpisu. (ii) neplatnyim, alebo (i) Inak
nevymahatelnym,  potom  tito  ilegalita,
neplatnost’ alebo nevymahatelnost” nebude
mat” vplyy na platnost’ alebo vyméahateTnost
ktorejkelvek  ingj podmicnky  alebo
ustanovenia tejte zmlovy. Vietky vezdania sa
prav podla podmienok tejto zmluvy budd
pisomné. Ak sa nickiord strana nebude riadit’
zmluvnymi  podmienkami  tejto  zmluvy,
nebude sa to povazovat 7a  vieohecné
zrieknutie sa tychto zmluvnych podmienok,
tie naopak zostavaji vZdy platné a Gdéinné.

BENEFICIARY

The Pariies to this Agreement recognize and agree that
Sponsor takes the benefit of this Agreement as a third-
party beneliciary and agree that Sponsor may enforce
such rights either dircetly itself or indirectly through
Medpace.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Datc.

182 This Agreement shall be governed by and | 182  Tale zmluva sa bude riadiC a vykladat v
construed in accordance with the laws of the siilade so zdkonmi Slovenskej repuf,ﬁk}._
Slovak Republic.

183 This Agreement, and any subsequent 183  Tata zmluva a vetky jej nésledné dodatky
amendment(s), may be executed in two (2) mbzuy byt  wvyhotovend vdvech (2)
counterparts and the counterparls. logether, exemplaroch a ticto cxemplire spoloéne
shall constitute a single agreement and shall tvoria jedin zmluvu a stan( sa zdviznymi v
beccome binding when any one or ore momente, ked' bude ktorykolvek alebo viac
counterparts hereof, individually or taken tychto exemplarov tejto zmluvy, jednotlivo
together, bears the signature of each of the alebo  spolofne, podpisany kaZdou zo
Parties hereto. A facsimile or PDF electronic zmluvnych stran.  Odoslanie tejto zmluvy
submission of this Agreement or any alebo wi¥etkych jej dodatkov podpisanych
subsequent amendment(s) signed by a Party's riadne opravnenym zastupcom  zmluvnej
duly authorized representative shall be legal strany faxom alebo elekironickym podpisom
and binding on all Parties. vo formite PDF bude legdlne a pre vietky

zmluvné strany zaviizné.

17 SPONSOR AS THIRD-PARTY 19  IADAVATEL AKO OPRAVNENA

TRETIA STRANA

Zmluyné strany uzndvaju a sohlasia, ze zadavatelovi
prindle#i prospech z tejto zmluvy ako opravnens]
trete] strane a sOhlasia, Ze zaddvatel jo opravneny
vymahal' lielo priva sém priamo, alebho nepriamao
prostrednictvom speloénosti Medpace.

NA DOKAZ TOHO zmluvné strany podpisuja Lato
zmluyu v zastipeni vhodnfmi osohami, ktaré st k
tomu nalezite opravnend, a tato zmluva bude 0&inna k
datumu néinnosti.
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For Medpace Clinicol Research, LLC, on its own behalf and as payment agent of Sponsor / Za spolatnost Medpoce
ot Boseswek LU wa ylgsthom mene a oko platobny 2dstupeca zaddvatelo

By (signaluralf Podpisan (roupasy

Mame (prinl o typal/Mans [vyiloZls aebo naplitte)

Title f Funkola

2§ 4pate 201 f

Diata/Datum

Institution/Intitheir™

Meme [prinl or ypeifMane (vylladle alebo napiilis)

lille ¢ Funkeia

Date/Datum

Mama [print or typal  Mana lvytlalte alsbo nopidta)l
Title ¢ Funkgia

S APRIL A

DateDdatum

#KUTIRGY Zifing
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