CXA-clAI-10-08

CLINICAL STUDY AGREEMENT

This Clinical Study Agreement (the “Agreement )
is made and entered into as of the day following
its publication in the Central Register of Contracts
maintained by the Government Office of Slovak
Republic (the “Effective Date ") by and between:
Fakultna nemocnica Tren €in (Faculty Hospital
Trencin)
Adresa: Legionarska 28

911 71 Trencin

Slovak Republic
Reg. No.: 00610470
Tax Reg. No.: 2021254631
Bank: Statna pokladnica, Bratislava, Slovak
Republic
Account No.: 7000280438/8180
IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SUBASKBX
Variable symbol: Invoice No.
Represented by: RNDr. Jan Dubovsky,

Director (the “Institution ")

and

PSI CRO Slovakia s.r.o.

Located at: Medena 11, 811 02 Bratislava, Slovak
Republic, IN: 43800807, VAT IN: SK
2022515231, registered in Business Register,
Provincial Court Bratislava |, Section Sro, Folio
49073/B, represented by Petr Vaculik, MD, and
Petr Sedlak, PhD, by Power of Attorney dated
23/08/2011 (“PSI).

PREAMBLE:

WHEREAS Cubist Pharmaceuticals,
65 Hayden Avenue Lexington, MA 02421, USA
(the “Sponsor ") is conducting a clinical study (the
“Study ") of the product CXA-201 (the “Study
Drug™);

Inc.,

WHEREAS the Study shall be conducted in full
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ZMLUVA O KLINICKOM SKUSANI

Tato Zmluva o klinickom skaSani (dalej len
»Zmluva“ ), ktora nadobuda G&innost nasledujuci
den po dni zverejnenia v Centrdlnom registri
zmliv vedenom na Urade vlady SR (,Datum
G€innosti “) sa uzatvara medzi:
Fakultna nemocnica Tren ¢€in
Adresa: Legionarska 28
911 71 Trencin

Slovenska republika
IC: 00610470
DIC: 2021254631
Bankové spojenie: Statna pokladnica, Bratislava,
Slovenska republika
¢islo uctu: 7000280438/8180
IBAN: SK 23 8180 0000 0070 0028 0438
BIC: SUBASKBX
Variabilny symbol: &islo faktary
zastupena: RNDr. Jan Dubovsky, riadite T

(dalej len ,Institacia” )

a

PSI CRO Slovakia s.r.o.

so sidlom: Medena 11, 811 02 Bratislava,
Slovenska republika, ICO: 43 800 807, DIC: SK
2022515231, zapisana v Obchodnom registri
Okresného sudu Bratislava |, Oddiel: Sro, Vlozka
49073/B, MUDr.
Vaculikom a PhDr. Petrom Sedlakom na zaklade
plnej moci zo dfia 23.8.2011 (dalej len ,PSI*).

¢islo: v zastupeni Petrom

PREAMBULA:

KEDZE Cubist Pharmaceuticals, Inc., 65 Hayden
Avenue Lexington, MA 02421, USA (dalej len
.Zadavate I") realizuje klinicka Stadiu (dalej len
,Stadia“ ) pripravku  CXA-201
,Studijny liek* );

(dalej len

KEDZE Studia bude realizovana pine v sulade s
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compliance with the Sponsor's protocol CXA-
clAI-10-08  “A Double-Blind,
Randomized, Phase 3 Study to Compare the

Multicenter,

Efficacy and Safety of Intravenous CXA-201 with

that of Meropenem in Complicated
Intraabdominal Infections” and any amendments

thereto (the “Protocol );

WHEREAS the Sponsor has engaged PSI as a
contract research organization to set up and

conduct the Study in Slovak Republic;

WHEREAS PSI desires MUDr. Oto Smatana to
act as the principal investigator of the Study (the
“Investigator ") and the Investigator is willing to

conduct the study as the principal investigator;

WHEREAS the Investigator is an employee of the
Institution and the Institution agrees to provide
the necessary facilities, equipment and staff

required for the conduct of the Study;

NOW, THEREFORE,

mutual covenants and promises set forth herein,

in consideration of the

the parties agree as follows:
1. SERVICES AND OBLIGATIONS

11 Conduct of Study/Protocol

a) The Institution hereby agrees to conduct the
Study in accordance with this Agreement and the

Protocol.

b) The Study shall be conducted at Fakultna
nemocnica Trenéin (Faculty Hospital Trencin) -
surgery clinic. The Institution shall ensure that the
Investigator and all individuals and entities who
perform any portion of the Study under his/her
supervision (the “Study Personnel ") conduct the
Study in accordance with the Protocol and the

terms and conditions defined in this Agreement.

c) The Protocol will be considered effective
following its approval by PSI, the Sponsor, and by
Statny Gstav pre kontrolu lie¢iv (State Institute for

Drug Control) and Local Ethics Committee and

Clinical Trial Agreement/ Zmluva o klinickom skusani

A Realizacia Studie

Fakultna nemocnica Tren¢in

protokolom Zadavatela CXA-clAl-10-08

»Multicentricka, dvojito zaslepena,
randomizovanda Stadia fazy 3 s ciefom porovnat
ucinnost a bezpecnost intravenézne podavaného
CXA-201 a meropenemu pri komplikovanych
intraabdominalnych infekciach* a vSetkymi jeho

dodatkami (dalej len ,Protokol” );

KEDZE Zadavatel angaZoval PSI ako zmluvni

vyskumnd  organizaciu, aby  zrealizovala

a vykonala Studiu v Slovenskej republike;

KEDZE PSI si Zela, aby MUDr. Oto Smatana bol
hlavnhym skaSajucim tejto  Stadie (dalej len
»SkiSajuci* ) a SkuaSajuci je ochotny vykonat
Stadiu ako hlavny skisajuci;

KEDZE Skusajuci je zamestnancom Institcie
a Institdcia suhlasi s tym, Ze poskytne potrebné
zariadenia, vybavenie a personal potrebny pre
realizaciu Studie;

PRETO vzhladom na vzajomné zavazky a
prisluby uvedené v tejto Zmluve sa zmluvné

strany dohodli nasledovne:
1. SLUZBY A POVINNOSTI
/Protokol

a) Institicia tymto sthlasi s realizaciou Studie v

stlade s touto Zmluvou a Protokolom.

Studia sa bude realizovat vo Fakultnej nemocnici
Trencin — chirurgicka klinika. InsStitdcia zabezpedi,
aby SkiSajuci a vSetky osoby a subjekty
podielajice sa na realizacii niektorej ¢asti Stadie
pod jeholjej dohladom (,Studijny personal* )
realizovali Stidiu v sulade s Protokolom a

podmienkami stanovenymi v tejto Zmluve.

c) Protokol sa bude povazovat za G¢inny po jeho
schvéleni zo strany PSI, Zadavatela a Statneho
Ustavu pre kontrolu lie€iv, miestnej etickej komisie
a multicentrickej komisie len

etickej (dalej
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Multicentre Ethics Committee (the “RA/EC”).
Only the Sponsor may modify the Protocol. Any
amendment to the Protocol must be notified to
and/or approved by the RA/EC in accordance
with the Applicable Regulatory Requirements (as
defined below) to become effective. Any such
amendment to the Protocol shall automatically be
incorporated in the

this Agreement once

approvals of the RA/EC are obtained.

1.2 Regulatory Compliance of Study

The Institution agree to ensure that the Study is
@i all
applicable laws and regulations applicable to the

conducted in strict compliance with:

conduct of clinical trials, including without
limitation Act. No. 362/2011 Coll. on Drugs and
Medical Devices and Act. No. 576/2004 Coll., on
Health Care and Services related to the provision
of Health Care, (i) all

standards of good clinical practice, including

generally accepted

the current Good Clinical
the

without limitation
International
(i) the EU

Clinical Trial Directive 2001/20/EC, and the

Practices Guidelines of

Conference on Harmonization,

relevant regulations of the U.S. Food and Drug
Administration and (iv) the laws related to data
protection and data privacy, including without
limitation the Data Protection Directive 95/46/EC
and with the Act No. 428/2002 Coll. on Personal
Data Protection, (v) any other applicable law and
regulations the

(collectively, “Applicable

Regulatory Requirements ).

1.3 Study Subjects

a) The Institution shall ensure that the rights and
welfare of the Study Subjects are protected, and
that the Study is conducted in accordance with
the ethical principles of the World Medical
Association Declaration of Helsinki (as amended
from time to time). A “Study Subject " is an
individual taking part in the Study, either as a
of the Medicinal

recipient Investigational

Clinical Trial Agreement/ Zmluva o klinickom skusani

1.2

Fakultna nemocnica Tren¢in

RO/EK"). Protokol méZe len

Zadavatel.

Upravovat
Dodatok k Protokolu nadobudne
acinnost, len ak o fiom bude informovana RO/EK
a/alebo ho schvali v stlade s Platnymi pravnymi
predpismi (definované nizSie). Takéto dodatky
stuhlasu RO/EK

automaticky stanu sucastou Protokolu.

k Protokolu sa po ziskani

Zhoda Studie s pravnymi predpismi

Indtiticia suhlasi, Ze zabezpeéi, aby sa Studia
zrealizovala v prisnej zhode so (i) vSetkymi
pouzitelnymi zakonmi a predpismi vztahujacimi
sa na vykonavanie klinickych skiSani, okrem
iného aj so zdkonom €. 362/2011 Z. z. o liekoch
a zdravotnickych a zdkonom ¢.
576/2004 Z. z.

a sluzbach suvisiacich s poskytovanim zdravotnej

poméckach

0 zdravotnej starostlivosti

starostlivosti, (ii) vSetkymi schvalenymi normami

spravnej klinickej praxe, okrem iného aj

aktualnymi usmerneniami Medzinarodnej

konferencie o harmonizacii, ktoré sa tykajd
spravnej klinickej praxe, (i) smernicou EU ¢&.
2001/20/ES o klinickom skdSani a prislusnymi
predpismi amerického Uradu pre potraviny
a lieky, (iv) zdkonmi o ochrane a utajovani udajov,
okrem iného aj smernicou 95/46/ES o ochrane
osobnych Gdajov a so zakonom ¢&. 428/2002 Z. z.

v)

(spolo€ne

o ochrane osobnych ddajov a inymi

pouzitefnymi zakonmi a predpismi

.Platné pravne predpisy” ).
1.3 U éastnici stadie

a) Institicia zabezpeci ochranu prav a pohodlia
realizaciu  Stadie

Ugastnikov 3Studie, ako aj

v sllade s etickymi principmi Helsinskej

deklaracie Svetovej zdravotnickej asociacie (v

platnom zneni). ,Uéastnik $tudie* je osoba
zUGastiujica sa Stadie, ktorej sa podava
SkuSany liek (ako je definovany nizSie).
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Product(s) (as defined below).

b) The estimated number of subjects to be
enrolled at the Institution is 10 (ten). Detailed
criteria of subjects to be enrolled in the Study are
provided in the Protocol. PSI reserves the right to
unilaterally reduce or increase the number of
Study Subjects, at any time and with immediate

effect.

1.4 Clinical Supplies

a) PSI agrees to provide the investigational
medicinal product, including the Study Drug and
the the

control/comparator, (collectively

“Investigational Medicinal Product ") at no cost
to the Institution in amounts sufficient for the
conduct of the Study, as well as certain
equipment and materials to be determined by PSI
at its sole discretion (the “Study Supplies ”).

Immediately upon receipt of the Investigational

Medicinal Product and Study Supplies
(collectively, the “Clinical Supplies ”), the
Institution  shall  provide PSI with an
acknowledgement of receipt. Unless stated

otherwise in writing by PSI, (i) all Investigational

Medicinal Product until administered or
dispensed to the Study Subject during the course
of the Study and (ii) all Clinical Supplies are and
will remain the sole property of PSI or the

Sponsor (as the case may be).

b) The Institution shall maintain control of the
Investigational Medicinal Product in accordance
with Applicable Regulatory Requirements, and in
the manner outlined in the Protocol and any
additional documents provided by PSI or the
Sponsor related to the storage and distribution of
the Product. The

Institution shall ensure that the Clinical Supplies

Investigational Medicinal

are solely used for the purpose of conducting the
Study in accordance with the Protocol and for no

other purpose, and the Institution shall ensure

Clinical Trial Agreement/ Zmluva o klinickom skusani
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b) Odhadovany pocet Gc¢astnikov, ktori budia v
Institacii zaradeni do Studie, je 10 (desat).
Podrobné kritéria, ktoré su predpokladom prijatia
do Studie, PSI si

vyhradzuje pravo kedykolvek a s okamzitou

st uvedené v Protokole.

platnostou jednostranne znizit' alebo zvySit pocet

Ugastnikov &tudie.

1.4 Klinicky material

a) PSI sa zavazuje Institlcii bezplatne poskytnat
liek

a kontrolny/referencny

skiSany vratane Studijného lieku

pripravok (spolo¢ne
.Skusany liek ) v mnozstve postacujicom na
vykonanie Stadie, ako aj urité vybavenie
a materialy podla rozhodnutia PSI (,Studijny
material“ ).  InStitGcia

ihned po  prevzati

Skuasaného lieku  a Studijného materialu

(spolo¢ne ,Klinicky material® ) spolo¢nosti PSI
potvrdi ich prijatie. Ak PSI pisomne neuvedie
inak, (i) vSetky SkuSané lieky do ich podania
alebo vydania Ucastnikovi $tadie poc¢as trvania
Stadie a (i) v3etok Klinicky material zostanu
vyluénym majetkom PSI alebo Zadavatela (podla

konkrétnej situacie ktora nastane).

b) Institicia bude dohliadat na SkuSany liek

v stlade s Platnymi pravnymi predpismi, a to

spésobom uvedenym v Protokole a dalSich
dokumentoch o skladovani a distribucii
SkaSaného lieku, ktoré poskytne PSI alebo

Zadavatel. Institicia zabezpeci, aby sa Klinicky
material pouzival vylu¢ne na UucCel vykonania
Stadie v sulade s Protokolom a nepouzival sa na
Ziadny iny Gcel. InStitacia zaroven zabezpedi, aby
sa Klinicky material neposkytoval tretim stranam.

InStiticia bude mat vodéi PSI a Zadavatelovi
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that the Clinical Supplies are not transferred to
The

responsible to PSI and the Sponsor for the

any third parties. Institution shall be
Clinical Supplies entrusted to them and shall
notify PSI immediately if any quantity of the

Clinical Supplies is lost, damaged or destroyed.

c) Upon completion or termination of the Study
or at PSI's request, the Institution shall (i) deliver
all unused Study Supplies to the address
indicated by PSI, unless PSI allows Institution to
retain such Study Supplies for use after the
Study, subject to Institution’s compliance with
Applicable Regulatory Requirements and subject
to the restriction in Section 2 d) (i) (no submitting
claims for payment for items provided without
charge under this Agreement) (ii) deliver any and
all Investigational Medicinal Product to the
address indicated by PSI or destroy it, as
instructed by PSI and in accordance with the

Applicable Regulatory Requirements.

1.5 Informed Consent

a) PSI shall provide the Patient Information and
Informed Consent Form approved by the Sponsor
and the RA/EC (the “Informed Consent Form ")
which the Investigator shall use in the Study. No
change shall be made to the Informed Consent
Form, unless such change has been approved in
writing by PSI, the Sponsor and the RA/EC.

b) The Investigator shall inform each Study
the  Study

representative that the Investigational Medicinal

Subject or Subject's  legal
Product is being used for a clinical trial, and, prior
to performing any Study-specific procedures on
the Study Subject,

Subject an Informed Consent Form signed in

obtain from each Study
accordance with the Applicable Regulatory
Requirements. The Informed Consent Form shall
be executed in two originals with one original
provided to the Study Subject and the other
placed in the site master file (OSF).

Clinical Trial Agreement/ Zmluva o klinickom skusani
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zodpovednost za Klinicky material, ktory im bol
zvereny, a v pripade straty, poSkodenia alebo
zni¢enia nejakého mnozstva Klinického materialu

bude okamzite informovat PSI.

c) Po zrealizovani alebo ukonéeni Studie alebo
PSI

nepouzity Studijny material na adresu, ktoru jej

na Zziadost Institdcia (i) doda vSetok
oznami PSI, ak PSI Institacii nepovoli, aby si
takyto Studijny material ponechala na pouZivanie
po ukonéeni Stadie pod podmienkou, Ze dodrZi
Platné pravne predpisy aza dodrzania
obmedzenia uvedeného v odseku 2 d) (i) (ziadne
predkladanie Ziadosti o platbu za veci poskytnuté
bezplatne na zaklade tejto Zmluvy) a (ii) doda
vSetky SkuSané lieky na adresu, ktor( jej oznami
PSI, alebo ich zlikviduje v sulade s pokynmi PSI

a Platnymi pravnymi predpismi.

1.5 Informovany suhlas

a) PSI

klinického skuSania atlagivo s informovanym

poskytne informécie pre Ucastnika

sthlasom schvélené Zadavatefom a RO/EK
(,Informovany suhlas" ), ktoré SkuSajici pouzije
podas Studie. V informovanom sthlase sa nesmu
vykonavat zmeny, ak takéto zmeny pisomne
neschvalili PSI, Zadavatel a RO/EK.

b) Skuajuci bude kazdého Ugastnika Studie
alebo jeho zakonného zastupcu informovat
o pouziti Skusaného lieku na ucel klinického
skusania a skor nez sa Ugastnik Stadie podrobi
akymkolvek postupom suvisiacim so Stadiou,
ziska od kazdého Ugastnika Stadie Informovany
sthlas podpisany v silade s Platnymi pravnymi

predpismi. Informovany suhlas bude vyhotoveny

v dvoch originaloch, jeden original dostane
Ugastnik ~ tudie adruhy sa ulozi do
dokumentécie klinického skusSania
v zdravotnickom zariadeni (OSF).
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1.6 Case Report Forms and Study Data

a) PSI shall provide the forms to be used and
completed by the Investigator to document a
Study Subject’s participation in the Study (the
“Case Report Forms ”). The Investigator shall

record all data generated as a result of
conducting the Study (the “Study Data”) in a
timely, accurate and complete manner in the form
described in the Protocol and shall ensure that
the Case Report Forms for each Study Subject
are duly signed and dated. To the extent the
Study requires completion of electronic Case
Report Forms, Institution and the Investigator
shall ensure that they have implemented and
maintains  appropriate computer  security
sufficient to protect the confidentiality, integrity
and availability of such Data in accordance with

the Applicable Regulatory Requirements.

b)

customary precautions to prevent the loss or

The Institution shall take reasonable and
alteration of any Study Data. The Institution
acknowledges and agrees that the Sponsor shall

own all Study Data.

1.7 Adverse Events

The Investigator agrees to immediately and fully
inform the Sponsor, PSI and, when applicable,

the ethics committees and competent authorities

of any significant risks, adverse events or
unexpected results related to the Study,
according to the Applicable Regulatory

Requirements and the Protocol provisions.

Clinical Trial Agreement/ Zmluva o klinickom skusani
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1.6 Zaznam U éastnikov Studie a Studijné

Udaje

a) PSI doda tlagiva, ktoré je SkuSajuci povinny
pouzit a vyplnit s ciefom zdokumentovat Ucast
v Stadii Stadie” ).

SkuaSajuci zaznamena vSetky Udaje ziskané ako

(,Zdznamy U éastnikov

dosledok vykonania Stadie (,Studijné Gdaje” )

v€as, presne auplnym spbésobom vo forme
opisanej v Protokole azabezpeci, aby sa
Zaznamy vSetkych Ucastnikov Stadie riadne

podpisali a uviedol sa na nich datum. Ak je pocas
Stadie

Zaznamov

potrebné  vyplnenie  elektronickych

Ucastnikov Studie, InStitlcia
a SkuSajuci zabezpecia zavedenie a pouZivanie
primeranych néstrojov pocitacovej bezpecnosti,
ktoré budu postacujuce na ochranu dévernosti,
integrity a dostupnosti takychto Studijnych Gdajov

v sUlade s Platnymi pravnymi predpismi.

b)

preventivne opatrenia s ciefom predist strate

InStitdcia prijme primerané a zauZzivané
alebo pozmeneniu Studijnych Gdajov. Institlicia
potvrdzuje a suhlasi, ze vlastnikom vSetkych

Studijnych Gdajov bude Zadavatel.

1.7 NeZiaduce prihody

InStitdcia sa  zavazuje okamzite a Uplne
informovat Zadavatela, PSI av pripade potreby
etické komisie arelevantné organy o vSetkych
zavaznych rizikach, neziaducich udalostiach
alebo neocakavanych vysledkoch suvisiacich so
Stadiou, v stlade s Platnymi pravnymi predpismi

a ustanoveniami Protokolu.
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1.8 Suspension of Study

PSI or the Sponsor may suspend the Study at any time
for any reason upon written notice, which suspension

shall not be deemed a material breach of this
Agreement.
2. COMPENSATION

a) PSI shall compensate the Institution for the conduct
of the Study in accordance with per Study Subject fee
defined in the Fee and Payment Schedule enclosed
as Appendix A . This amount included in the Fee and
Payment Schedule represents the entire compensation
of the Institution for the conduct of the Study and it
includes without limitation, all work and care specified
in the Protocol, the use of the facilities and equipment,
staff costs, administrative costs, overhead, third party
costs, Record storage, Study Supply destruction,
taxes, travel and other expenses etc. The Fee and
Payment Schedule may be modified solely through

prior written consent by the parties.

b) The Institution acknowledges that PSI (or one of its
affiliates) will sign a separate agreement with the
Investigator to define the obligations of the Investigator
in connection with the conduct of the Study and the
compensation therefor. PSI shall send one copy of the
separate agreement concluded with the Investigator

within 3 days after the signature of the latter.

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

been properly executed.

d) Institution shall not, and shall ensure that no Study
Personnel, (i) submit claims for payment by any
patient, third-party payor or any other

Clinical Trial Agreement/ Zmluva o klinickom skusani
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1.8 Zastavenie Studie
PSI alebo Zadavatef moéZu realizaciu Studie
kedykolvek a z akéhokolvek dbévodu pisomnym

oznamenim zastavit, pricom takéto zastavenie sa

nebude povaZovat za zavazné porusenie tejto Zmiuvy.

2. KOMPENZACIA

a) PSI odmeni Indtiticiu za vykonanie Stadie
poplatkom za Ugastnika Studie, ktory je opisany
v Rozpise

Priloha A.

poplatkov a platieb prilozenom ako
Suma uvedena v Rozpise poplatkov
a platieb predstavuje kone¢nd odmenu Institdcie za
vykonanie Studie azahfia okrem iného aj v3etky
Ukony a starostlivost opisanu v Protokole, pouzivanie
zariadenia a vybavenia, naklady na personal,
administrativne naklady, réziu, naklady tretich stran,
néklady sa uchovavanie zaznamov a zni¢enie
Studijného materialu, dane, cestovné ainé vydavky
atd. Rozpis poplatkov a platieb moZno upravovat
vyluéne na zaklade predchadzajucej pisomnej dohody

Zmluvnych stran.

b) InStitacia potvrdzuje, Ze PSI (alebo niektora zjej
pobociek) uzatvori so SkaSajucim samostatnu dohodu,
ktora bude vymedzovat povinnosti SkiSajuceho
v stvislosti so Stadiou a odmenu za tieto povinnosti.
PSI je povinny zaslat jedno vyhotovenie dohody
uzatvorenej so SkuSajicim Institdcii do 3 dni od

podpisu tejto dohody.

c) Institicia potvrdzuje, Ze PSI nebude poskytovat
platby za Ugastnika Studie, ktory bol do Stadie prijaty
v rozpore s Protokolom, ktorého Zaznam uUcastnika
Stadie nebol riadne vyplneny alebo ktorého Tlacivo
s informovanym suhlasom nebolo riadne vyhotovené.

d) Institicia nebude a zabezpedi, aby ani Ziadni
glenovia Studijného personalu (i) nepredkladali Ziadosti

o platby zo strany pacienta, tretieho
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person or entity for any item, procedure or service
(including any Study Drug or comparator drug or Study
procedure) that has been paid for or provided without
charge under this Agreement; or (ii) seek or retain
payment from PSI or Sponsor for any item, procedure
or service that is reimbursed by any patient, third-party

payor or any other person or entity.

e) Institution represents and warrants that the
compensation under this Agreement represents the fair
market value for the services to be performed. Other
than as required for its performance under this
Agreement, neither Institution nor any Study Personnel
is under any obligation to solicit, refer, or solicit the
referral of patients for any Sponsor business, and
neither Institution nor Study Personnel will receive any
benefit of any kind from Sponsor for such referrals, nor

suffer any detriment for not making such referrals.

3. CONFIDENTIALITY

a) “Confidential Information " means all confidential
or proprietary information or data, of whatever kind and
however memorialized, whether recorded in written,
graphic, oral, electronic or other form, that are: (a)
disclosed by or on behalf of PSI and/or the Sponsor in
invented,

the

connection with this Agreement or (b)

developed or generated by the Institution,
Investigator and/or the Study Personnel as a result of
The

without

performing the Study under this Agreement.

Confidential Information shall include,
limitation, the Study, the Study Drug, the Protocol, the
Investigator’s Brochure, the Study Data, information
regarding the Sponsor, PSI and their affiliates. All
Information shall

Confidential belong solely and

exclusively to PSI or the Sponsor, as the case may be.

Clinical Trial Agreement/ Zmluva o klinickom skusani
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platitefa alebo inej osoby alebo subjektu za Ziadnu vec,

postup alebo sluzbu (vratane Studijného lieku,
referenéného pripravku alebo Studijného postupu), za
ktoré sa zaplatilo alebo ktoré boli poskytnuté bezplatne
na zaklade tejto Zmluvy; alebo (ii) poZzadovat alebo
zadrziavat platbu od PSI alebo Zadavatela za nejaku
vec, postup alebo sluzbu, ktord hradi pacient, treti

platitel’ alebo nejakéa ina osoba alebo subjekt.

e) Institlcia vyhlasuje a zarucuje, Ze kompenzacia na
zéklade tejto Zmluvy predstavuje primerana trhovi
hodnotu za sluzby, ktoré sa maju vykonat. Okrem toho,
ako to bude potrebné na splnenie tejto Zmluvy, nie su
Institacia ani Studijny personal povinni sprostredkovat,
odporacat  alebo

sprostredkovat  odporicanie

pacientov v prospech  spolo¢nosti Zadavatela

aIndtiticia ani  Studijny personadl neziskaji od
Zadavatela Ziadne vyhody za takéto odportc¢ania ani
neutrpia Ziadnu ujmu za to, Ze odporicania nebudu

poskytovat.

3. DOVERNOST

a) Za ,Déverné informacie” sa povazuju vSetky

doverné alebo chranené informacie alebo Udaje
akéhokolvek typu av akejkolvek podobe, ¢&i uz
pisomnej, grafickej, Ustnej, elektronickej alebo inej,
ktoré (a) v suvislosti s touto Zmluvou spristupni PSI
al/alebo Zadavatel alebo si spristupnené v ich mene,
alebo ktoré (b) vynaSla, vytvorila alebo ziskala
Institicia, Skasajuci a/alebo Studijny personal v
dosledku vykonavania Stidie na zaklade tejto Zmluvy.
Medzi Doverné informacie patria okrem iného
Studijného

Protokol, Subor informéacii pre Skusajuceho, Studijné

informécie tykajuce sa Studie, lieku,
Udaje a informécie tykajuce sa Zadavatela, PSI a ich
pobociek. Jedinym a vyluénym vlastnikom vSetkych
Dévernych informécii bude podla konkrétnej situacie
PSI alebo Zadavatel.
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b) Confidential Information does not include
information that (i) is in the public domain at the
time of its disclosure to the Institution and/or the
Investigator by PSI, the Sponsor or persons
authorized by PSI or the Sponsor, (ii) was, as
evidenced by written records or other competent
proof, in the Institution’s possession prior to its
disclosure without obligations of confidentiality
with respect thereto, or (iii) enters the public
domain as a result of a third party’s activities,
through no act or omission by the Investigator,

the Institution or any Study Personnel.

c) The

confidentiality of the Confidential Information and

Institution shall maintain  the
shall ensure that employees, agents, advisors

and representatives of the Institution and/or
Investigator, including but not limited to the Study
Personnel keep all Confidential Information in
strict confidence. The Institution agrees to not
disclose any Confidential Information to any third
party or use any Confidential Information for any
other purpose or exceeding the extent required to
perform the Study, except as may be authorized
by PSI's or the Sponsor’s prior written consent.
The that the

unauthorized disclosure of the Confidential

parties hereto understand

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

Personnel.

d) The foregoing obligations of confidentiality
shall not apply to the disclosure of Confidential

Information in compliance with Applicable

Regulatory Requirements or order of a court of

competent jurisdiction. In the event the

Institution, the Investigator or any Study

Clinical Trial Agreement/ Zmluva o klinickom skusani
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b) Medzi Doverné informacie nepatria informacie,
ktoré (i) su v case, ked ich Institacii a/alebo
SkaSajucemu poskytne PSI, Zadavatel alebo
osoby nimi poverené verejne zname, (ii) boli
podla pisomnych zaznamov alebo iného
kvalifikovaného ddkazu majetkom Institacie pred
ich zverejnenim, bez povinnosti zachovavat vo
vztahu k nim mi€anlivost, alebo (iii) sa stand
verejne znamymi v dbsledku aktivit tretej strany,

nie v doésledku konania alebo nedbanlivosti

SkuSajuceho,  Institacie  alebo  Studijného
personalu.

c) InstitGcia bude zachovavat micanlivost
o Dévernych informaciach a zabezpeci, aby
zamestnanci, zastupcovia, poradcovia

a predstavitelia InStiticie a/alebo SkuSajuceho,
okrem iného aj Studijny personal, uchovavali
vSetky Doverné informéacie v prisnej tajnosti.
InStitdcia suhlasi s tym, Zze Ddverné informacie
nespristupni zZiadnej tretej strane a nebude ich
pouZivat na iny Géel neZ na vykonanie Studie
alebo nad ramec potrebny na jej vykonanie.
Vynimkou su pripady, ktoré vopred pisomne
povoli PSI alebo Zadavatel. Zmluvné strany
tymto berd na vedomie, Ze nepovolené
spristupnenie Dévernych informacii nie je vich
zaujme amohlo by PSI a/alebo Zadavatelovi
spbsobit  nenapravitelné  Skody.  InStitlcia
zabezpedi, aby boli Skusajuci a Studijny personal
viazani rovnakou povinnostou zachovavat
mi€anlivost, ako stanovuje ¢lanok 3 tejto Zmluvy

abude mat wvoéi PSI a Zadavatelovi

zodpovednost za poruSenie tejto povinnosti

Studijnym personalom.

d) VySSie uvedena povinnost zachovavat
mi¢anlivost sa nevztahuje na spristupnenie
Dovernych informacii v suUlade s Platnymi
pravnymi predpismi alebo sudnym prikazom

prislusného sudu. V pripade, Ze InStitdcia,

Skasajuci alebo ktorykolvek ¢&len Studijného
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Personnel are compelled by an order of a court of
competent jurisdiction or based on the Applicable
Regulatory Requirements, to disclose
Confidential Information or any part thereof, the
Institution shall without delay notify the Sponsor
and PSI to this effect in writing and the Institution
shall use all commercially reasonable efforts to
assist PSI or the Sponsor in obtaining a
protective order or other remedy protecting the
confidentiality of such information required to be

disclosed.

e) The obligations of confidentiality shall survive
the expiry or earlier termination of this Agreement
by a period of ten (10) years.

4. INTELLECTUAL PROPERTY

a) The Institution acknowledges and agrees that
the Sponsor shall have exclusive ownership
rights to all discoveries, inventions, technologies,
results, Study Data, information, know-how,
copyright work, concepts or ideas, whether or not
patentable, created, developed, conceived or
reduced to practice in connection with the
conduct of the Study and/or the use of the
Investigational Medicinal Product, together with
all intellectual property rights relating thereto
(“Intellectual Property ”). The Institution shall
promptly disclose in writing to PSI and the

Sponsor all Intellectual Property made by the

Institution, the Investigator and/or the Study
Personnel.  All Intellectual Property and any
information with respect thereto shall be

Confidential Information subject to the obligations

set forth in Article 3 of this Agreement.

b) The Institution shall assign and hereby
assigns all of their rights, title, and interest in and
to all Intellectual Property to the Sponsor, with no
further other the

payment or obligation to

Institution and/or the Investigator. Upon the
Sponsor’s request, the Institution shall execute

Clinical Trial Agreement/ Zmluva o klinickom skusani
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budu

prislusného sudu alebo na zaklade Platnych

persondlu nateni sudnym prikazom

pravhych  predpisov  spristupnit  Déverné
informacie alebo ich ¢ast, Institacia je povinna o
tom bezodkladne pisomne informovat’
Zadavatela a PSI a pouzit vSetky komercne
dostupné prostriedky, aby pomohla PSI alebo
Zadavatelovi ziskat ochranny sudny prikaz alebo
dosiahnut iné opatrenie na ochranu dévernosti

tychto Udajov, ktoré je nevyhnutné spristupnit.

e) Povinnost zachovavat mi€anlivost plati eSte
desat (10) rokov po skonceni platnosti alebo

predéasnom ukongéeni tejto Zmluvy.

4. DUSEVNE VLASTNICTVO

a) Institdcia potvrdzuje a suhlasi, ze Zadavatel
bude mat vyhradné vlastnicke prava na vSetky
objavy, vynélezy, technoldgie, vysledky, Studijné
Udaje, informécie, know-how, autorské diela,
navrhy alebo napady, bez ohladu na to, ¢i su
patentovatelné, ktoré boli vytvorené, vyvinuté,
vynajdené alebo uvedené do praxe v sivislosti s
Stadie  a/

SkuSaného lieku, spolu so vSetkymi suavisiacimi

realizaciou alebo  pouzivanim

pravami duSevného vlastnictva (dalej len
,pDuSevné vlastnictvo* ). InStitGcia  bude
neodkladne pisomne informovat PSI a

Zadavatela o vSetkom DuSevnom vlastnictve

vytvorenom InStiticiou, SkdSajucim a/alebo

Studijnom  persondlom.  V3etko  DuSevné

vlastnictvo a akékolvek informacie s nim
suvisiace budt Dévernymi informaciami, na ktoré
sa vztahuju povinnosti ustanovené v ¢lanku 3

tejto Zmluvy.

b) Institlcia postUpi atymto postupuje vSetky
svoje prava, naroky a podiel na celom DuSevnom
vlastnictve Zadavatelovi, bez akejkolvek dalSej

platby alebo iného zavazku Zadavatela vodi

Institucii  a/alebo SkaSajucemu. Na zaklade
Ziadosti Zadavatela InStiticia vyhotovi také
10/24
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such documents and take such other actions as
the Sponsor deems necessary for the Sponsor to
obtain such ownership and to apply for, secure,
and maintain other

patent or proprietary

protection of such Intellectual Property

exclusively on its behalf. The Institution shall

ensure that all Study Personnel have an
obligation to assign all Intellectual Property to the
Institution as necessary to permit the Institution to
comply with its obligations under this Article 4. To
the extent that the applicable law does not allow
for a the transfer of any of the Intellectual
Property rights, the Institution hereby grants the
Sponsor an exclusive, perpetual, irrevocable,
worldwide and royalty free license, with the right
to sublicense to any third party, to use such

Intellectual Property for any purposes.
5. PUBLICATION AND PUBLICITY

5.1 Publication

a) The Institution acknowledges that the Study is
part of a multicenter trial and as such may not
publish prior to the multicenter publication and in
the event there is no multicenter publication
before twenty four (24) months after the end of
the  Study.

presentations derived from the Study should

Multicenter  publications and
include data from the Institution, other institutions

in this Study, and the Sponsor personnel.

Authorship will be consistent with generally
accepted scientific standards. The investigators
interested in participating in, presenting, and/or

writing a manuscript should contact the Sponsor.

b) The Institution shall ensure that at least sixty
(60) days prior to submitting or presenting a
manuscript or other material relating to the Study
or another outside

to a publisher, reviewer,

person, the Institution shall provide to the
Sponsor a copy of all such manuscripts and
materials and allow the Sponsor sixty (60) days

Clinical Trial Agreement/ Zmluva o klinickom skusani
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dokumenty a prijme vSetky dalSie opatrenia, ktoré
bude Zadavatel povazovat za nutné v zaujme
toho, aby ziskal takéto vlastnictvo, poziadal o
patent alebo in0 majetkovi ochranu takéhoto
DuSevného vlastnictva, zaistil ho a udrziaval v
platnosti vyluéne vo svoj prospech. Institicia
zabezpeci, aby boli vSetci ¢lenovia Studijného
persondlu povinni postapit vSetko DuSevné
vlastnictvo Institacii tak, aby InStiticia mohla
splnit’ svoje povinnosti podla tohto ¢lanku 4. Pre
pripad, Ze platné zakony nedovoluju prevod prav
DuSevného vlastnictva, Institdcia tymto udeluje
Zadavatelovi vyhradnud, trvald, nezruSitelna,
celosvetovl a bezplatnd licenciu na pouzivanie
DuSevného vlastnictva na akykolvek ucel, s

pravom udelit toto opravnenie tretej strane.

5. PUBLIKACIE A PROPAGACIA
Publikacie

a) Institicia potvrdzuje, Ze Stadia je suéastou
multicentrického skdSania a nesmie publikovat
Ziadne prispevky pred vydanim multicentrickych
publikacii av pripade, ak Ziadne multicentrické
publikacie neexistujd, pred uplynutim dvadsiatich
Styroch (24) mesiacov od skon&enia Stidie.
Multicentrické publikacie a prezentacie odvodené
zo Studie by mali obsahovat Gdaje od Institicie,
inych institacii podielajucich sa na tejto Stadii
a zamestnancov Zadavatefa. Autorstvo bude
v stlade so vSeobecne uznavanymi vedeckymi
normami. SkaSajuci, ktori maju zaujem o Ucast,
prezentaciu a/ alebo napisanie rukopisu, by mali

kontaktovat Zadavatela.

b) InStitGcia odovzdad Zadavatelovi najmenej
Sestdesiat (60) dni pred predlozenim alebo
prezentaciou rukopisu alebo iného materialu
tykajuceho sa Stadie vydavatelovi, recenzentovi
alebo inej externej osobe képiu vSetkych takychto
rukopisov a materialov a poskytne mu Sestdesiat
(60) dni na ich reviziu avyjadrenie svojich
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to review and comment on them. If during the

sixty (60) day period the Sponsor notifies
Institution that it wishes to file a patent application
on any Intellectual Property disclosed in the
documents described herein, Institution will, and
will require Investigator to, defer
publication/disclosure for an additional sixty (60)
days from receipt of Sponsor’s notification so as
to permit Sponsor to prepare and file such patent
application. No Study-related publication shall be
made without the Sponsor's prior written
approval, which may be withheld or granted by

the Sponsor, at its sole discretion.

5.2 Publicity

The not use PSI's or the

Sponsor’s name, the names of any of their

Institution shall

employees, symbols, or trademarks in any
advertising, sales promotional material, or press
release without the prior written permission of
PSI or the Sponsor, as applicable, except to the
extent such disclosure is required to comply with

the Applicable Regulatory Requirements.

6. INDEMNIFICATIONS, NOTIFICATION
OF CLAIMS, INSURANCE AND LIMITATION

6.1 PSI's Indemnity Obligations

PSI expressly disclaims any and all liability
whatsoever in connection with the Investigational
Medicinal Product and the Protocol, except to the
extent that such liability arises from PSl's
negligent act or omission, willful misconduct, or a
negligent violation of a contractual obligation.

6.2 Institution’s Indemnity Obligations

The Institution undertakes to irrevocably and

Clinical Trial Agreement/ Zmluva o klinickom skusani
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pripomienok. Ak bude Zadavatel pocas tejto
(60) dni

InStitaciu, Ze chce podat ziadost o registraciu

lehoty Sestdesiatich informovat’
patentu vo vztahu k niektorej €asti Dusevného
vlastnictva zverejneného v dokumentoch, ktoré
sa tu opisuju, InStitlcia odlozi
publikovanie/zverejnenie na dalSich Sestdesiat
(60) dni od prijatia oznamenia od Zadavatela a
bude od

SkuSajuceho, s cielom umoznit Zadavatelovi,

rovhaky postup pozadovat aj
aby takuto Ziadost o registraciu patentu pripravil
a podal. Bez predchadzajuceho pisomného
sthlasu Zadavatela sa nebudd zverejhovat
Ziadne materialy suvisiace so Stadiou, pricom
Zadavatel sa mbéze sam rozhodnudt, &i takyto

suhlas udeli alebo odoprie.

5.2 Propagacia
InStitdcia  nebude  bez  predchadzajuceho
pisomného sudhlasu PSI alebo Zadavatela

pouzivat nazov spolo¢nosti PSI ani Zadavatela,
mena Zziadnych ich zamestnancov, symboly ani
ochranné znamky v reklamnych, obchodnych
ani
ked

zverejnenie potrebné v zaujme splnenia Platnych

propagacnych  materialoch tlacovych

spravach, okrem pripadov, je takéto

pravnych predpisov

6. ZBAVENIE ZODPOVEDNOSTI,
VZNESENIE NAROKOV, POISTENIE A
OBMEDZENIE

Zavazky PSIty  kajuce sa odSkodnenia

PSI vyslovne odmieta akukolvek zodpovednost
spojent so SkiSanym liekom a Protokolom s
vynimkou situacie, ked takato zodpovednost

vznikne nedbanlivostou, zanedbanim,
umyselnym zneuzitim alebo porusenim zmluvnej
povinnosti zo strany PSI.

Zavazky
odSkodnenia

InStitGcie tykajuce sa

InStiticia sa  zavazuje neodvolatelne a
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unconditionally indemnify and hold harmless the
PSI

officers, employees, and agents, against any and

Sponsor, and their respective directors,
all claim, action, suit, demand and prosecution
that may be brought or instituted, and all

judgments, damages, liabilities, costs and
expenses resulting therefrom, arising out of either
(a) any negligence or willful act or omission of the
Institution and the Investigator or (b) any breach
of this Agreement or failure to adhere to
applicable law or the terms of the Protocol, other
than deviations necessary to avert imminent

harm, by the Institution and the Investigator.

6.3 Notification of Claims

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

against these claims or lawsuits.

6.4 Insurance

a) PSI shall ensure that the Sponsor executes
the mandatory clinical trial insurance, as required

by the Applicable Regulatory Requirements.

b) The Institution shall subscribe to and maintain
adequate medical malpractice, general liability
insurance coverage and other appropriate
insurance necessary to cover its obligations
hereunder, including its indemnification
obligations under this Agreement and will provide

evidence of such coverage to PSI on request.

Clinical Trial Agreement/ Zmluva o klinickom skusani
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bezpodmienecne zbavit Zadavatela, PSI a ich
riaditelov, Uradnikov, zamestnancov a zastupcov
zodpovednosti a nahradit im Skody spésobené v
doésledku

akychkolvek narokov, konani, Zaléb, poziadaviek

vznesenia alebo iniciovania
a stihania a akychkolvek rozhodnuti, poziadaviek

na nahradu Skody, zavazkov, nakladov a
vydavkov z nich vyplyvajicich, ktoré vzniknd na
zaklade (a) nedbanlivosti alebo Umyselného
konania ¢&i opomenutia zo strany InStiticie a
SkuaSajuceho, alebo (b) na zaklade poruSenia
tejto Zmluvy alebo nedodrzania platnych zakonov
¢i podmienok Protokolu zo strany Institicie a
SkuaSajuceho, pricom vynimku tvoria odchylky
potrebné v zaujme odvratenia bezprostredne

hroziacej Skody.
Vznesenie narokov

InStiticia bude PSI a Zadavatela okamzite

pisomne informovat o kazdom vznesenom
naroku alebo sudnom konani vedenom proti
Indtitacii, Skasajucemu, Studijnému personalu
alebo dalSim zamestnancom v suvislosti so
Stadiou. Institicia bude na Ziadost PSI a/alebo
Zadavatela a v ich mene plne spolupracovat vo
vSetkych vyznamnych otazkach pri obhajobe proti

tymto narokom alebo poc¢as sudnych sporov.

6.4 Poistenie

a) PSI uzatvoril

povinné poistenie klinického skdSania podla

zabezpe€i, aby Zadavatel

Platnych pravnych predpisov.

b) Institdcia uzatvori a bude udrziavat v platnosti
adekvatne poistenie pre pripad zanedbania
povinne;j starostlivosti,

lekarskej poistenie

vSeobecnej zodpovednosti a iné vhodné
poistenie nutné v zaujme krytia svojich povinnosti
na zaklade tejto Zmluvy vratane svojich zavazkov
tykajucich sa odSkodnenia vyplyvajdcich z tejto
Zmluvy ana Ziadost PSI jej poskytne dbkaz

o takomto kryti.
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6.5 Limitations

a) The Institution acknowledges that the Study
Drug is experimental in nature, and neither the
Sponsor nor PSI make any warranties, express
or implied, including any implied warranties of
merchantability, title, non-infringement or fitness

for a particular purpose.

b) Except for breaches of Sections 3 or 4, in no
event shall either party or Sponsor be liable to
each other for special, incidental, indirect, or
consequential damages of each other arising
from or in relation to this Agreement, the
Protocol, or the Study Drug (whether in contract,
tort, negligence, strict liability, by statute or
otherwise), even if advised of the possibility of

such damages.

7. INSPECTIONS, AUDITS, MONITORING
AND RECORDS

7.1 Regulatory Inspections

The Institution shall promptly notify PSI of any
regulatory inspections or investigations relating to
the Study by the RA/EC, the European Medicines
Agency, the FDA or any other competent
Regulatory Agency of which it becomes aware.
PSI, the their

representative shall have the right to be present

Sponsor and respective
at any such inspections or investigations and
shall have the right to previously provide, review,
and comment on any responses that may be
The

possible assistance

required. Investigator shall render all

to such authorities in
conducting such inspections and investigations.

7.2 Audit and Monitoring by PSI and
Sponsor

a) PSI, the Sponsor and their representatives

may audit, monitor and/or meet with the

Investigator and the Study Personnel at the

Clinical Trial Agreement/ Zmluva o klinickom skusani
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6.5 Obmedzenia

a) Institicia potvrdzuje, ze Studijny liek ma
experimentalny charakter a Zadavatel ani PSI
neposkytuju Ziadne vyslovné ani predpokladané
zaruky, ato ani

predpokladané  zaruky

obchodovatelnosti, vlastnickeho naroku,

neporuSenia prav alebo vhodnosti na dany Gcel.

b) Okrem poruSenia ¢lankov 3 alebo 4 nebudi
Ziadna strana alebo Zadavatel niest voci sebe
zodpovednost za  mimoriadne,  nahodné,
nepriame alebo néasledné Skody, ktoré vzniknu
v sUvislosti s touto Zmluvou, Protokolom alebo
Studijnym liekom (& uZ na zéaklade zmluvy,
umyselného poruSenia prava, nedbanlivosti,
presne vymedzenej zodpovednosti, zo zakona
alebo inak), ato ani v pripade informovanosti

0 moznosti vzniku takychto Skod.

7. KONTROLY, AUDITY,
MONITOROVANIE A ZAZNAMY

Kontroly Regula  €énych agentar

InStitdcia bude PSI okamzite informovat o kazdej
zakonnej kontrole alebo inSpekcii tykajucej sa
Stadie, ktor bude vykonavat RO/EK, Eurdpska
liekova agentira, FDA alebo iny spdsobily
PSlI,
Zadavatel aich zastupcovia budd mat pravo byt
pri

inSpekciach a

Regulacny organ, o ktorej sa dozvie.

pritomni takychto  kontrolach  alebo

budu

poskytovat, revidovat a komentovat pripadné

mat pravo vopred
pozadované odpovede. SkuSajuci poskytne tymto
uradom pri vykone takychto kontrol a inSpekcii

vSetku potrebnu suginnost.

7.2 Audit a monitorovanie vykonavané PSI
a Zadavate Fom

a) PSI, Zadavatel

vykonavat audit, monitoring a/alebo sa moZzu

aich zastupcovia mbzZu

stretndt’ so Skasajucim a Studijnym personalom v
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Institution during normal business hours and with
reasonable frequency for audits and visits to
monitor the progress of the Study and review
Study records, documents, information, data, and
The

Investigator shall assist PSI, the Sponsor and

materials (including the Study Data).

their representative(s) in scheduling such visits.

b) PSI, Sponsor and their representative(s) shall
be entitled to (i) examine and inspect the facilities
required for the performance of the Study; and (ii)
inspect source documents, as well as (iii) inspect
and copy all Study Data (including, without
limitation, Case Report Forms, original reports of
laboratory tests and examination findings, and all
other notes, charts, reports, or memoranda
related to the Study Subjects or to the conduct of
the Study.), which PSI and the Sponsor are
authorized to access by the signed Informed
Consent Form, and/or the Applicable Regulatory
Requirements. The Investigator shall cooperate
with PSI and the Sponsor during audits and
monitoring visits and in the resolution of any

questions regarding the Study Data.

7.3 Records

The Institution shall maintain accurate, complete
and current records of all Study Data which shall
include the Case Report Forms (or equivalent
electronic data) as well as relevant source
documents, any other essential documents or
materials generated for the Study, as required by
the Protocol, ICH GCP, the Applicable Regulatory
Requirements and PSI's and the Sponsor’s
instructions (the "Records "). The Institution shall
keep all the Records in a safe and secure
location for a period of fifteen (15) years after
completion of the Study or the period required by
the Applicable Regulatory Requirements,
whichever is longer. The Institution shall ensure

that no Records are destroyed without the prior

Clinical Trial Agreement/ Zmluva o klinickom skusani
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InStitacii poas obvyklého pracovného €asu a s
a navstev
Studie

a kontrolovat zaznamy, dokumenty, informacie,

primeranou  frekvenciou auditov

s cielom monitorovat realizciu
Gdaje a materialy Stadie (vratane Studijnych
Udajov). SkuSajuci bude PSI, Zadavatelovi a ich
pri

zastupcom poméhat ¢asovom planovani

takychto navstev.

b) PSI, Zadavatel aich zastupcovia budld mat
pravo (i) preverovat a kontrolovat zariadenia
potrebné na realizaciu Studie a (ii) kontrolovat
zdrojovu dokumentéciu, ako aj (iii) kontrolovat a
kopirovat v3etky Studijné udaje (okrem iného aj
Zaznamy ucastnikov Stadie, pévodné hlasenia o
laboratérnych testoch a vysledkoch vySetreni
a vSetky ostatné poznamky, grafy, spravy alebo
zaznamy tykajice sa Ugastnikov Stadie alebo
realizacie Stadie), ku ktorym maja PSI a

Zadavatel opravneny pristup na zaklade
podpisaného Tlaciva s informovanym suhlasom
a/ alebo Platnych pravnych predpisov. SkusSajuci
bude spolupracovat s PSI a Zadavatelom pocas
auditov a monitorovacich navstev a pri rieSeni

v3etkych otazok tykajucich sa Studijnych tdajov.

7.3 Zaznamy

InStitdcia bude viest presné, Gplné a aktualne
zaznamy o vsetkych Studijnych tdajoch vratane
Zaznamov Ucastnikov Studie (alebo
ekvivalentnych Udajov v elektronickej forme), ako
aj relevantné zdrojové dokumenty, akékolvek
dalSie zékladné dokumenty alebo materialy
vytvorené pre potreby Stadie podfa poziadaviek
ICH GCP,

predpisov a pokynov PSI a Zadavatela (dalej len

Protokolu, Platnych  pravnych
.Zaznamy" ). InstitGcia bude vSetky Zaznamy
uchovavat na bezpe¢nom a zabezpecenom
mieste pocas patnastich (15) rokov od ukonéenia
Stadie alebo pocas lehoty pozadovanej Platnymi
pravnymi predpismi (podla toho, ktora lehota
bude dlhSia).

InStiticia zabezpeci, aby bez
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written approval of PSI or the Sponsor.

8. TERM AND TERMINATION

8.1 Term

This Agreement shall commence as of the
Effective Date and shall expire upon the latest of:
(a) completion of the Study; (b) PSI's receipt and
acceptance of the Study Data and documentation
as provided in the Protocol; or (c) PSl's payment
of the fees contemplated to be paid under Article

2 of this Agreement.

8.2 Termination by PSI

Throughout the course of this Agreement, PSI, in
consultation with the Sponsor, reserves the right
at any time to: (i) instruct the Investigator to
discontinue recruiting Study Subjects; (i)
terminate this Agreement with immediate effect if
the Institution is in material breach of this
Agreement (iii) terminate this Agreement with
immediate effect if the Investigational Medicinal
Product or continuation of the Study presents an
unreasonable medical risk to the Study Subjects;
or if there are efficacy concerns, and (iv)
terminate this Agreement without cause with a

notice period of thirty (30) calendar days.

8.3 Termination by Institution

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

days written notice to the other parties.

Clinical Trial Agreement/ Zmluva o klinickom skusani

8.2

8.3

Fakultna nemocnica Tren¢in

predchadzajuceho pisomného povolenia PSI

alebo Zadavatela nedoSlo k zni€eniu ziadnych

Zaznamov.
8. DOBA TRVANIA A UKON CENIE
8.1 Doba trvania

Tato Zmluva nadobida Géinnost Datumom

uéinnosti a strdca ucinnost vtedy, ked nastane
(@)

(b) prijatie a akceptacia

najneskorSia z nasledujdcich  situaci:
dokon&enie Stadie;
Studijnych udajov a dokumentéacie spolo¢nostou
PSI

vSetkych poplatkov, ktoré ma podla ¢lanku 2 tejto

podla Protokolu alebo (c) zaplatenie

Zmluvy zaplatit spolo¢nost PSI.
Ukon €enie zo strany PSI

Pocas platnosti tejto Zmluvy si PSI na zéklade
konzultacie so Zadavatelom vyhradzuje pravo
kedykolvek: (i) dat SkaSajucemu pokyn, aby
prerusil nabor Ugastnikov Studie; (i) s okamZitou
platnostou vypovedat tato Zmluvu v pripade jej
zavazného poruSenia zo strany InStitacie; ( iii) s
okamzitou platnostou vypovedat tato Zmluvu, ak
by Skusany liek alebo pokracovanie Studie
predstavovali pre U&astnikov Stadie neprimerané
riziko, alebo v pripade pochybnosti o Ucinnosti
lieku a (iv) vypovedat tito Zmluvu bez uvedenia
tridsat (30)

doévodu s vypovednou lehotou

kalendarnych dni.

Vypovedanie Zml  uvy zo strany
InStitlcie

Institicia méze vypovedat tuto Zmluvu: (i) ak PSI

zavaznym spdsobom porusi tito Zmluvu a toto

(30)

pisomného

poruSenie  nenapravi do tridsiatich
dni od

oznamenia od InStitacie; (i) ak je InStiticia v

kalendarnych prijatia

dobrej viere presvedCend, Ze pokracovanie

Studie predstavuje neprimerané zdravotné riziko
pre Ugastnikov Studie; alebo (i) na zaklade
pisomnej vypovede

adresovanej ostatnym
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8.4 Survival

Articles 1.4 (para 2 and 3), 1.7, 3 through 7, 8.4,
9, 10 and 11 shall survive any termination or

expiration of this Agreement.

9. NON-DEBARMENT

The Institution represents and warrants that
neither itself nor the Investigator nor any of the
Study Personnel has been debarred or
suspended to participate in clinical research by
any competent authority or agency in Slovak
Republic or abroad (including the US FDA), and
that it shall not make use of, nor involve in this
Study any person or organization which is or has
been debarred, suspended or disqualified by any
regulatory authority to participate in clinical

research. In the event the Institution or the

Investigator or any person or organization
involved in the Study is or becomes debarred
during the Study, the Institution shall notify PSI in
writing about this fact within five (5) days after

having learnt of it.

10. DATA TRANSFER

The Institution warrants and covenants that it has
obtained the explicit consent of the Principal
Investigator and the Study Personnel that for the
purpose of this Agreement, some of their
personal data may be transferred to PSI, the
Sponsor, their affiliates and agents as well as to
governmental and regulatory authorities, even if
this involves the transfer of personal data to
countries that do not ensure the same level of
Such

personal data may include the name, date of

protection as the European Union.
birth, address, phone number, place of work,
education, professional licenses and certificates,
professional experience and bank accounts of

the Principal Investigator.

Clinical Trial Agreement/ Zmluva o klinickom skusani
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stranam tridsat' (30) kalendarnych dni vopred.

8.4 Platnos t' po ukon €eni

Clanky 1.4 (odseky 2 a 3), 1.7, 3 a7 7, 8.4, 9, 10
a 11 budu platit aj po vypovedani alebo zaniku

platnosti tejto Zmluvy.
0. NEVYLUCENIE

InStitdcia vyhlasuje a zaruCuje, Ze ani jej, ani
Skasajucemu ani ziadnemu ¢lenovi Studijnému
personalu prislusné slovenské ani zahrani¢né
organy (vratane americkej FDA) nezakazali ani
nepozastavili Ucast v klinickom vyskume a Zze
nevyuZije a do tejto Stidie nezapoji Ziadnu osobu
ani organizaciu, ktorej bola niektorym regulaénym
organom zakédzana alebo pozastavenad uUcast v
klinickom vyskume, alebo ktora bola vyhlasena
za nespdsobill na u€ast v klinickom vyskume. V
pripade, Ze by Institacii, SkaSajucemu alebo
akejkolvek osobe alebo organizacii zapojenej do
Studie bola podas Studie zakézana uUgast
v klinickom vyskume, InStiticia tato skuto¢nost
oznami PSI, a to pisomne do piatich (5) dni

potom, €o sa o tejto skutoénosti dozvie.

10. PRENOS UDAJOV

InStitdcia vyhlasuje a zaruCuje, ze ziskala

vyslovny slthlas Hlavného skdSajuceho a
Studijného personalu s tym, Ze na ucel tejto
Zmluvy sa niektoré z ich osobnych Udajov mézu
odovzdavat PSI, Zadavatelovi, ich poboc¢kam a
zastupcom, ako aj Statnym a regulaénym
organom, a to aj v pripade, ak ide o prenos
osobnych udajov do Statov, ktoré nezabezpecuji
rovnakd mieru ochrany ako Eurépska Unia. Medzi
takéto osobné uddaje mézu patrit meno, datum
narodenia, adresa, telefénne ¢islo, miesto vykonu
prace, vzdelanie, odborné licencie a certifikaty,
odbornd prax a bankové 6ty Hlavného

skusajuceho.
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11. MISCELLANEOUS

a) No amendment to this Agreement or any
Appendix shall be effective unless it is made in

writing and signed by the parties hereto.

b) Nothing contained in this Agreement shall be
construed to imply a joint venture, employment,
partnership, or principal agent relationship
between the parties hereto; and neither party
hereto by virtue of this Agreement shall have the
right, power or authority to act or create any
obligation, express or implied, on behalf of the
other party (notwithstanding the relationship
between PSI and the Sponsor). Institution shall
not have the right, power or authority to act or
create any obligation, express or implied, on

behalf of the Sponsor.

c) This Agreement shall be binding upon and
inure to the benefit of the parties hereto and their
successors and assigns, provided that Institution
may not assign or transfer any or all of its rights
or obligations under this Agreement without the
prior written consent of PSI. Sponsor may at any
time and upon written notice to Institution assume
the obligations and rights of PSI or substitute PSI

with another independent contractor.

d) The Sponsor is an intended third-party
beneficiary to this Agreement entitled to enforce
directly any and all of its rights and PSI’s rights

hereunder.

Clinical Trial Agreement/ Zmluva o klinickom skusani
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11. ROZNE

a) Ziadny dodatok k tejto Zmluve alebo Priloha
nebudd G¢inné, ak nebudld vyhotovené pisomne

a podpisané Zmluvnymi stranami.

b) Na zéklade zZiadnej skutocnosti obsiahnutej v
tejto Zmluve nie je mozné interpretovat vztah
medzi Zmluvnymi stranami ako spolo¢ny podnik,
zamestnavatela,

vztah zamestnanca a

partnerstvo alebo vztah nadriadeného a
podriadeného a zaroven Zziadnej zo Zmluvnych
stran nezaklada tato Zmluva pravo, pravomoc
alebo opravnenie plnit alebo ukladat v mene
druhej strany akékolvek povinnosti, & uz
vyslovné alebo nepriamo vyjadrené (bez ohladu
na vztah medzi PSI a Zadavatefom). InStitlcia
nebude mat pravo, pravomoc alebo opravnenie
ukladat

uz vyslovné alebo nepriamo

plnit  alebo vmene Zadavatela
povinnosti, i

vyjadrené.

¢) Tato Zmluva bude zavazna pre Zmluvné strany
aich nastupcov a nadobudatelov a bude slazit
v ich prospech, pricom plati, ze InStiticia nesmie
bez predchadzajliceho pisomného sihlasu PSI
postupovat ani prevadzat Ziadne zo svojich prav
a povinnosti  vyplyvajucich

ztejto  Zmluvy.

Zadavatel mbéze kedykolvek na zaklade
pisomného oznamenia adresovaného Institlcii
prevziat povinnosti a prava PSI alebo nahradit

PSI inym nezavislym dodavatelom.

d) Zadavatel je planovanym tretim prijemcom
tejto Zmluvy opravnenym priamo vykonavat
vSetky svoje prava a prava PSI| na zaklade tejto

Zmluvy.
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This Agreement has been executed
originals, one for each party.

Institution: Fakultna nemocnica Tren ¢€in
(Faculty Hospital Trengin)

Fakultna nemocnica Tren¢in

in two Tato Zmluva bola vypracovana v dvoch

vyhotoveniach, pricom kazda zo zmluvnych stran
prevezme jedno.

InStitlcia: Fakultnd nemocnica Tren ¢&in

Name: RNDr. Jan Dubovsky
Title : Director Faculty Hospital Trenéin

DATED this day of ,

PSI: PSI CRO Slovakia s.r.o.

Meno: RNDr. Jan Dubovsky
Funkcia : riaditel FN Trenéin

DATUM: (den) (mesiac)

PSI: PSI CRO Slovakia s.r.o.

Name: Petr Vaculik, MD
Title : by Power of Attorney

DATED this day of ,

Meno: MUDr. Petr Vaculik
Funkcia : na zaklade plnej moci

DATUM: (def) ___ (mesiac)

Name: Petr Sedlak, PhD_
Title : by Power of Attorney

DATED this day of ,

READ, UNDERSTOOD AND ACCEPTED BY:

Meno: PhDr. Petr Sedlak
Funkcia : na zéklade plnej moci

DATUM: (der) ___ (mesiac)

PRECITANE, POCHOPENE A PRIJATE KYM :

Name: Oto Smatana, MD
Title : Investigator

DATED this day of ,

Clinical Trial Agreement/ Zmluva o klinickom ska$ani

Meno: MUDr. Oto Smatana
Funkcia : Skasajuci

DATUM: (den) (mesiac)
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APPENDIX A

Fee and Payment Schedule

l. Fees

The compensation shall be based on the number
of Study Subjects enrolled into the Study in
compliance with the Protocol and the number of

visits performed with respect to these Study

Subjects in accordance with the following
payments table:
Visits HA Grant
Baseline $270,43
, , $50,00 - for every 2
Screen failure subject randomized patients
Day 1 $116,16
Day 2 $105,27
Day 3 $127,05
Day 4 $107,09
Day 5 $107,09
Day 6 $107,09
Day 7 $107,09
Day 8 $107,09
Day 9 $107,09
Day 10 $107,09
EOT $76,23
TOC $79,86
LFU $27,23
Additional day of hospitalisation
- if a patient needs to stay
beyond 10 days (up to max 4 $106,86
days)
Additional Blood sampling for $7.20
coagulation — central laboratory
. ) $7,20
Additional Blood sampling for
hematology — central laboratory
Additional Blood sampling for $7,20
chemistry — central laboratory
Additional Urine sampling — $5,40
central laboratory
Additional Draw creatinine and
estimate creatinine clearance — $54,00
local laboratory
Additional Serum pregnancy
test — local laboratory §36,00
Additional CT examination $417.45

Clinical Trial Agreement/ Zmluva o klinickom ska$ani
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PRILOHA A

Rozpis platieb a poplatkov

l. Poplatky

Finan¢n4 Uhrada bude poskytnuta na zaklade
podtu Ugastnikov Studie zaradenych do Studie v
sulade s Protokolom a poctu navstev
uskutoénenych vo vztahu ktymto Ugastnikom

Stidie v sulade s nizSie uvedenou tabulkou

platieb:
Navstevy Grant pre Institdciu
Zakladna navéteva $270,43
o ) » $50,00 - na 2
Pacienti negativny skrining randomizovanych pacientov
Defi 1 $116,16
Defi 2 $105,27
Defi 3 $127,05
Derfi $107,09
Defi 5 $107,09
Defi 6 $107,09
Defi 7 $107,09
Def 8 $107,09
Defi 9 $107,09
Defi 10 $107,09
Ukongenie liegby $76,23
Naviteva TOC $79,86
Névsteva LFU $27,23
Odmena za dodato¢ny deri
- ak pacient potrebuje viac $106,86
ako 10 dni (max 4 dni)
Dodato¢ny odberr krvi pre $7.20
koagulaciu — centralne
laboratérium
Dodatoény odberr krvi pre $7.20
hematologiu — centralne
laboratérium
Dodatoc¢ny odberr krvi pre $7.20
biochémiuiu — centralne
laboratérium
Dodato&ny odberr mogu— $5,40
centralne laborat6rium
Dodato¢ny odber pre
kreatinin a odhad kreatinin $54,00
klirens Odber pre kreatinin
Dodatocny tehot test zo
sera — miestne $36,00
laboratérium ’
Dodato&né CT vySetrenie $417 45
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Additional Ultrasound

examination $181,50

Additional Site of infection
sample for culture test —
regional laboratory

$21,80

Additional Blood for culture test

— regional laboratory $21,80

Qualifications for Payment. Notwithstanding

anything to the contrary, the Institution may not
qualify for any payments hereunder for any
subject (a) where, prior to the provision of any
services hereunder, there was a failure to obtain
an Informed Consent Form sufficient to allow PSI
or the Sponsor to use and disclose personal data
as required under this Agreement; (b) where the
Institution or Study Personnel failed to follow the
Protocol or the material terms of this Agreement
(except for any deviations approved by PSI in
writing); or (c) who was ineligible for the Study at
the time of enrollment. In the event that any
subject withdraws from the Study at any time and
for any reason, including without limitation due to
an adverse event, failure to appear for follow-up
visits, or due to a Protocol violation that effects
the evaluability of the subject, the Institution shall
only qualify for payments for those services
rendered prior to such subject’'s withdrawal from
the Study.

foregoing conditions have been met, PSI shall

In addition, and provided that the

only pay the Institution upon verification that the
completed CRFs and related study documents
have been accurately and fully completed. Final
milestone payments for Study Subjects shall not
be paid until the Institution has resolved all of
PSI's or the Sponsor’s queries and outstanding

issues for such Study Subject.

In addition to the foregoing, PSI will reimburse

pre-authorized out-of-pocket travel expenses

Dodato¢né USG

vySetrenie $181,50

Dodato¢né vzorka pre
mikrobiologiu v miesta
infekcie — regionalne

$21,80

Dodato¢néa vzorka pre
hemokultdru — regionalne
laboratérium

$21,80

Narok na platbu. Bez ohladu na d¢okolvek

v opacnom zmysle nemusi mat InStiticia narok
na ziadne platby za Gc¢astnikov na zaklade tejto
Zmluvy, (a) ak sa pred poskytnutim sluzieb na
zéklade tejto Zmluvy neziskalo Tlacgivo
s informovanym sudhlasom postacujicim na to,
aby PSI alebo Zadavatelovi umoznilo pouzivat
a zverejhovat osobné Udaje v sulade
s poziadavkami tejto Zmluvy; (b) ak InStiticia
alebo Studijny personal nedodrzali Protokol alebo
dblezité podmienky tejto Zmluvy (okrem odchylok,
ktoré pisomne schvalila PSI); alebo (c) ak iSlo
0 UCastnika, ktory v ase zaradenia nebol
spdsobily na prijatie do Stadie. Ak niektory
G¢astnik zo Studie kedykolvek a z akéhokolvek
dévodu odstupi, okrem iného aj kvdli neziaducej
udalosti, nedostaveniu sa na kontrolné navstevy
alebo z doévodu poruSenia Protokolu, ktoré ma
vplyv na moznost hodnotenia U¢astnika, Institlcia
bude mat néarok len na platby za sluzby
poskytnuté pred takymto odstdpenim Ucastnika
zo Stadie. Okrem toho a za predpokladu, Ze budi
splnené vySSie uvedené podmienky, PSI zaplati
Institdcii len po tom, ako si overi, Ze vyplnené
Zaznamy  U€astnikov ~ Studie  a dokumenty
savisiace so Stadiou boli vyhotovené presne a
aplne. Zavereéné klugové platby za Ugastnikov
Stadie sa nevykonajl, kym InStitacia nevyriesi
PSI

a nevyrieSené zalezitosti tykajuce sa daného

vSetky otazky alebo Zadavatela
Ucgastnika $tadie.
PSI okrem toho nahradi vopred povolené priame

cestovné vydavky vzniknuté v sulade s cestovnou




CXA-clAI-10-08

incurred in accordance with Sponsor’s travel
policy, for travel required for the Study (including
travel to an investigators’ meeting).
Reimbursement of such expenses shall be made
by PSI within thirty (30) days of receipt of an
itemized statement with other

receipts or

evidence of expenses.
Il. Payment Schedule
a) PSI shall make the payments in EUR.

b) Payment to the Institution for administrative
work regarding this Agreement is 250 USD, which
shall be paid after

Agreement finalization,

signature and invoice shipment.

The invoice will be issued in EUR and converted
from USD as per the rate of ECB (European
Central Bank), published on the website of the
Bank

http://www.nbs.sk/sk/titulna-stranka, valid as of

National of Slovakia,
the day of issuance of the invoice. Corresponding

amount in USD will be stated on the invoice.

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

sections.

c) PSI shall make the payments within 30 days
after receipt of the undisputed invoice, issued by

the Institution, to the following address:

PSI CRO Slovakia s.r.o.
Medena 11, 811 02 Bratislava
Slovak Republic

d)

Investigator has appropriately answered all data

PSI shall make the last payment after the

clarification requests and PSI has performed a

closeout visit to the Institution.

Clinical Trial Agreement/ Zmluva o klinickom ska$ani

Fakultna nemocnica Tren¢in

politikou Zadavatela v slvislosti s cestovanim
potrebnym na Gdely Stidie (vratane cestovania
na stretnutie skdSajucich). PSI takéto vydavky
do tridsiatich (30) dni

rozpisaného vykazu s dokladmi o zaplateni alebo

nahradi od prijatia

inymi dékazmi o vynalozeni vydavkov.

Il. Rozpis platieb
a) PSI bude platby vykonavat v EUR.

b) Uhrada Ingtiticii za administrativnu pracu
ohladne tejto zmluvy je 250 USD, bude splatena
po sfinalizovani a podpise zmluvy a zaslani
faktary

Faktura bude vystavena v EUR a konvertovana z
USD podla kurzu ECB (Eurdpska centralna
banka) ktord je k nahliadnutiu na web stranke
Narodnej Banky Slovenska,
http://www.nbs.sk/sk/titulna-stranka, platného ku
driu vystavenia faktlry. Zodpovedajuca ciastka v

USD bude uvedena vo fakture.

PSI
uvedeného rozpisu platieb pre kazdy cyklus alebo
po

GCastnikov  Studie aich
PSI

dokumentom relevantnym pre vyplnené Zaznamy

vykona platbu Stvrtrocne podla vysSie

navstevu  Ucastnikov  Studie vyplneni

Zaznamov overeni

monitorom  Studie z oproti  zdrojovym
UCastnikov Studie.

c) PSI vykona platby do 30 dni od dorucenia
schvélenej faktary, ktor vystavi InStitlcia, na

nasledujicu adresu:

PSI CRO Slovakia s.r.o.
Medena 11, 811 02 Bratislava

Slovenska republika

d) PSI vykona poslednd platbu po tom, ¢o
SkuSajuci riadne zodpovie na vSetky otazky
tykajuce sa Udajov Studie a PSI vykona v Institicii

zavereénu navstevu
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Payment Details

M. Platobné Udaje

TIN/ DIC:

SK2021254631

Beneficiary Name/ Prijemca

Fakultna nemocnica Tren€in, Legionarska
28,911 71 Trencin

Bank Name/ Nazov banky

Statna pokladnica, Bratislava

Bank Address/ Adresa banky

Radlinského 32, 810 05 Bratislava,
Slovak Republic/Slovenska republika

Bank Account Number/ Cislo bankového tétu

7000280438/8180

IBAN

SK 23 8180 0000 0070 0028 0438

Swift code/CBU/ Swift kéd/CBU

SUBASKBX




