Investigator/Skusajici MUDr. Peter Kohutek
Institution/Zdravotnicke zariadenie Fakultna nemocnica Trencin

Country/Stat Slovak Republic

Clinical Trial Agreement

This Clinical Trial Agreement (hereinafter the
“Agreement”) is entered into as of the last date of
execution on the signature page, between the
undersigned parties (the “Effective Date”):

Pharm-Olam, LLC

450 N. Sam Houston Parkway E, Suite 250, Houston,
Texas 77060, USA

Tel.-No.: +1 713 559 7900

Fax No: +1 713 559 7901

(hereinafter the “Pharm-Olam”)

Investigator: MUDr. Peter Kohutek
Fakultna nemocnica Trencin,
Legionarska 28, 911 71 Trencin,
Slovak Republic

(hereinafter the “Investigator”)

Institution: Fakultna nemocnica Trencin,
Legionarska 28, 911 71 Trencin,

Slovak Republic

Tel.-No: +421 32 6566 250

Fax-No: +421 32 6520 104

(hereinafter the “Institution”)

Individually hereinafter referred to as “Party” and
collectively as “Parties”.

RECITALS

WHEREAS Pharm-Olam, LLC has signed a contract
with lterum Therapeutics International Limited, an
Irish incorporated entity with registration number
564304 and having its registered office address at
Block 2, Floor 3 Harcourt Centre, Harcourt Street,
Dublin 2, and its affiliates (hereinafter referred to as
"Sponsor’), to undertake delegated tasks in the
performance and conduct of the Study (as defined
below); and

59/19

Zmluva o vykonani klinického skusania

Tato zmluva o vykonani klinického skusania (d'alej
len ,Zmluva") sa uzatvara dhnom posledného
podpisu na podpisovej strane medzi podpisanymi
stranami  (d'alej len ,Datum  Gcinnosti"):

Pharm-Olam, LLC

450 N. Sam Houston Parkway E, Suite 250, Houston,
Texas 77060, USA

Tel.: +1 713 559 7900

Fax:+1 713 559 7901

(dalej len ,Pharm-Olam")

Skusajuci: MUDr. Peter Kohltek
Fakultna nemocnica Trendin,
Legionarska 28, 911 71 Trencin,
Slovenska republika

(dalej len ,Skusajuci")

Zdravotnicke zariadenie: Fakultnd nemocnica
Trencin, Legionarska 28, 911 71 Trencin,
Slovenska republika

Tel .: +421 32 6566 250

Fax: +421 32 6520 104

(dalej len ,Zdravotnicke zariadenie")

Jednotlivo uvadzané dalej ako ,Strana" a spolu dalej
ako ,Strany".

UVODNE USTANOVENIA

NAKOLKO spolo¢nost’ Pharm-Olam, LLC podpisala
zmluvu so spolo¢nostou Iterum Therapeutics
International Limited, zaloZenou podla irskeho prava
s registraénym Cislom 564304 a so sidlom Block 2,
Floor 3 Harcourt Centre, Harcourt Street, Dublin 2, a s
jej poboCkami (dalej len ,Zadavatel"), ktorou na seba
prevzala delegované Ukony v rdmci vykonu a
vykonévania Stadie (tak ako je definovana nizsie ), a
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WHEREAS Institution and Investigator are engaged
in the business of performing clinical trials and related
services for the pharmaceutical research industry; and

WHEREAS the Parties desire to enter into an
Agreement for the purpose of detailing the terms and
conditions which will govern the relationship between
the Parties and in which Pharm-Olam would engage
the Institution and Investigator to perform certain
Services in connection with the Study and Institution
and Investigator would agree to perform such Services,
all in accordance with and subject to the terms of this
Agreement.

Now therefore, in consideration of the premises and
the mutual covenants and conditions hereinafter set
forth, the Parties agree as follows:

Pharm-Olam desires MUDr. Peter Kohutek (“the
Investigator’), who is an employee of Institution, to
evaluate the safety and efficacy of Sponsor's
proprietary compound known as  Sulopenem and
Sulopenem-etzadroxil/Probenecid (the “Investigational
Product”) and to conduct the following clinical trial:
IT001-302 “A prospective, Phase 3, randomized, multi-
center, double-blind, double dummy study of the
efficacy, tolerability and safety of intravenous
sulopenem followed by oral sulopenem-etzadroxil with
probenecid versus intravenous ertapenem followed by
oral ciprofloxacin or amoxicillin-clavulanate  for
treatment of complicated urinary tract infections in
adults” and any amendments thereto which may be
added from time to time (“the Study”).

The Study is planned to start in March 2019, and it is
estimated that all individuals participating in the Study
(“Trial Subjects”) should be enrolled by September 1,
2019 and all clean data should be ready for collection
(or entered into eCRF (as defined below)) and all
queries resolved by October 10, 2019. These dates are
based on the current time-frame specified by Pharm-
Olam and/or Sponsor.

DEFINITIONS

NAKOLKO Zdravotnicke zariadenie a Skusajuci s
¢inni v odvetvi klinickych skusani a suvisiacich sluzieb
pre farmaceuticky vyskumny priemysel, a

NAKOLKO Strany maju zaujem uzatvorit Zmluvu na
Ucely stanovenia podmienok, ktorymi sa bude vztah
medzi Stranami riadit a ktorou Pharm-Olam poveri
Zdravotnicke zariadenie a Skusajuceho, aby vykonali
uréité  Sluzby v spojitosti so Studiou, pridom
Zdravotnicke zariadenie a Sku$ajuci suhlasia s
vykonanim tychto Sluzieb, to vSetko podla ustanoveni
tejto Zmluvy a v sulade s nimi.

Preto po zvéZeni vsetkych névrhov, vzajomnych
zavazkov a podmienok uvedenych dalej sa Strany
dohodli nasledovne:

Pharm-Olam si zeld, aby MUDr. Peter Kohutek (dale;
tiez  ,SkuSajuci'), ktory je  zamestnancom
Zdravotnickeho  zariadenia, vykonal hodnotenie
bezpe€nosti a ucinnosti Zadavatelovho patentovaného
lieku s nazvom Sulopenem a Sulopenem-
etzadroxil/Probenecid (dalej tiez ,Skusany liek") a aby
vykonal nasledujice klinické sku$anie: 1T001-302
»Prospektivna, randomizovana, multicentricka, dvojito
zaslepena a dvojito zamaskovana Studia fazy 3 na
zistenie  ucinnosti, znaSanlivosti a  bezpecnosti
intravendzneho sulopenému s nasledne podavanym
peroralnym sulopeném-etzadroxilom a probenecidom
oproti intravenéznemu ertapenému s nasledne
podavanym  peroralnym  ciprofloxacinom  alebo
amoxicilin-klavulanatom na liecbu komplikovanych
infekcii mocovych ciest u dospelych.” v zneni vietkych
pripadnych dodatkov (dalej tiez "Studia").

Zatiatok Studie je naplanovany na marec 2019 a
predpoklada sa, e jednotlivci z(¢astiiujuci sa na Stadii
(dalej tiez "Subjekty klinického skuania") by mali byt
zaradeni do 1. septembra 2019 a vSetky Cisté data by
mali byt pripravené pre zber (alebo zadané do eCRF
(podla definicie nizSie)) a vSetky otazky by mali byt
vyrieSené do 10. oktébra 2019. Tieto terminy su
zalozené na suCasnom harmonograme uréenom
spolo¢nostou Pharm-Olam a/alebo Zadavatelom.

DEFINICIE
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The terms enumerated below, as used in this
Agreement, shall have the following meaning, unless
expressly stipulated otherwise
Agreement or in its Appendices:

further in this

Adverse Event - any untoward medical
occurrence in a Trial Subject administered with an
Investigational product and that does not
necessarily have a causal relationship with this
treatment. An Adverse Event can therefore be any
unfavorable and unintended sign (including an
abnormal laboratory finding), symptom, or disease
temporally associated with the use of an
Investigational Product, whether or not related to
the Investigational Product.

Terminy niZ8ie vymenované, ako ich pouZiva tato
Zmluva, budd mat nasledujuci vyznam, ibaZe sa v
Zmluve alebo jej prilohach vyslovne stanovuje iny
vyznam:

1.

Neziaduce udalosti - Neziaduci Ucinok je kazdy
neobvykly lekéarsky nélez u Subjektu klinického
skuSania, ktorému je podavany SkiSany liek, a
ktory nemusi mat nutne pri¢innu suvislost s touto
lie€bou. Neziaduca udalost méze byt preto kazdy
nepriaznivy  alebo  nepredpokladany  prejav
(vrétane abnormélneho laboratorneho néalezu),
symptom alebo choroba Casovo sa zhodujuca s
pouzitim Skusaného lieku, Ci uz je alebo nie je vo
vztahu so Skusanym liekom.
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Clinical Study or Study - Any investigation in 2. Klinickd $tudia alebo Studia - Akékolvek
Trial Subjects intended to discover or verify the systematické testovanie na Subjektoch klinického
clinical,  pharmacological, ~ and/or  other skuSania za UCelom zistit, Ci overit klinické,
pharmacodynamics effects of an Investigational farmakologické alalebo iné farmakodynamické
Product, and/or to identify any adverse reactions Ucinky, afalebo identifikovat neziaduce uginky,
to an Investigational Product, and/or to study alalebo  Studovat  absorpciu,  distriblciu,
absorption, distribution, metabolism, and excretion metabolizmus alebo vylu¢ovanie Skusaného lieku
of an Investigational Product with the object of s ciefom overit bezpe¢nost alebo ucinnost
ascertaining its safety and/or efficacy. The specific Skuganého lieku. Konkrétna Stadia pre tgely tejto
Study for this contract is defined in recitals above. Zmluvy je definovana vo vy3Sie uvedenych
Uvodnych ustanoveniach.
Ethics Committee (IEC/IRB) - An independent
body (a review board or a committee, institutional, 3. Etickd komisia (EK) - Nezavisly orgén
regional, national, or supranational), constituted of (posudkova komisia alebo vybor zdravotnickeho
medical professionals and non-medical members, zariadenia, regionaina, narodna alebo
whose responsibility it is to ensure the protection nadnarodna) zloZzena 20
of the rights, safety and well-being of Trial zdravotnickych/vyskumnych odbornikov a
Subjects involved in the Study and to provide nezdravotnickych/nevedeckych  ¢lenov,  ktora
public assurance of that protection, by, among zodpoveda za zabezpeCenie ochrany prav,
other things, reviewing and approving/providing bezpeCnosti a zdravia Subjektov klinického
favorable opinion on, the Protocol, the suitability of skuSania zaradenych do Studie a poskytuje
the Investigator(s), facilities, and the methods and verejni  zéruku tejto ochrany, okrem iného
material to be used in obtaining and documenting posudzovanim, schvalenim/poskytnutim
Informed Consent of the Trial Subjects. sthlasného stanoviska k Protokolu Studie,
vhodnosti SkuSajlcich aj zariadeni, postupov a
podkladov ~ pouzitych  pri  ziskavani a
dokumentovani Informovaného suhlasu Subjektov
hodnotenie.
Informed Consent - Process by which a Trial 4. Informovany suhlas - Proces, v ktorom Subjekt
Subject voluntarily confirms his or her willingness hodnotenie dobrovolne potvrdzuje svoju ochotu
to participate in the Study, after having been zG&astnit sa na Stadii po tom, o bol informovany
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informed of all aspects of the Study that are
relevant to the Trial Subject's decision to
participate. An Informed Consent is documented
by means of a written, signed and dated form.

o vdetkych aspektoch Stidie, ktoré st relevantné
pre rozhodnutie Subjektu hodnotenia zu¢astnit sa
Studie. Informovany sthlas je dokumentovany
formou pisomného, podpisaného a datovaného
formulara.
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5. Investigational Product — A pharmaceutical form 5. Skusany liek - LieCivo upravené do liekovej formy
of an active ingredient or placebo being tested or alebo placebo, ktoré su testované alebo pouzité
used as a reference in the Clinical Study, including ako kontrola v  Klinickej Studii, vratane
a product with a marketing authorization when registrovaného lieku, ak je tento pouZivany alebo
used or assembled (formulated or packaged) in a pripraveny spdésobom odliSnym od schvalenej
way different from the approved form, or when liekovej formy (v inej liekovej forme alebo baleni),
used for an unapproved indication, or when used alebo ak je pouZity v neschvalenej indikacii ¢i na
to gain further information about an approved use. UCely zhromazdovania dalSich informéacii o

schvalenom pouZiti.

6. Pharmacy - a pharmacy which is either under 6. Lekaren - Lekéref, kiord& je ovladana
control of Institution (Institutional Pharmacy) or Zdravotnickym zariadenim (Nemocniéna lekaren)
designated by Institution or Investigator to provide alebo urena Zdravotnickym zariadenim na
its services in connection with the Study. poskytovanie sluzieb v stvislosti so Studiou.

7. Protocol — a document that describes the 7. Protokol - Dokument, ktory opisuje ciel(e), dizajn,
objective(s), design, methodology, statistical metodolégiu, Statistické postupy a organizaciu
considerations and organization of the Study. The Studie. Konkrétny Protokol na Ucely tejto Zmluvy
specific Protocol title for this Agreement is je definovany vo vy$ie uvedenych Uvodnych
specified in recitals above. ustanoveniach.

8. Regulatory Authorities — Bodies having the 8. Kontrolné / Regulaéné organy - Organy
power to regulate, including authorities that review opravnené vykonavat regulaéné opatrenia, a to
submitted clinical data and those that conduct vratane tych, ktoré posudzuju predlozené klinické
inspections, including, but not limited to State Udaje a tie, ktoré vykonavaju inSpekcie, okrem
Institute for Drug Control. These bodies are iného Statny ustav pre kontrolu lieciv. Tieto urady
sometimes referred to as competent authorities. su niekedy oznaCované tiez ako opravnené /

kompetentné Urady.

9. Services - specific tasks to be performed in 9. Sluzby - konkrétne ulohy, ktoré maju byt
connection with the Protocol. vykonané v suvislosti s Protokolom.

10. Sponsor — the responsible party in regards to the 10. Zadavatel - zodpovedna strana z hladiska
Investigational ~ Product, specifically, Iterum SkuSaného lieku, a to konkrétne Iterum
Therapeutics International Limited, an Irish Therapeutics International Limited, zaloZzenou
incorporated entity with registration number podla irskeho prava s registraénym Cislom 564304
564304, and its affiliates. Institution and a jej poboc&ky. Zdravotnicke zariadenie a Skusajuci
Investigator acknowledge and agree that Sponsor beri na vedomie a suhlasia, Zze Zadavatel je
is a third party beneficiary to this Agreement and, opravnenou tretou stranou - beneficientom z tejto
in this capacity, may enforce any terms, conditions Zmluvy a v tejto pozicii je opravneny vynucovat
and clauses hereof as if it were a party hereto. ustanovenia a podmienky tejto Zmluvy ako keby

bol stranou tejto Zmluvy.
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11. Study Team - any trained and instructed person
who conducts the Study under the supervision of
the Investigator.

12. Subinvestigator - any individual member of the
Study team designated and supervised by the
Investigator at a Study site to perform critical trial-
related procedures and/or to make important
Study-related decisions.

13. Trial Subject - an individual who participates in
the Study, either as a recipient of the
Investigational Product(s) or as a control.

1. Scope of Work
The Institution and Investigator agree:

To conduct the Study and also to accept responsibility
for conduct of the Study by members of Study Team,
under Investigator's supervision, in strict accordance to
the final, signed Protocol, as it may be amended, and
this Agreement. The Institution and Investigator
warrant that they have obtained and shall maintain all
valid permits, authorizations and approvals necessary
to perform their activities under the Study. The
Institution and Investigator also warrant, they shall use
their best efforts in performing their activities within the
Study (resolve all data queries from Pharm-Olam or
Sponsor within 5 days), cooperate with Pharm-
Olam/Sponsor in their duty to monitor the Study and
further ensure strict compliance with:

1. terms of this Agreement, the Protocol, any
and all applicable laws, (including, but not
limted to Clinical Trials Directive
2001/20/EC, Pharmaceuticals and Medical
Devices Act No. 362/2011 as amended:;
Healthcare Services Act No. 576/2004 as

amended, Clinical Trial Requirements
Regulation No. 433/2011) regulations,
guidelines and institutional regulations,

including, but not limited to, any regulations
and guidelines governing the conduct of
clinical research reasonable guidance, and

11. Studijny tim - akékolvek $kolené a instruované
osoby, ktoré vykondvaju Studiu pod dohladom
SkuSajuceho.

12. Spoluskusajuci - akykolvek ¢len Studijného timu,
ktory je Skusajucim urCeny a na ktorého Skusajuci
dohliada v mieste realizacie Studie pri vykonavani
klugovych Ukonov tykajlcich sa Studie a / alebo
pri realizacii doleZitych rozhodnutiach vo vztahu
ku Studii.

13. Subjekt klinického skuSania / Subjekt
hodnotenia - jednotlivec, ktory sa zucastriuje
Studie ako prijimatel Skusaného lieku, alebo ako
Ucastnik kontrolnej skupiny.

1. Rozsah prace
Zdravotnicke zariadenie a Skusajtci sthlasia:

Ze vykonaju Studiu a Ze tiez prijmi zodpovednost za
vykonanie Studie ¢&lenmi  Studijného timu pod
dohladom Sku$ajuceho, strikine v sulade s finalnym,
podpisanym Protokolom, pripadne jeho neskorSimi
zmenami a s touto Zmluvou. Zdravotnicke zariadenie a
Sku$ajuci zaruduiju, ze ziskali a ze si udrzia v platnosti
vdetky povolenia, licencie a schvélenia délezité pre
vykonavanie &innosti v slvislosti so  Studiou.
Zdravotnicke zariadenie a Skusajuci tiez zaruduju, ze
vynaloZia vSetko usilie pri vykondvani ich Cinnosti v
ramci Studie (a vyrie$ia vetky otazky k udajom zo
strany spolo¢nosti Pharm-Olam alebo Zadavatela do 5
dni) a budl spolupracovat so spolo¢nostou Pharm-
Olam pri jej zavazku monitorovat Stidiu a dalej
zabezpedia prisny sulad s:

1. ustanoveniami tejto Zmluvy, Protokolu a
vSetkymi  prislusnymi  pravnymi predpismi
(okrem iného so Smernicou o klinickych
pokusoch 2001/20/ ES, zakonom €. 362/2011
Z. z. 0 liekoch a zdravotnickych pomdckach v
zneni neskorSich predpisov, zakonom ¢.
576/2004 Z.z. o zdravotnej starostlivosti v
zneni neskorSich predpisov, vyhlaskou ¢.
433/2011 Z. z. o poziadavkach na klinické
skusanie), regulanymi predpismi, smernicami
a vnutornymi  smernicami Zdravotnickeho
zariadenia, okrem iného vratane akychkolvek
regulaénych predpisov
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written instructions from Pharm-Olam and/or
Sponsor;

the ethical principles of the World Medical
Association Declaration of Helsinki (the
latest version mentioned in the Protocol)
and applying consistently principles of Good
Clinical Practice (‘GCP‘) as may be
required by the International Conference on
Harmonization Guidelines for Good Clinical
Practice, International Conference on
Harmonization of Technical Requirements
for Registration of Pharmaceuticals for
Human Use (“ICH/GCP”), and any other
applicable regulatory requirements;

any and all applicable laws relating to
privacy, the processing of personal data and
data protection and/or any national laws
implementing these laws and/or regulations,
whichever is applicable, including, without
limitation the Regulation (EU) 2016/679 of
the European Parliament and of the Council
of 27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (General Data protection
Regulation), Data Protection Directive
95/46/EC and Personal Data Protection Act
122/2013, as amended (collectively, “Data
Protection Laws”); and

prior to the commencement of the Study,
the Investigator shall complete, date, sign
and deliver to Pharm-Olam or its
representatives a current curriculum vitae
(“CV"). Pharm Olam shall reserve the right
to process personal data it collects on each
Investigator/members of Study Team via its
Clinical Trial Management System (CTMS)
during the study and afterwards for as long
needed for reasons of performance of a
contract or in order to take steps prior to
entering into a contract, and for potential
future contracts, as well as for archiving,

a smemic tykajucich sa riadenia klinického
vyskumu a pisomnymi pokynmi spolo¢nosti
Pharm-Olam a / alebo Zadavatefla,

etickymi  principmi  Helsinskej deklaracie
Svetovej lekarskej spolocnosti [World Medical
Association] (posledna dostupna verzia
uvedend v  Protokole) a  dbsledné
uplathovanie zasad spravnej klinickej praxe
(dalej len "GCP")) podla poziadaviek
Medzinarodnej konferencie o harmonizacii
pokynov pre spravnu  klinicki  prax,
Medzinarodnej konferencie o harmonizacii
technickych  poziadaviek na registraciu
humannych liekov (dalej len "ICH / GCP")
a uplatnitelnych regulacnych poziadaviek,

vSetkymi pravnymi predpismi tykajucimi sa
sukromia, spracovania osobnych udajov a
ochrany Udajov alalebo s akymikolvek
vnutrostatnymi pravnymi predpismi
vykonavajucimi tieto pravne predpisy a/alebo
regulaénymi opatreniami, podfa toho, ktory
predpis je uplatnitelny, okrem iného vratane
nariadenia (EU) & 2016/679 Eurépskeho
parlamentu a Rady zo dna 27. aprila 2016
o ochrane fyzickych os6b pri spractvani
osobnych udajov a o volnom pohybe takychto
Udajov  (VSeobecné nariadenia 0 ochrane
Udajov, smernice 95/46/EC  Eurdpskeho
parlamentu a Rady o ochrane Udajov a
zakona €. 122/2013 Z. z. o ochrane osobnych
udajov, v zneni neskorSich predpisov (spolu
dalej len "Prévne predpisy o ochrane
udajov"), a

pred zadatim Studie, Skusajici vyplni, datuje,
podpiSe a doru¢i spoloénosti Pharm-Olam
alebo jej zastupcom svoj aktualny Zivotopis.
Pharm Olam si vyhradzuje pravo spracovavat
osobné udaje, ktoré zhromazduje o kazdom
Skusajucom/€lenovi Studijného timu cez svoj
Systém riadenia klinickych Studii (dalej len
,CTMS*) [Clinical Trial Management System]
pocas Studie a po nej, pokial budu potrebné
z dovodu realizicie zmluvy alebo za Ucelom
vykonania krokov pred uzatvorenim zmluvy,
a pre potencialne budice zmluvy, ako aj na
archivaéné, Statistické a vedeckovyskumné
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statistical and scientific research purposes.
Pharm-Olam will adhere to all applicable
Data Protection Laws and regulations. If
transfer of personal data to countries which
do not ensure an adequate level of data
protection takes place, the Parties shall
comply with the specific requirements of
applicable  national  legislaton  and
international regulations to include an
appropriate level of protection for the
fundamental rights of the data subjects.

The Institution and Investigator shall also warrant that
they possess the required skill, experience, knowledge,
Study Team and access to Trial Subjects to conduct
the Study, and shall

1. provide an acceptable facility and resources
throughout the Study where the Services
pursuant to this Agreement will be
performed

2. maintain adequate and confidential records

of Trial Subjects identification, clinical
observations, laboratory tests,
Investigational ~ Product, receipts and
disposition

3. accurately complete case report forms
(“CRFs” or “eCRFs”) in a timely manner and

4. deliver all unused Investigation Product
supplies, all CRFs (or eCRFs), serious
adverse event reports and any other Study
related  information to  Pharm-Olam,
Sponsor, or Regulatory Authorities, as
requested and in a timely manner.

The Investigator and Institution represent and warrant
that each has authority to enter into this Agreement
and that there is no outstanding agreement or
obligation that conflicts with the provisions of this
Agreement and that Institution and Investigator shall
not enter into any such conflicting agreement or
obligation during the Study. The Investigator will not

Ucely. Pharm-Olam bude dodrziavat vSetky
pravne predpisy o ochrane U(dajov a
regulacné opatrenia. Ak déjde k prenosu
Udajov do krajin, ktoré nezabezpeluju
primeranu Urovefi ochrany Udajov, Strany
budu konat v sllade s konkrétnymi
poziadavkami uplatnitefnych vnutrostatnych
pravnych  predpisov  a medzinarodnych
nariadeni, aby zabezpeCili vhodnu droven
ochrany zakladnych prav dotknutych osob.

Zdravotnicke zariadenie a SkuSajuci zaruduju, ze
disponuju pozadovanymi schopnostami,
skusenostami, vedomostami, étudijnym timom a
pristupom k Subjektom klinického skusania pre vykon
Stadie a

1. zaistia prijatelné zazemie, zariadenia a zdroje
v priebehu Stidie, kde budli vykonavané
Sluzby na zaklade tejto Zmluvy,

2. budu viest primerané a doverné zaznamy o
identifikacii Subjektov klinického skusania, ich

klinickych  pozorovaniach,  laboratérnych
testoch, prijmoch a nakladani so Skusanym
liekom,

3. budli presne a véas vypifiat Zaznamové
formulare Subjektov hodnotenia (dalej len
,CRF*) alebo elektronickych CRF (alebo
,6CRF*) [Case Report Form] a

4. vSetky nepouzité zasoby SkuSaného lieku,
vietky CRF alebo eCRF, hlasenia o
zavaznych neziaducich udalostiach [serious
adverse event report] a akékolvek iné Udaje
vztahujlce sa ku Studii dodaju véas podla
inStrukcii spolo¢nosti Pharm-Olam,
Zadéavatelovi alebo Regulatnym orgéanom.

SkuSajuci a Zdravotnicke zariadenie vyhlasuji a
zarucuju, Ze maju opravnenie uzavriet tdto Zmluvu a
ze neexistuju doteraz nevybavend dohody alebo
zavazky, ktoré by boli v rozpore s ustanoveniami tejto
Zmluvy a Zdravotnicke zariadenie a SkuSajuci
neuzavrd, v priebehu Studie dohodu, & neprevezmi
zavazok, ktoré by boli v rozpore so Stidiou. Skusajuci
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concurrently conduct any Study that may conflict with
or negatively impact upon the goals of this Study. The
Institution and Investigator further confirm, that they will
not subcontract any Services without the prior written
permission of Pharm-Olam and/or Sponsor, and that
there will not be any additional research performed on
Trial Subjects, samples obtained from Trial Subjects or
Study Data, unless agreed in advance by and Sponsor
and included in the Protocol.

Upon request, Institution and Investigator shall provide
CVs of Investigator, Sub-investigators and members of
the Study Team for review and approval to Pharm-
Olam and Sponsor and Institution and Investigator
shall ensure that Investigator, Sub-investigators and
members of the Study Team are medically qualified,
have appropriate experience, skills and expertise, have
received appropriate training and aware of, and comply
with, the Protocol and the terms of this Agreement.
Institution/Investigator ~ remains  responsible  for
performance and breach by all Sub-investigators and
members of the Study Team.

Investigator and Institution acknowledge and agree,
that Pharm-Olam and Sponsor can collect, use,
process and disclose Investigator's and Sub-
investigators’/members of the Study Team’s personal
data including details of his/her name, address,
qualifications and clinical trials experience for the
purposes of compliance with applicable laws,
assessing of Investigators appropriateness for
upcoming studies, etc. This use of personal data
described above can include payment information;
public registration of the Study on web Institutions
designed for this purpose, assessment by Sponsor of
Investigator's suitability for future studies, and ensures
the compliance with applicable laws.

In the event the Investigator becomes either unwilling
or unable to perform the duties required by this
Agreement, the Institution will cooperate in good faith
and expeditiously help find a replacement Investigator
acceptable to Pharm-Olam and Sponsor. It is at sole
discretion of Pharm-Olam and/or Sponsor to accept
this replacement. In the event an acceptable substitute

nebude stbezne vykonavat Ziadnu Studiu, ktora by
bola v rozpore alebo by mohla negativne ovplyvnit
ciele tejto Studie. Zdravotnicke zariadenie a Skusajuci
dalej potvrdzuju, Ze neuzavru subdodavatelsku zmluvu
na ziadnu zo Sluzieb, bez toho, aby k tomu mali
pisomné predchadzajuce povolenie  spoloénosti
Pharm-Olam a / alebo Zadéavatela a Ze na Subjektoch
klinického skuSania nebude vykonavany Ziadny
dodatoény vyskum, ani nebudl ziskavané dalSie
vzorky & Studijné (daje od Subjektov klinického
sku$ania, ibaze to vopred odsUhlasi Zadavatel a je to
zahrnuté v Protokole.

Zdravotnicke zariadenie a SkuSajuci  poskytnu
spolo¢nosti Pharm-Olam a Zadavatelovi na poziadanie
Zivotopisy SkuSajuceho, Spoluskusajucich a ¢&lenov
Studijného timu pre zhodnotenie a schvalenie.
Zdravotnicke zariadenie a SkuSajlci zabezpetia, ze
Skusajuci, Spoluskusajici a &lenovia Studijného timu
maju vzdelanie v odbore zdravotnictva, maju
primerané skusenosti, zrunosti a odborné znalosti,
dostalo sa im primeraného Skolenia a su si vedomi a
konaju v sulade s Protokolom a ustanoveniami tejto
Zmluvy. Zdravotnicke zariadenie a SkuSajuci budu
zodpovedni za vykony aj pochybenia vSetkych
Spoluskudajicich a  ¢lenov  Studijného  timu.

SkuSajuci a Zdravotnicke zariadenie berd na vedomie
a suhlasia, Ze spolo¢nost Pharm-Olam a Zadavatel
mozu zhromazdovat, vyuzivat, spracovavat a
uverejniovat osobné Udaje Skusajuceho
a Spoluskusajucich/glenov Studijného timu vratane ich
mien, adries, kvalifikacii a skisenosti s Klinickymi
skuSaniami na ucely suladu s platnymi pravnymi
predpismi, zhodnotenie vhodnosti SkiSajuceho pre
nadchadzajuce $tudie atd. Toto pouZivanie osobnych
Udajov popisané vySSie moéze =zahfhat platobné
informacie, verejn( registraciu Studie na webovych
inStitaciach urenych na tento Ucel, Zadavatelovo
hodnotenie vhodnosti Skusajuceho pre buduce $tudie
a zaistuje sulad s prisluSnymi zakonmi.

V pripade, Ze Sku$ajuci prestane byt schopny alebo
ochotny vykonavat svoje povinnosti podla tejto zmluvy,
Zdravotnicke zariadenie bude v dobrej viere
spolupracovat a promptne pomdze najst nahradu za
skusajuceho prijatelnd pre spolo¢nost Pharm-Olam a
Zadavatela. Je na vyluénom uvazeni spoloCnosti
Pharm-Olam al/alebo Zadavatefa, ¢i taki nahradu
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is not found, this Agreement may be terminated by
Pharm-Olam in accordance with section 13 of this
Agreement.

If the Investigator will be replaced under conditions
stated above, Investigator, Institution and Pharm-Olam
shall enter into amendment hereto with a new
investigator whereby Investigator shall cease to be a
party hereto and new investigator shall become a party
hereto.

Sponsor has, at its sole discretion, the right to appoint
a new Contract Research Organization (CRO)
(Institution/Investigator shall be immediately informed
in writing). Upon such appointment, the parties agree
that this Agreement will be assigned to the new CRO, if
S0 requested.

2. Regulatory Responsibilities

The Investigator and the Institution shall not commence
the Study:

1. until Pharm-Olam has provided Investigator
and/or Institution with a copy of Protocol
and Informed Consent form, both
containing language as approved by
Regulatory Authority and relevant IEC/IRB;

2. until an Investigator has completed and
signed a financial disclosure form and any
required national equivalent, has warranted
that the information provided is truthful and
accurate and has provided details of any
other conflicts of interest. The Investigator
hereby agrees to immediately inform
Pharm Olam and/or Sponsor of any
change in the financial disclosures during
the course of the Study and one (1) year
following completion of the Study.

The Investigator and Institution will provide Pharm-
Olam with the copy of any direct correspondence with
the IEC/IRB and/or equivalent national authority
concerning the review of Study documentation.

prijmd. V pripade, ze prijatelny nahradnik nie je
najdeny, tato zmluva mbdze byt vypovedana
spolo¢nostou Pharm-Olam podla ¢l. 13 tejto Zmluvy.

V pripade, ze Skusajlci bude nahradeny za podmienok
vy$Sie uvedenych, SkuSajlci, Zdravotnicke zariadenie
a spolo¢nost Pharm-Olam uzavru dodatok k tejto
zmluve s novym sku$ajucim, ktorym sa stanovi, ze
Skusajuci prestane byt stranou tejto zmluvy a novou
stranou tejto Zmluvy sa stane novy skusajlci.

Zadavatel mé& pravo podfa svojho uvazenia vymenovat
novl zmluvnd vyskumna organizéciu (CRO) (o tomto
budu Zdravotnicke zariadenia a SkuSajuci okamZite
pisomne informovani). Po takomto vymenovani Strany
suhlasia s tym, Ze tato zmluva bude postipena novej
CRO, ak je to pozadované.

2. Regulacna zodpovednost’
Skusajuci _ani  Zdravotnicke zariadenie nezacni
vykonévat Studiu:

1. dokial spolocnost Pharm-Olam neposkytne
SkuSajucemu  alalebo  Zdravotnickemu
zariadeniu  képiu  Protokolu  a formulare
Informovaného sudhlasu, oboje v zneni, ako
ich schvalil Regulacny organ a prislusna EK.

2. dokial  SkuSajuci nevyplni a nepodpise
formular majetkového priznania (Financial
Disclosure Form) a pripadny pozadovany
narodny ekvivalent, nezaruci, Ze poskytnuté
informacie su pravdivé a presné a neposkytne
podrobnosti o v8etkych ostatnych konfliktoch
zaujmov. SkuSajuci tymto suhlasi, ze bude
podas Stidie ajeden (1) rok po ukongeni
Studie okamzite informovat Pharm Olam a /
alebo  Zadavatela  okaZzdej  zmene
majetkového priznania.

SkuSajuci a Zdravotnicke zariadenie poskytne
spolognosti Pharm-Olam képie akejkolvek priamej
koreSpondencie s EK a / alebo inym obdobnym
miestnym organom tykajcej sa zhodnotenia Studijnej
dokumentécie.
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The Investigator shall ensure that a written Informed
Consent form approved by the IEC/IRB and/or
Regulatory Authority is obtained from each Trial
Subject prior to the commencement of Study.

Such Informed Consent form shall contain an
authorization permitting the Institution and the
Investigator to use and disclose each Trial Subject’s
health information in anonymous or pseudonymous
form to Pharm-Olam and/or Sponsor and any
appropriate  Regulatory  Authorities.  Further, the
language of the Informed Consent form shall allow the
use of such information by Pharm-Olam, Sponsor and
Pharm-Olam’s and Sponsor's employees, agents for
the purposes contemplated under this Agreement in
compliance with all applicable Data Protection Laws. In
order to support continuous review of the Study by the
IEC/IRB and/or equivalent Regulatory Authority, the
Institution/Investigator will periodically update the
IEC/IRB on Study progress, including Trial Subject
recruitment, safety issues, new information, etc. In
addition, the Institution will submit for review by the
IEC/IRB and/or Regulatory Authority any amendments
to the Study documentation, which may impact upon
Trial Subject rights, safety and/or well-being.

3. Study Data

The Institution and Investigator agree to record all
Study Data (including, without limitation, CRFs or
eCRFs, laboratory work sheets, slides and reports)
generated as a result of conducting the Study
(collectively, the “Study Data”) in a timely, accurate,
complete, and legible manner in the form described in
the Protocol and in compliance with all applicable laws
and regulations. The Investigator shall take
reasonable and customary precautions, including
periodic backup of computer files, to prevent the loss or
alteration of any Study Data.

Investigator shall ensure that all information entered
into the CRFs (or eCRFs) shall reflect the Trial
Subject's true condition. The Investigator shall review

SkuSajuci  zabezpedi, Ze  pisomny  formular
informovaného suhlasu schvédleny EK a / alebo
Regulaénym organom bude ziskany od kazdého
Subjektu Klinického skusania este pred zahajenim
Studie.

Tento formular Informovaného  suhlasu  bude
obsahovat spinomocnenia umozriujlice
Zdravotnickemu zariadeniu a SkuSajicemu pouzit a
odhalit zdravotné informacie kazdého Subjektu
klinického skuSania v anonymnej podobe alebo pod
pseudonymom spolo¢nosti Pharm-Olam a / alebo
Zadavatelovi a vSetkym prisluSnym Regulanym
organom. Dalej, text formularu Informovaného sthlasu
umozni vyuzitie tychto informécii zo strany spoloénosti
Pharm-Olam a Zadavatela a ich zamestnancov a
splnomocnencov pre Ucely predvidané touto Zmluvou v
sulade so vSetkymi pravnymi predpismi na ochranu
Udajov. Zdravotnicke zariadenie / SkuSajuci podpori
kontinualne hodnotenie Studie zo strany EK a / alebo
podobného Regulaéného organu tym, Ze bude
pravidelne informovat EK o postupe Studie, vratane
naboru Subjektov klinického skuSania, zaleZitostiach
bezpeénosti, novych informéaciach atd. Dalej bude
Zdravotnicke zariadenie predkladat EK a / alebo
Regulanému organu, aby mohli byt zhodnotené,
véetky dodatky ku Studijnej dokumentécii, ktoré mozu
mat dopad na prava Subjektov klinického skusania, ich
bezpecénost i zdravie.

3. Studijné adaje

Zdravotnicke zariadenie a Skusajuci sthlasia s tym, ze
budi zaznamenévat vdetky Studijné udaje (okrem
iného CRF alebo eCRF, laboratorne zaznamy, slides a
spravy) vytvorené ako vysledok vykonavania Studie
(spoloéne dalej "Studijné udaje") véas, presne,
kompletne, Citatelnym spdsobom vo forme opisanej v
Protokole a v sulade so vSetkymi prisluSnymi pravnymi
predpismi a regulaénymi opatreniami. SkuSajuci
vykona primerané a obvyklé opatrenia, vratane
pravidelného zélohovania pocitadovych suborov, na
zabréanenie straty alebo zmeny akychkolvek Studijnych
Udajov.

Skusajuci zaisti, Ze vSetky Udaje zadané do
Zaznamovych formularov subjektu klinického skusania
(alebo e CRF) [Case Report Form] budu reflektovat
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all CRFs (or eCRFs) and check the data against all
pertinent information in the Trial Subjects clinical
records for accuracy and completeness of information,
legibility of entries, correct any erroneous data, record
use of concomitant drugs, report Adverse Events,
concurrent illnesses and document reasons for any
missing visits or examinations.

The Institution and Investigator shall assist Pharm-
Olam, Sponsor and/or Pharm-Olam’s or Sponsor's
representatives and Study monitors upon their request,
in promptly resolving any discrepancies or errors
contained in the CRFs (or eCRFs) and in performing
random audits on Trial Subjects’ records, laboratory
reports, or other raw data sources underlying the data
recorded on the CRFs (or eCRFs). During the Study,
Pharm-Olam, or its representatives shall have the right
upon prior notice and during normal business hours to
review and verify and at times, to the extent allowed by
law, copy (only pseudonymized or anonymized data),
all Study Data including, without limitation, original
reports of laboratory tests and examination findings,
and all other notes, charts, reports, electronic health
records or memoranda relating to Trial Subjects
enrolled in the Study. In addition, during the Study and
for a reasonable period (at least 15 years) following
the completion of the Study, Pharm-Olam, Sponsor or
their representatives shall have the right to review Trial
Subject medical records or certified copies of any
electronic health records relating to the Study only for
auditing purposes according to applicable law. No later
than ten (10) days after the completion or termination
of the Study, the Investigator shall provide to Pharm-
Olam original CRFs (or eCRFs) for each Trial Subject
detailing the results and conclusions of treatment
provided to such Trial Subject in accordance with the
Protocol, and shall transfer to Pharm-Olam all Study
Data (exclusive of medical records and subject
identification lists). Personal data of Trial Subjects shall
be transferred to Pharm-Olam/Sponsor in anonymous
or pseudonymous form only.

skuto€ny stav Subjektu klinického ski$ania. Skusajlci
preskima vSetky CRF (alebo eCRF) a skontroluje, Ci
Udaje suhlasia s prislusnymi informaciami v klinickych
zaznamoch Subjektu klinického skuSania €o do
presnosti a Uplnosti Udajov a Citatelnosti poloziek,
opravi nespravne Udaje, zaznamena pouzitia suCasne
podavanych liekov, nahldsi NeZiaduce udalosti,
subezné choroby a zadokumentuje  dévody
vynechanych navstev Ci vySetreni.

Zdravotnicke zariadenie a SkiSajuci sa zavazuju
spolupracovat so  spoloénostou  Pharm-Olam,
Zadavatefom a / alebo so zastupcami spoloCnosti
Pharm-Olam alebo Zadavatela a monitormi Stidie na
zéklade ich Ziadosti, pri promptnom rieSeni
akychkolvek nezrovnalosti alebo chyb obsiahnutych v
CRF (alebo eCRF) a pri vykonavani nahodnych kontrol
zZaznamov Subjektov klinického skusania,
laboratornych  zdznamov, alebo inych vstupnych
datovych zdrojov zaznamenanych v CRF (alebo
eCRF). Potas vykonavania Studie, si Pharm-Olam
alebo  jeho zastupcovia opravneni, po
predchadzajicom pisomnom oznameni a pocas
obvyklej pracovnej doby preskimavat a overovat a
prilezitostne, v pripadoch povolenych zakonom, robit
kopie (iba pseudonymnych alebo anonymizovanych
dat) véetkych Studijnych tdajov okrem iného originalov
sprav o laboratornych testoch a nélezov z vySetrenia, a
vetkych inych poznamok, grafov, spréav elektronickych
zdravotnych zédznamov alebo memorand tykajucich sa
Subjektov Klinického sku$ania zaradenych do Studie.
Okrem toho, pogas vykonavania Studie a primeranu
dobu (najmenej 15 rokov) po dokondeni Stidie,
Pharm-Olam, Zadavatel alebo ich zastupcovia budd
opravneni preskimat zdravotné zaznamy Subjektov
klinického skusania alebo overené kopie akychkolvek
elektronickych zdravotnych zdznamov tykajucich sa
Stadie na Ggely auditu podla prislusnych pravnych
predpisov. Najneskor desat (10) dni po dokonceni
alebo pred€asnom ukonéeni Studie, Skusajuci
poskytne spoloCnosti  Pharm-Olam originaly CRF
(alebo eCRF) kazdého Subjektu klinického skusania s
detailnym popisom vysledkov a zaverov lieCby
poskytnutej takému Subjektu klinického sku$ania v
sulade s Protokolom a prevedie spolo¢nosti Pharm-
Olam vetky Studijné udaje (okrem zdravotnych
zaznamov a identifikacie  Subjektov  klinického
skuSania). Osobné udaje Subjektov  klinického
skUsania budu prevedené
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Al Study Data (except medical records and subject
identification lists) shall be the sole property of Sponsor
and may be freely utilized by Sponsor. All such Study
Data will be treated as Confidential Information and
shall be subject to the obligations of Confidentiality as
detailed in section 9 below.

The Investigator shall ensure that all Study Data shall
be provided to Pharm-Olam or Sponsor within thirty
days of the closeout visit at the Institution.

4. Adverse Events

In accordance with the Protocol, the Institution and
Investigator will be provided with specific written
instructions on the reporting of any serious and/or
unexpected Adverse Events. Institution/Investigator will
notify Pharm-Olam and or Sponsor within twenty-four
(24) hours (whenever possible, immediately by
telephone or fax) of any serious Adverse Events and/or
unexpected Adverse Events. Institution/Investigator
shall ensure, that acceptance of this report is confirmed
by Pharm-Olam’s/Sponsor’s authorized person in
writing.  Investigator and Institution shall note the
details on the appropriate form in the CRF (or eCRF).
Should it be necessary to further resolve or investigate
Adverse Events, the Investigator and the Institution
shall fully cooperate with Pharm-Olam and Sponsor.
Investigator shall submit a more detailed written report
within five (5) days as directed in the Protocol or further
written instructions. Where appropriate, either Sponsor
or the Investigator shall notify the IEC/IRB and/or
Regulatory Authority, within the time frame specified by
the EC/IRB and/or Regulatory Authority.

5. Monitoring and Data Verification

Institution/Investigator warrant that Pharm-Olam and
Sponsor have access to Study documentation,
including records on any pharmacy dispensing the

na Pharm-Olam / Zadavatela vylutne v anonymnej
podobe alebo pod pseudonymom.

V3etky Studijné Udaje (okrem zdravotnych zaznamov a
identifikacie Subjektov hodnoteni) budd vyluénym
vlastnictvom Zadavatela a mozu byt volne vyuzivané
Zadavatelom. So v3etkymi takymito Studijnymi Gdajmi
bude zaobchadzat ako s Dévernymi informaciami
abudd podliehat povinnosti miCanlivosti, ako je
uvedené v ¢lanku 9 nizSie.

Skusajci musi zabezpedit, Ze véetky Studijné udaje
poskytne spolo¢nosti Pharm-Olam alebo Zadavatelovi
do ftridsiatich (30) dni od zavereCnej navstevy
v Zdravotnickom zariadeni.

4. Neziaduce udalosti

Zdravotnicke zariadenie a SkuSajuci v sulade s
Protokolom dostanu  konkrétne pisomné pokyny
ohladom  ohlasovania  NeZiaducich  udalosti.
Zdravotnicke zariadenie / SkuSajlici vyrozumeju
spoloénost Pharm-Olam a / alebo Zadavatela
najneskor do dvadsiatich Styroch (24) hodin (ak je to
mozné potom okamzite teleféonom alebo faxom) o
akychkolvek zavaznych NeZiaducich udalostiach a /
alebo neoCakavanych  Neziaducich udalostiach.
Zdravotnicke zariadenie / SkuSajuci zabezpelia, Ze
prijatie takejto spravy bude pisomne potvrdené
opravnenou osobou spolo¢nosti  Pharm-Olam  /
Zadavatela. SkuSajuci a Zdravotnicke zariadenie sa
zavazuju zaznamenat podrobnosti do prislusného
formuléra v CRF. Pokial bude potrebné vyriesit alebo
vySetrit NeZiaducu udalost podrobnejSie, SkuSajuci
a Zdravotnicke  zariadenie  poskytni  spolo¢nosti
Pharm-Olam  aZadavatelovi  pInd  sUc¢innost.
PodrobnejSiu pisomnt spravu poda Sku$ajici do
piatich (5) dni podla intrukcii v Protokole alebo podfa
dalSich pisomnych pokynov. Zadavatel' alebo, podla
okolnosti, Sku$ajuci tiez upovedomi EK a / alebo
Regulaény organ v ¢asovom ramci uréenom EK alebo
Regulaénym organom.

5. Monitoring a overenie dat
Zdravotnicke zariadenie / Skusajuci zaruuju, ze

Pharm-Olam a Zadavatel budu mat pristup ku
Studijnej dokumentécii, vratane zaznamov vydaja
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Investigational Product, comparator and ancillary drugs
(if applicable) during normal business hours to monitor
the conduct of the Study, including the receipt,
handling, storage and dispensing of the Investigational
Product comparator and ancillary drugs (if applicable),
as well as to audit records, CRFs and source
documents. The representatives of Pharm-Olam and
Sponsor upon prior notice and during normal business
hours shall have access to CRFs (or eCRF); Trial
Subjects clinical notes and other relevant Trial Subject
information for the purposes of monitoring in
compliance with ICH/GCP. Investigator and Institution
warrant that they will fully cooperate with Pharm-Olam
and Sponsor during monitoring and data verification.
The Institution agrees to allow direct access to hospital
records and all Trial Subject data relevant to the Study,
however stored, for the purpose of Source Document
Verification (SDV) by representatives of Pharm-Olam
or Sponsor. The Investigator also agrees to provide
any missing information in the CRFs (or eCRF), correct
any data errors, and complete hospital records in order
to ensure that CRF records shall be absolutely
consistent with data found in the source data.

6. Audit and Inspection

The Institution will permit access to the Institution and
provide Trial Subject data and all Study Data and
related information for the purpose of the quality
assurance audit by Pharm-Olam or Sponsor (or their
designees) or to any applicable regulatory authority
representatives for the purpose of inspection upon prior
notice and within usual working hours.

The Institution will notify Pharm-Olam and Sponsor
immediately (no later than within twenty four (24)
hours) upon receiving any requests by any regulatory
authority to inspect or to have access to documents
related to the Study, and where allowed by law, allow
Pharm-Olam’s and Sponsor’s representatives the right
to be present at any such inspection to provide

Skusaného lieku, referenénej vzorky, doplnkového
lieCiva (ak sa budu vydavat) zo strany Lekarne, poCas
obvyklych pracovnych hodin, na monitorovanie vykonu
Stadie, vratane prevzatia, nakladania, uskladnenia a
vydaja  SkuSaného lieku, referenCnej  vzorky,
doplnkového lie€iva (ak sa budu vydavat), rovnako ako
k auditu zaznamov, CRF a zdrojovym dokumentom.
Zastupcovia spolo¢nosti Pharm-Olam a Zadavatela po
predchddzajicom pisomnom oznameni a pocas
obvyklych pracovnych hodin budi mat pristup k CRF
(alebo  eCRF), Kklinickym zadznamom  Subjektu
klinického skuSania a inym relevantnym informaciam o
Subjekte klinického skuSania za ucelom vykonanie
monitoringu Stidie v stlade s ICH/GCP. Zdravotnicke
zariadenie a SkuSajuci zaruCuji, Ze budld plne
spolupracovat so spoloénostou Pharm-Olam a
Zadavatelom v ramci monitoringu a overovania Udajov.
Zdravotnicke zariadenie suhlasi s umoznenim
priameho pristupu zastupcom spoloénosti Pharm-Olam
alebo Zadavatela k nemocnitnym zaznamom a
vietkym udajom o Subjekte klinického skuSania
vztahujicich sa k Studii, akokolvek su uchovavané, za
ucelom overenia zdrojového dokumentu [Source
Document Verification] (SDV). Skusajuci tieZ suhlasi,
ze poskytne akékolvek informéacie chybajuce v CRF
(alebo eCRF), opravi akékolvek chyby v udajoch a
skompletizuje nemocnitné udaje tak, aby zaistil, Ze
zaznamy v CRF budu Uplne zodpovedat Udajom zo
zdrojovych Udajov.

6. Audit a inSpekcie

Zdravotnicke  zariadenie  umozni  pristup  do
Zdravotnickeho zariadenia a poskytne Udaje tykajlce
sa Subjektu klinického skusania, véetky Studijné udaje
a suvisiace informacie na Ucely auditu zabezpeéenie
kvality [Quality Assurance audit] zo strany spolognosti
Pharm-Olam a / alebo Zadavatela (alebo nimi
poverenych o0s0b), alebo z&stupcom Regulaénych
orgdnov na UCel inSpekcie po predchadzajucom
oznameni v ramci obvyklej pracovnej doby.

Zdravotnicke zariadenie okamZite (najneskor do
dvadsiatich Styroch (24) hodin) upovedomi Pharm-
Olam a Zadavatefa o akejkolvek poZiadavke
Regulaéného organu na indpekciu alebo pristupu k
dokumentacii tykajlcej sa Studie, a ak mu to pravne
predpisy dovolia, umozni u€ast zastupcov spolo¢nosti
Pharm-Olam a Zadavatela na takejto inSpekcii a na
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comment and review.  The Investigator and/or
Institution will provide Pharm-Olam and Sponsor
copies of all materials, correspondence, statements,
forms, and records which Institution and Investigator
receive, obtain, or generate pursuant to any such
inspection that relate to the Study or affect Institution’s
or Investigator's ability to conduct the Study, all of
which may be provided to Pharm-Olam, Sponsor and
their representatives.

7. Retention of the Documents

The Institution agrees to retain all Study related
documentation, including but not limited to all Study
Data and Trial Subjects clinical notes, hospital records
and other relevant Trial Subject information, in secure
storage, for such period as required by applicable law
(‘Record Retention Period”). Pharm-Olam and/or
Sponsor are entitled to inspect the records at any time
during the period of record retention, upon reasonable
advance notice. The Institution must further ensure that
all Study related documentation is stored on media
such that they remain complete and legible throughout
the required period of retention.

The Institution shall notify the Sponsor in writing at
least sixty (60) days prior to the end of the Record
Retention Period and, as may be required by Sponsor
at that time, the Institution and/or Investigator will ship
the records to another facility for storage, at the
Sponsor’s direction. If the Institution becomes unable
for any reason to continue to retain the records for the
Record Retention Period, Pharm-Olam and Sponsor
should be notified immediately.

Investigator shall store, keep and maintain adequate
and accurate source documents and trial records that
include all pertinent observations on each of the Trial
subjects and shall ensure that source data shall be
attributable, legible, contemporaneous, original,

poskytnutie ich vyjadreni a zhodnoteni. Skusajuci
alalebo Zdravotnicke zariadenie poskytne spolo¢nosti
Pharm-Olam a Zadavatelovi kopie vSetkych materialov,
koreSpondencie, stanovisk, formularov, a zaznamov
prijatych, ziskanych alebo vyhotovenych
Zdravotnickym zariadenim alebo SkuSajicim na
zaklade akejkolvek takejto inSpekcie, ktora sa tyka
Studie alebo ktora ovplyvni schopnost Zdravotnickeho
zariadenia alebo Skusajiceho vykonat Stidiu, z
ktorych vSetky moézu byt poskytnuté spoloénosti
Pharm-Olam, Zadavatelovi a ich zastupcom.

7. Drzanie dokumentov

Zdravotnicke zariadenie suhlasi s uchovavanim vSetkej
dokumentacie vztahujucej sa ku Stadii okrem iného
vdetkych Studijnych dajov, Klinickych zaznamov
Subjektov  klinického  skuSania,  nemocni¢nych
zaznamov a dalSich relevantnych informécii o
Subjektoch klinického skiSania v zabezpeéenom
archive na také obdobie, aké vyZaduju uplatnitelné
pravne predpisy (,Lehota uchovavania zaznamov").
Pharm-Olam a / alebo Zadavatel su opravneni ku
kontrole zaznamov kedykolvek v priebehu doby
uchovdvania, po predchadzajucom  oznameni,
urobenom v primeranom ¢ase. Zdravotnicke zariadenie
musi dalej zabezpeCit, aby vSetka dokumentacia
vztahujica sa ku Studii bola uchovavana na takom
médiu, Ze bude zaistena jej Uplnost a Citatefnost po
celu vyZzadovanu dobu uchovavania.

Zdravotnicke zariadenie sa zavazuje pisomne oznamit
Zadavatelovi  ukonCenie  archivacie  najmene;
Sestdesiat (60) dni pred ukonéenim doby archivécie
pricom poCas tohto obdobia méze  Zadavatel
pozadovat, aby, Zdravotnicke zariadenie a / alebo
SkuSajuci odoslali zaznamy na archivovanie do iného
zariadenia, ato na zéklade pokynu Zadavatela. Ak
Zdravotnicke zariadenie z akéhokolvek dévodu nebude
dalej schopné uchovavat zaznamy pocas Lehoty
uchovavania zaznamov, Pharm-Olam a Zadavatel
musia byt o tom okamZite informovani.

SkuSajuci bude uchovavat, drzat a udrziavat
primerané a presné zdrojové dokumenty a zaznamy
klinického skuSania, ktoré budd obsahovat prislusné
pozorovania kazdého zo Subjektov klinického skusania
a zaisti, Ze zdrojové Udaje budu priraditené,
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accurate, and complete. Changes to source data
(including electronic health records) shall be traceable,
shall not obscure the original entry and shall be
explained by Investigator without undue delay if
deemed necessary by Sponsor.

Should Institution be in the process of liquidation
without legal successor or should a court declare
bankruptcy of the Institution, it will immediately notify
Sponsor of this Situation and provide Sponsor an
opportunity to further storage of such documents stated
above.

8. Investigational Product

On behalf of Sponsor, Pharm-Olam shall provide at no
cost to the Institution, the Investigational Product and
comparator, if applicable, as well as other Protocol
directed ancillary drugs, in amounts reasonably
determined by Sponsor to be sufficient for the conduct
of the Study. Institution and Investigator shall maintain
control of the Investigational Product, comparator, and
ancillary drugs and ensure, that Investigational Product
is stored and handled in accordance with Pharm-
Olam’s and/or Sponsor's written instructions, as set
forth in the labeling of the Study materials, in
accordance with applicable regulatory requirements, in
accordance with ICH/GCP, and in the manner outlined
in the Protocol. The Institution/Investigator shall use
the Investigational Product, comparator and ancillary
drugs for the sole purpose of conducting the Study in
strict accordance with the Protocol and for no other
purpose, and shall not transfer the Investigational
Product, comparator or ancillary drugs to any third
parties. The Institution and the Investigator shall
ensure that the Investigational Product, comparator
and ancillary drugs are stored and handled in a secure
manner to prevent access or use by unauthorized
persons and will otherwise observe reasonable safety
measures customarily employed by the Institution and
the Investigator with respect to similar materials in their
possession. In the event that any quantity of the
Investigational Product , comparator or ancillary drugs
is lost, damaged, or destroyed while at the Institution,
the Institution shall be liable to Pharm-Olam and
Sponsor for the replacement cost of such
Investigational Product , comparator and ancillary
drugs and shall use its best efforts to ensure that the

Citatelné, sucCasné, originalne, presné a kompletné.
Zmena zdrojovych udajov (vratane elektronickych
zdravotnych zaznamov) bude sledovatelna a nebude
prekryvat pdvodné zapisy a bude vysvetlena zo strany
SkuSajuceho bez zbyto€ného odkladu, ak to bude
Zadavatel povazovat za potrebné.

Ak vstlpi Zdravotnicke zariadenie do likvidacie bez
pravneho nastupcu, alebo ak zisti prisludny sud
Upadok  Zdravotnickeho  zariadenia, potom
Zdravotnicke zariadenia okamzite o tom informuje
Zadavatela a poskytne Zadavatelovi prilezitost dalej si
uchovat dokumenty uvedené vyssie.

8. Skusany liek

Pharm-Olam poskytne v mene Zadavatefa zadarmo
Zdravotnickemu zariadeniu Skusany liek a, v pripade
potreby, referennu vzorku rovnako ako ostatné
stanovené doplnkové liediva, v mnoZstve primerane
stanovenom Zadavatelom ako dostatotnom na ucely
vykonavania Stidie. Zdravotnicke zariadenie a
SkuSajuci  budu udrziavat kontrolu nad SkuSanym
liekom, referenénou vzorkou a doplnkovym lieCivom a
zabezpedia, Zze Skusany liek bude ulozeny a bude sa s
nim zaobchadzat' v sllade s pisomnymi in§trukciami
spoloénosti Pharm-Olam alebo Zadavatela, ako bude
uvedené na etikete étudijného materialu, v sulade s
prisluSnymi regulaénymi poZiadavkami, v sulade s ICH
| GCP a spbsobom uvedenym v Protokole.
Zdravotnicke zariadenie / SkuSajuci pouZziju SkuSany
liek, referenénu vzorku, doplnkové liedivo vyluéne na
Ggely vykonavania Studie v prisnom sulade s
Protokolom a nepouZije ich na Ziadny iny ucel, a
neposkytnu  SkuSany liek, referenénu vzorku a
doplnkové lieCivo Ziadnej tretej strane. Zdravotnicke
zariadenie a Sku$ajuci musia zabezpecit, Ze SkuSany
liek, referenéna vzorka adopinkové lieéiva sU
skladované amanipuluje sa snimi  bezpecnym
spbsobom, aby sa zabranilo pristupu alebo ich
uZivaniu neopravnenymi osobami, a okrem toho budu
dodrziavat primerané bezpeCnostné opatrenia, ktoré
Zdravotnicke zariadenie a SkuSajuci bezne pouzivaju
pokial ide o podobné materialy, ktoré maju k dispozicii.
V pripade, ze akakolvek C¢ast SkuSaného lieku,
referenénej vzorky alebo doplnkového lieCiva bude
stratend, poSkodena, alebo zniéena pocas doby, kedy
sa bude nachadzat v Zdravotnickom zariadeni,
Zdravotnicke zariadenie bude zodpovedné spolo¢nosti
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Study schedule set forth in the Protocol is not delayed
as a result of the loss, damage, or destruction of the
Investigational Product , comparator or ancillary drugs.

Parties acknowledge and agree that Investigational
Product is and shall remain exclusive property of
Sponsor.

Investigational Product shall be received, stored and
distributed by Urology Department of the Institution.
Institution ~ warrants that any handling with
Investigational Product shall be done in compliance
with good pharmacy, storage and distribution practice
according to Pharmaceuticals and Medical Devices Act
No. 362/2011 as amended, Ministry of Health of the
Slovak Republic Regulation No. 129/2012 on Good
Pharmacy Practice Requirements, Ministry of Health of
the Slovak Republic Regulation No. 128/2012 on Good
Manufacture Practice Requirements and Good
Wholesale Distribution Practice Requirements.

Receipt of the Investigational Product shall be
confirmed by written handover protocol signed by
recipient.

Fee for pharmaceutical services shall be specified in
Appendix No. 1.

9. Confidentiality

The Parties agree that all information, materials, and
documents deemed by Pharm-Olam or Sponsor to be
confidential or proprietary, provided to the Institution,
its employees, including Investigator, agents,
subcontractors and affiliates (collectively, “Receiving
Party”), by or on behalf of Pharm-Olan and/or Sponsor,
to which Receiving Party may have or had access in
connection with the Study, or that is developed or
generated by the Investigator, Sublnvestigator or other
Study Team member during the performance of the
Study under this Agreement; in each case, including,
without limitation, the Protocol, the Investigator
Brochure for the Study, the Study Data, Trial Subject’s
personal data, information relating to the intellectual

Pharm-Olam a Zadavatelovi za naklady spojené s
nahradenim SkuSaného lieku, referencnej vzorky a
doplnkového lie¢iva a vyvinie najlepSie Usilie na
zabezpegenie toho, Ze harmonogram Studie stanoveny
v Protokole nebude oneskoreny ako dosledok straty,
poSkodenia alebo zni€enia  SkuSaného lieku,
referenénej vzorky alebo dopinkového lieciva.

Strany beru na vedomie a sUhlasia, ze Skusany liek je
a zostane vo vyluénom vlastnictve Zadavatela.

Skusany liek bude prevzaty, skladovany a vydavany
Urologickym oddelenim Zdravotnickeho zariadenia.
Zdravotnicke zariadenie zarucuje, Ze nakladanie so
Skusanym lieckom bude v sulade so spravnou
lekarenskou, skladovacou a distribuénou praxou podla
zakona €. 362/2011 Z. z. o liekoch a zdravotnickych
pombckach v zneni neskorSich pravnych predpisov,
vyhlaSky  Ministerstva  zdravotnictva ~ Slovenskej
republiky €. 129/2012 Z. z. o poziadavkach na spravnu
lekarenski prax, apodfa vyhlasky Ministerstva
zdravotnictva Slovenskej republiky €. 128/2012 o
poziadavkach na spravnu  vyrobni prax a
poziadavkach na spravnu velkodistribu¢nu prax.

Prevzatie skumaného lieku bude potvrdené pisomnym
preberacim  protokolom  podpisanym  prijemcom.

Odmena za lekarenské sluzby bude uréena v Prilohe
1.

9. Dovernost’

Strany suhlasia, Ze vSetky informéacie, materialy a
dokumenty povazované spolo¢nostou Pharm-Olam
alebo Zadavatelom ako dbverné alebo v ich
vlastnictve, poskytnuté Zdravotnickemu zariadeniu,
jeho  zamestnancom, vratane Skusajuceho,
zmocnencom,  subdodavatelom a  pridruzenym
spolo¢nostiam  (spoloéne "Prijimajuca Strana"), zo
strany spoloCnosti Pharm-Olam alebo v mene
spolocnosti Pharm-Olam a / alebo Zadavatela, ku
ktorym prijimajuci Strana mohla mat pristup v suvislosti
so Studiou, alebo ktoré boli vyvinuté alebo
vygenerované Skusajucim, Spolusku$ajucim alebo
&lenom Studijného timu pri vykonavani Stidie podla
tejto Zmluvy a vzdy zahfiajlce bez obmedzenia

Pharm-Olam Study ref.No./ Ref. &. Stlidie Pharm-Olam: 1103
No. of Site/ Cislo centra: 224

Protocol No./ Cislo Protokolu: [T001-302

Clinical Trial Agreement

Page/Strana 16 of/z 41

Confidential & Proprietary
Ddverné



Investigator/Skusajici MUDr. Peter Kohutek
Institution/Zdravotnicke zariadenie Fakultna nemocnica Trencin

Country/Stat Slovak Republic

property rights, development, formulation,
manufacturing, pharmacology, clinical efficacy and
safety and clinical research program regarding the
Investigational Product or other Sponsor products or
proposed products shall be treated as confidential and
proprietary (collectively “Confidential Information”).
During the Term of this Agreement, including any
extensions thereof, and for a period of ten (10) years
after the expiration of this Agreement, the Receiving
Party shall not disclose Confidential Information without
Sponsor's or Pharm-Olam’s prior written consent.
Notwithstanding the foregoing, the
Institution/Investigator can disclose such information to
those third parties (e.g. Sub-investigators and
members of Study Team) who have a need to know
such information in order to conduct of the Study,
provided however that all such third parties are subject
to a statutory obligation of confidentiality or are bound
to confidentiality terms at least as restrictive as those
herein by a confract of  employment.
Institution/Investigator shall be responsible for any
breach of the confidentiality terms by such third parties.

The obligation of confidentiality described above shall
not apply to Confidential Information that:

1. s already known to the
Institution/Investigator as evidenced by
records predating disclosure under this
Agreement;

2. is or becomes known or available to the
public other than through acts or omissions
of the Institution/Investigator in violation of
this Agreement; or

3. Dbecomes known to the
Institution/Investigator ~ from  sources
independent of disclosing party who have a
lawful right to make such disclosure; or

Protokol, Prirucku pre Skusajiceho, Studijné udaje,
osobné udaje o Subjekte klinického skusania,
informacie tykajuce sa prav duSevného vlastnictva,
ZlozZenia, vyroby, farmakologie, klinickej UCinnosti a
bezpecnosti a klinického vyskumu vo veci Ski$aného
lieku alebo inych Zadavatefovych produktov (i
navrhovanych produktov budu povazované za déverné
a v jeho vlastnictve (spolu dalej len "Ddverné
informacie"). V priebehu trvania tejto Zmluvy, vratane
prediZenia jej trvania, a po dobu desiatich (10) rokov
po ukonceni tejto Zmluvy, Prijimajuca strana nesmie
spristupnit Déverné informécie bez predchadzajuceho
pisomného suhlasu spolo¢nosti Pharm-Olam alebo
Zadavatela. Bez ohladu na vy38ie uvedené,
Zdravotnicke zariadenie / Skusajuci mézu odhalit tieto
informacie tym tretim strandm (napr. Spolusku$ajucim
adlenom Studijnému timu), ktoré potrebujii byt
oboznamené s tymito informaciami, aby mohli
vykonavat Stadiu, avsak pod podmienkou, Ze vetky
tieto tretie strany podliehaju zakonnej povinnosti
mi¢anlivosti alebo sU viazané dévernostou vo svojej
pracovnej zmluve a to najmenej tak strikine, aké s
ustanovenia tejto Zmluvy. Zdravotnicke
zariadenie/SkuSajuci budu zodpovedni za kazdé
poruSenie podmienok mic¢anlivosti tymito tretimi
stranami.

Povinnost miCanlivosti sa neuplatni na Doverné
informacie:

1. ktoré su uz Zdravotnickemu zariadeniu /
SkuSajucemu zname atato skutoCnost je
dolozena  zaznamami, ktoré  Casovo
predchadzali  okamihu, ked  Dbverné
informacie boli spristupnené Zdravotnickemu
zariadeniu a/alebo SkuSajucemu podla tejto
Zmluvy,

2. ktoré su zname &i stanu sa znamymi alebo
verejne pristupnymi inak ako konanim alebo
opomenutim zo strany Zdravotnickeho
zariadenia / SkuSajuceho v rozpore s touto
Zmluvou, alebo

3. sa stanu znamymi Zdravotnickemu zariadeniu
| Skusajicemu zo zdrojov nezévislych na
oznamujucej strane, pricom tieto zdroje maju
pravo tieto informacie prezradit, alebo
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4. is independently developed by the
Institution/Investigator without use of or
reliance on the Confidential Information as
evidenced by written records.

5. is required to be disclosed or made
available by the Institution/Investigator to a
third party pursuant to any applicable law,
governmental regulation, or decision of any
court of competent jurisdiction; provided that
the Institution/Investigator ~ shall  give
reasonable advance notice to Pharm-Olam
and Sponsor of such disclosure and shall
use best efforts to limit the disclosure and

maintain  the confidentiality of such
Confidential Information to the extent
possible. In addition, the

Institution/Investigator shall permit Pharm-
Olam and/or Sponsor to attempt to limit
such disclosure by seeking a protective
order or other confidential treatment of
Confidential Information by appropriate legal
means.

The Confidential Information shall remain the sole and
exclusive property of Pharm-Olam or Sponsor (as the
case may be). Nothing contained in this Agreement
shall be construed as a grant of right or of license,
whether express or implied, by Pharm-Olam, Sponsor
or other third parties to the Investigator, with respect to
the Confidential Information, or to any patent,
copyright, trademark, trade secrets or any other
intellectual property rights. Nothing contained in this
Agreement shall be construed as a grant of right or of
license, whether express or implied, by Institution or
Investigator to Sponsor or Pharm-Olam, with respect to
the any Confidential Information of
Institution/Investigator.

10. Publications

4. s ktorou sa Zdravotnicke zariadenia/Skusajuci
zoznamili nezavisle a bez pouzitia Dévernych
informacii alebo spoliehania sa na ne, ¢o je
doloZené pisomnymi dékazmi,

5. o ktorych je vyzadované, aby boli prezradené
alebo spristupnenymi z0 strany
Zdravotnickeho zariadenia/Sku$ajuceho trete;
osobe podla uplatnitelného  pravneho
predpisu, regulaéného opatrenia verejne;
moci, alebo rozhodnutia sUdu v prisludnej
jurisdikcii; pod podmienkou, ze Zdravotnicke
zariadenia / Skusajlci ozndmi v dostatotnom
predstihu  spolonosti  Pharm-Olam  a
Zadavatelovi také zverejnenie a vyvind
najlepSie Usilie na obmedzenie takéhoto
zverejnenia a udrzi zavazok dévernosti k
takymto Dévernym informaciam v najSirSom
moznom rozsahu. V suvislosti s tym,
Zdravotnicke zariadenie/Ski$ajuci umozni
spoloénosti Pharm-Olam a/alebo Zadavatelovi
urobit pokus o obmedzenie takého
spristupnenia tym, Ze poZiadaju o vydanie
predbeZného opatrenia, alebo sa inak pokusia
0 ddverné zaobchadzanie s Ddévernymi
informéaciami prisluSnymi pravnymi
prostriedkami.

Déverné informacie zostanu vo vyluénom vlastnictve
spoloénosti  Pharm-Olam alebo Zadavatela (podia
okolnosti). Ni¢ €o je obsiahnuté v tejto Zmluve nebude
povazované za udelenie prava alebo licencie, Ci uz
vyslovne alebo implicitne, zo strany spolo¢nosti Pharm-
Olam, Zadavatela alebo inej tretej strany
SkuSajucemu, vo veci Dévernych informécii, k
akémukolvek patentu, autorskému pravu, ochrannej
znamke, obchodnému tajomstvu alebo k akémukolvek
pravu dudevného vlastnictva. Ni¢ ¢o je obsiahnuté v
tejto Zmluve nebude povazované za udelenie prava
alebo licencie, ¢i uz vyslovne alebo implicitne,
Zdravotnickym  zariadenim  alebo  Sku3ajucim
Zadavatelovi alebo spolo¢nosti Pharm-Olam, vo veci
akychkolvek Ddévernych informécii Zdravotnickeho
zariadenia/Skusajuceho.

10. Publikacie
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The full or partial results of the Study shall not be
presented or published or otherwise made public by
the Institution or the Investigator unless prior written
consent of Sponsor is obtained.

The Parties acknowledge that the Study is part of a
multicenter study and it is the intent of the Parties that
the first publication and/or presentation of the results of
the Study will be made in conjunction with the
presentation of a joint, multicenter publication of the
complete multicenter study results.

Being subject to Sponsor’s written consent, Institution
and the Investigator will not submit for publication or
presentation until publication of multicenter study
results prior to any of following alternatives:

1. Sponsor's confirmation there will be no
multicenter publication; or

2. eighteen (18) months after the completion of
the data analysis by Sponsor for the entire
multicenter study;

provided in both cases that prior to the proposed
publication Sponsor has submitted the data collected
as part of the Study to the US Food and Drug
Administration and/or any other regulatory health
authority in any other jurisdiction.

The Institution and the Investigator will provide a copy
of the publication or presentation at least sixty ((60)
days before submission for publication or public
disclosure for Sponsor’s review. The
Institution/Investigator agrees to comply with any
changes made by Sponsor, including non-publication
of the article, if appropriate.

If the Sponsor notifies the Institution and the
Investigator that it wants to file any patent applications,
the Institution and/or the Investigator will defer the
publication, presentation or public disclosure for an
additional ninety (90) days to permit Sponsor to apply
for a patent application. Sponsor is entitled to use, refer
to and disseminate reprints of scientific, medical and

Vysledky Studie alebo ich &ast nebudi Zdravotnickym
zariadenim ¢ SkuSajucim  prezentované  ani
publikované Ci inak  zverejiované bez
predchadzajuceho pisomného sthlasu Zadavatela.

Strany berl na vedomie, Zze Stidia je sugastou
multicentrickej Studie a Ze zamerom Strén je, aby k
prvému publikovaniu a/alebo prezentovaniu vysledkov
Stidie doSlo v ramci spolodnej multicentrickej
publikacie, vysledkov multicentrickej Studie ako celku.

Bez pisomného slhlasu Zadavatela Zdravotnicke
zariadenie a Skusajici nepredlozi vysledky Studie na
publikovanie ¢i zverejnenie, kym neddjde k zverejneniu
vysledkov multicentrickej Studie ako celku alebo
predtym, ako nastane niektora z nasledujucich
alternativ:

1. Zadavatel potvrdi, Ze nebude vykonana
Ziadna multicentricka publikacia alebo

2. uplynie osemnast (18) mesiacov od
ukoncenia analyz dat zo strany Zadavatela v
ramci multicentrickej $tudie ako celku,

voboch pripadoch za predpokladu, Ze pred
navrhovanym  zverejnenim  Zadavatel  predloZil
zhromazdené Udaje ako sicast Studie Uradu pre
kontrolu potravin alieCiv USA a / alebo inému

zdravotnickemu  dozornému  dradu  podfa ingj
jurisdikcie.
Zdravotnicke zariadenie a SkuSajuci  poskytnu

Zadavatelovi na zhodnotenie kdpiu publikdcie alebo
prezentacie, a to najmenej Sestdesiat (60) dni pred
predloZzenim takéhoto materidlu k publikacii Ci
uverejneniu. Zdravotnicke zariadenie a SkuSajuci
suhlasia, ze budu postupovat v stlade s akymikolvek
zmenami zo strany Zadavatela, vratane nepublikovania
¢lankov, ak to bude potrebné.

V' pripade, ze Zadavatel upovedomi Zdravotnicke
zariadenia a Sku3ajiceho o tom, ze chce podat
patentové prihlasky, Zdravotnicke zariadenie a / alebo
Skusajuci odlozi publikovanie, prezentovanie alebo iné
zverejnenie vysledkov Studie o dalich devétdesiat
(90) dni, aby tak Zadavatelovi umoznil podat patentovl
prihladku. Zadavatel je opravneny pouZivat,
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other published articles relating to the Study, including
such reprints that disclose the name of Investigator
and/or Institution.

11. Study equipment

On behalf of Sponsor, Pharm-Olam will provide at no
cost to Institution a refrigerator for storage of
Investigational Product and 3 pcs of calibrated
thermometers (‘Equipment”). Upon the delivery of
Equipment, Institution and//or Investigator will promptly
inspect the Equipment and provide a written notice of
acceptance to Pharm-Olam or Sponsor. The Institution
and the Investigator shall ensure that the Equipment is
maintained and controlled in accordance with the
Pharm-Olam’s and Sponsor’s instructions, ICH/GCP
guidelines, applicable laws and regulations, and in the
manner outlined in the Protocol. The Institution and
the Investigator acknowledge and agree that the
Equipment shall be used for the sole purpose of
conducting the Study in strict accordance with the
Protocol and for no other purpose, and it shall not be
transferred to any third parties. Any handling of the
Equipment shall be reserved for Institution’s
employees, Sub-investigators, subcontractors, agents,
affiliates, and related personnel who are under the
Investigator's direct control and who shall use the
Equipment only as set forth herein. The Institution and
the Investigator shall ensure that the Equipment is
stored securely to prevent use by unauthorized
persons and will otherwise observe reasonable safety
measures customarily employed by the Institution and
the Investigator with respect to similar equipment in
their possession.

In the event that the Equipment is lost, damaged, or
destroyed while at the Institution or with the
Investigator, the Institution and the Investigator shall be
jointly and severally liable to Pharm-Olam and/or
Sponsor for the Equipment, such liability shall cover,
among other things, costs related to repair,
replacement and any delay of the Study caused as a

citovat a dalej rozSirovat pretlale vedeckych,
lekarskych a inych publikovanych ¢lankov tykajlcich sa
Studie, vratane takych pretlaci, ktoré zverejnia meno
Skuajuceho a / alebo nézov Zdravotnickeho
zariadenia.

11. Vybavenie

Pharm-Olam poskytne zadarmo v mene Zadavatela
Zdravotnickemu zariadeniu chladnicku pre uskladnenie
SkuSaného lieku a3 ks Kkalibrovanych teplomerov
(dalej len "Vybavenie"). Okamzite po doruceni
Vlybavenia, Zdravotnicke zariadenie a/alebo SkuSajuci
bezodkladne  Vybavenie skontrolujl a pisomne
oznamia prijatie Vybavenia spoloCnosti Pharm-Olam
alebo Zadavatelovi. Zdravotnicke zariadenie a
SkuSajuci  zabezpelia, ze s Vybavenim sa
zaobchadza a Vybavenie je kontrolované v sulade s
inStrukciami  spoloénosti  Pharm-Olam  alebo
Zadavatela, smernicou ICH / GCP, prislusnymi
pravnymi predpismi a regulanymi opatreniami a
spésobom ustanovenym v Protokole. Zdravotnicke
zariadenie a Sku$ajuci bert na vedomie a suhlasia, Ze
Vybavenie bude pouzité vyluéne na ucely vykonédvania
Stadie v prisnom silade s Protokolom a nie na
akykolvek iny Ucel, a nebude predané akymkolvek
tretim  stranam. Akékolvek  zaobchadzanie
s Vybavenim bude vyhradené iba pre zamestnancov
Zdravotnickeho zariadenia, Spoluskusajucich,
subdodavatelov, splnomocnencov, pridruzené
spolocnosti, a prisludny personal, ktori st pod priamou
kontrolou SkusSajuceho a ktori budu uzivat Vybavenie
iba spdsobom tu uvedenym. Zdravotnicke zariadenia
a SkuSajuci musia zabezpetit, Ze Vybavenie bude
bezpecne uskladnené, aby sa zabréanilo jeho zneuZzitiu
neopravnenymi osobami, a budu dodrZiavat primerané
bezpe€nostné opatrenia, ktoré Zdravotnicke zariadenie
a Skusajuci bezne pouzivaju pri podobnom vybaveni,
ktoré maju k dispozicii.

V pripade, Ze Vybavenie bude stratené, poSkodené
alebo zni¢ené po dobu, po ktoru sa bude nachddzat v
Zdravotnickom zariadeni, Zdravotnicke zariadenie a
SkuSajuci st spoloéne a nerozdielne zodpovedni
spoloCnosti Pharm-Olam a / alebo Zadavatelovi za
Skodu sposobenu na Vybaveni. Tato zodpovednost sa
vztahuje, okrem iného, na néklady spojené s opravou,
vymenou a oneskorenim Stidie sposobené
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result of Investigator’'s and/or Institution’s failure to take
proper care of the Equipment.

At the conclusion or termination of the Study, unless
otherwise agreed in writing by the Parties, Institution
and the Investigator shall return the Equipment in
accordance with the instructions from and at the
expense of Sponsor or Pharm-Olam, as applicable.
Sponsor or Pharm/Olam shall not be in any case liable
for any damages caused as a result of the use of
Equipment, even if Institution/Investigator were notified
of the possibility thereof in advance.

12. Inventions

Any and all data, information and results of the Study
generated in connection with the Study, including but
not limited to the completed eCRFs and any reports
prepared by the Institution, Investigator and/or member
of Study Team during course of Study shall be the
exclusive property of the Sponsor.

The Parties agree that Sponsor shall own all right, title
and interest to any inventions or discoveries (whether
patentable or not) arising out of the conduct of the
Study, the use of the Investigational Product or
Confidential Information (“Invention”).

If Institution, Investigator and/or member of Study
Team make any Invention, the Institution shall
immediately disclose such information to the Sponsor
in writing.

The Institution and the Investigator agree that all rights
to Inventions shall be the property of Sponsor and
hereby assigns, and will ensure that inventors will
assign, all interest to any Invention to Sponsor, free of
any obligation or consideration beyond that provided
for in this Agreement. Institution represents and
warrants that any person providing any Services or
otherwise performing work relating to the Study is
bound by an obligation requiring such person to assign
to Institution all rights, title and interest in, to and under
all Inventions, and all intellectual property rights
therein, and agrees to assist Institution in obtaining and

nespravnou starostlivostou o Vybavenie zo strany
Zdravotnickeho zariadenia a Skusajuceho.

Pri skondeni alebo predéasnom ukonceni Stidie, ak
nie je pisomne stanovené medzi Stranami inak,
Zdravotnicke zariadenie a SkuSajuci vratia Vybavenie v
sulade s indtrukciami Zadavatefa alebo pripadne
spolo¢nosti Pharm-Olam, a to na néklady Zadavatela
alebo spolo¢nosti  Pharm-Olam. Zadavatel alebo
spolo¢nost Pharm-Olam nebudu v ziadnom pripade
zodpovedni za akukolvek Skodu ¢&i ujmu zapriCinenu
vsuvislosti s pouzivanim Vybavenia, aj ked
Zdravotnicke zariadenia / Ski$ajuci boli 0 moznosti
vzniku Skody vopred informovani.

12. Vynalezy

Vaetky Udaje, informacie a vysledky Studie generované
v suvislosti so Studiou, vratane vyplnenych eCRF a
akychkolvek  dalSich  vykazov,  spracovanych
Zdravotnickym zariadenim, Skusajucim a/alebo ¢lenom
Studijného timu v priebehu Stadie st vylugnym
vlastnictvom Zadéavatefa.

Strany sa dohodli, ze Zadavatelovi prislichaji vSetky
prava, naroky, a podiely na akomkolvek vynéleze
alebo objave (Ci uz mozu byt predmetom patentove;
prihlaSky alebo nemdZzu), plynucich z uskutoCriovania
Studie, pouzivania Sku$aného lieku & Dovernych
informécii (dalej len ,Vynalez®).

V pripade, ze Zdravotnicke zariadenie, SkuSajlci
alalebo ¢len Studijného timu urobi akykolvek Vynélez,
Zdravotnicke zariadenie je povinné o tejto skutoénosti
Zadavatela bezodkladne pisomne informovat.

Zdravotnicke zariadenie a Skusajuci suhlasia s tym, Ze
vietky préva k vynalezom su vlastnictvom Zadavatela
a tymto postupuju vSetok podiel na akomkolvek
takomto Vynéleze Zadavatelovi a suCasne sa
zavazuju, Ze to isté urobia autori takého vynélezu, a to
bez akychkolvek zavazkov a narokov na odmenu
okrem tych, ktoré wvyplyvaju z tejto Zmluvy.
Zdravotnicke zariadenie prehlasuje, Ze akéakolvek
osoba poskytujica Sluzby alebo inak zapojend do
Studie je viazana povinnostou vyzadujlicou, aby takato
osoba postupila Zdravotnickemu zariadeniu vSetky
prava, pravne tituly a podiely na vietkych
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enforcing patent or other proprietary protection with
respect to any of the foregoing.

The Institution and the Investigator will provide
reasonable assistance to Sponsor in filing and
prosecuting any patent applications relating to
Inventions, at Sponsor’s expense.

To the extent that the applicable law does not allow for
a transfer of Sponsor Inventions, the Institution and the
Investigator 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 Sponsor Inventions for any purposes.

13. Term and Termination

This Agreement is valid as of the last date of execution
on the signature page, between the undersigned
Parties and shall continue in force until completion of
the Clinical Study or untl terminated early in
accordance with this Article. This Agreement is
effective as of the date immediately after the date of
publication in the Central register of contracts
(www.crz.gov.sk).

Pharm-Olam may at any time suspend the Study
effective immediately upon receipt of such notice to
other Parties. Pharm-Olam may terminate this
Agreement at any time without any reason upon thirty
(30) days prior written notice to Institution and
Investigator.

Pharm-Olam may terminate this Agreement without
notice period with termination being effective as of the
day of receipt of termination notice by other Party in the
event of the following:

Vynalezoch  aprisluSnych ~ pravach  duSevného
vlastnictva  asuhlasi s poskytnutim  sucinnosti
Zdravotnickemu zariadeniu pri ziskani a domahani sa
ochrany patentov alebo inej ochrany vlastnickych préav
tak, ako st uvedené vysSie.

Zdravotnicke zariadenie a SkuSajuci su povinni
poskytnut  Zadavatefovi primerani  sucinnost  pri
podavani a uplatiovani pripadnych patentovych
prihlaSok vo vztahu k vynalezom, a to na naklady
Zadéavatela.

Vrozsahu, v ktorom prislusné zakony neumoZiuju
prevod Vynalezov Zadavatela, Zdravotnicke zariadenie
a Skusajuci tymto zaruCuju Zadavatelovi vyhradnd,
trvalli, neodvolateln, celosvetovii a bezodplatnu
licenciu s pravom poskytovania sublicencii akejkolvek
tretej strane, aby sa tieto Vynalezy Zadavatefa mohli
vyuzivat na akékolvek tcely.

13. Doba trvania a ukonéenie Zmluvy

Tato Zmluva nadobdda platnost driom posledného
podpisu na podpisovej strane medzi podpisanymi
Stranami a jej platnost trva do ukongenia Studie alebo
do okamihu pred¢asného zéaniku Zmluvy podia
ustanoveni tohto ¢lanku. Tato zmluva nadobuda
u€innost drfiom nasledujicim po dni jej zverejnenia
v Centralnom registri zmlav (www.crz.gov.sk).

Spolo¢nost  Pharm-Olam je opravnena kedykolvek
pozastavit Stidiu okamzitou platnostou, ku dfiu
doruenia takého oznamenia druhym Stranam.
Spolo¢nost Pharm-Olam je opravnena kedykolvek
vypovedat tdto Zmluvu stridsat (30) dennou
vypovednou dobou, ato aj bez udania doévodu, na
zéklade pisomnej vypovede doruc¢enej Zdravotnickemu
zariadenie a SkuSajucemu.

Spoloénost Pharm-Olam méZe vypovedat tuto zmluvu
bez stanovenia vypovednej doby s U¢inkami z&niku
Zmluvy ku driu dorucenia vypovedi druhej Strane
v nasledujucich pripadoch:
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1. approval to perform a study has been
withdrawn by the relevant IEC/IRB or
Regulatory Authority;

2. the magnitude or significance of Adverse
Events in relation to Investigational Product
administered in a Study supports immediate
termination of the Study.

3. failure by the Institution or Investigator to
enroll Trial Subjects at a rate sufficient to
achieve Study performance goals;

4. circumstances that in Pharm-Olam’'s or
Sponsor’s opinion pose risks to the health or
wellbeing of Trial Subjects;

5. breach of applicable laws or regulations by
Institution and/or Investigator;

6. breach of debarment and anti-bribery
clauses by Institution and/or Investigator;

7. involvement of Institution/Investigator in a
competing clinical trial.

Either Party may terminate this Agreement if other
Party breaches substantially any term of this
Agreement which is not remedied within thirty (30)
days of written notice of such breach, such termination
will take effect by mere lapse of time for remedy.

If this Agreement is terminated, the Institution and the
Investigator shall provide for an orderly cessation of the
Study in a manner determined by mutual agreement of
the Parties that recognizes the best interests and
welfare of the Trial Subjects and is designed to be safe
for Trial Subjects enrolled in the Study in accordance
with ICH/GCP and in compliance with all applicable
laws, rules and regulations. The

1. sUhlas s vykonavanim $tidie bol vzaty spat
prisluSnou EK alebo prislusnym Regulanym
organom,

2. rozsah alebo zavaznost Neziaducich udalosti
vo vztahu k SkuSanému lieku podavanému
vramci Studie su podkladom pre okamzité
preru$enie Studie,

3. Zdravotnicke zariadenie alebo Skusajlci

nenaberl  dostatoény poCet  Subjektov
klinického ~ skiSania  k dosiahnutiu ~ ciefov
Studie,

4. okolnosti, ktoré podla nazoru spolo€nosti
Pharm-Olam  alebo  Zadavatela  budu
predstavovat zdravotné riziko  ohrozenie
zivotnej pohody pre Subjekty klinického
skuSania,

5. porudenie prisludnych pravnych predpisov

alebo regulaénych opatreni zo strany
Zdravotnickeho zariadenia alalebo
Skusajuceho,

6. porusenie vylu€ovacich alebo protikoruptnych
dohdd zo strany Zdravotnickeho zariadenia
alalebo Skusajuceho,

7. ucast Zdravotnickeho zariadenia/
Skusajuceho v konkurenénom  klinickom
skusani.

Ktorakolvek Strana moze odstlpit od tejto Zmluvy
v pripade, Ze druhd Strana podstatnym spésobom
porusi akékolvek ustanovenie tejto Zmluvy, a ktoré
zaroven nebude napravené v lehote tridsiatich (30) dni
od pisomného oznamenia o takomto poruseni
s uCinkami odstupenia ku dfiu marneho uplynutia
vy$Sie uvedenej lehoty k naprave.

Pokial tato Zmluva zanikne, Zdravotnicke zariadenie a
SkuSajici sa zavdzuju riadne ukongit  Stadiu
spbsobom, ktory bude vzajomne medzi Stranami
dohodnuty s prihliadnutim  k najlep§im  zujmom
a zdraviu Subjektov klinického ski$ania a ukoncenie
bude navrhnuté tak, aby bolo bezpecné pre Subjekty
Klinického sku$ania zaclenenych do Studie v sulade
s ICH/GCP a v sulade so vetkymi prislusnymi
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Institution and the Investigator will use commercially
reasonable efforts to minimize costs associated with
the cessation of the Study. Such costs will be borne by
Sponsor as mutually agreed to by the Parties. Promptly
following the effective date of any termination, the
Institution shall provide to Pharm-Olam all Study Data
and other data and information collected in connection
with the Study in any and all formats available,
including electronic format and computer files and
programs. After receipt of all documentation, Study
Data, and information regarding the Study by Pharm-
Olam from the Institution, Pharm-Olam shall provide
compensation in accordance with Appendix 1 and this
Agreement for the conduct of the Study (pro rata
payments for all work finished or begun by Institution
and Investigator or costs irrevocably committed to third
parties if in accordance therewith) up to the effective
date of the termination of this Agreement.

If this Study is terminated prematurely, the Investigator
agrees to furnish to Pharm-Olam all CRFs completed
and/or partially completed up to the date of termination
of the Study, as well as all other Study related
materials including, but not limited to the Investigational
Product. Institution may retain a copy of Study records
for archival purposes, as required by national law in a
secure location for compliance with the terms herein,
subject to the confidentiality requirements. Institution
and Investigator shall provide any other information
and/or reports relating to the Study as may be
reasonably requested by Pharm-Olam and/or Sponsor.

In order to meet the Study timelines, the Institution and
Investigator will each use its/their best endeavours to
enrol a minimum of at least one patient per month.

Pharm-Olam and Sponsor also reserves the right to
instruct the Institution or the Investigator in writing to
enroll fewer or more Trial Subjects than the number
agreed at the time of the signature of this Agreement,

pravnymi  predpismi,  pravidlami  a regulacnymi
opatreniami. Zdravotnicke zariadenie a SkuSajlci sa
zavazuju, ze vyvini obchodne primerané Usilie
k minimalizacii nékladov  spojenych s ukoncenim
Studie. Tieto naklady budu Zadavatelom uhradené
podla vzajomnej dohody medzi Stranami. lhned po
ucinnosti  zaniku Zmluvy Zdravotnicke zariadenie
poskytne spoloénosti Pharm-Olam vsetky Studijné
Udaje atieZ iné Udaje ainformacie zhromazdené
v svislosti so Studiou ato vo vSetkych formatoch,
zahfiiajuc elekironické formaty, pocitadové stbory
a programy. Po tom, o spoloénost Pharm-Olam prijme
véetku dokumentaciu, Studijné Gdaje a informacie
tykajuce sa Stidie od Zdravotnickeho zariadenia,
spolocnost’ Pharm-Olam sa zavazuje zaplatit odmenu
Zdravotnickemu zariadeniu v stlade s Prilohou 1 tejto
Zmluvy atouto Zmluvou za vykonavanie Stidie
(pomerné platby za vSetky ukonené Ukony alebo
zaCaté  ukony  Zdravotnickeho  zariadenia a
Skusajuceho alebo naklady, ku ktorym sa Zdravotnicke
zariadenie a Sku$ajuci neodvolatelne zaviazali, pokial
maju savislost s tymito ukonmi).

Vpripade, 7e bude Studia ukontena predgasne,
SkuSajuci suhlasi, ze poskytne spoloénosti Pharm-
Olam v8etky kompletné zaznamy CRF a/alebo
giastocne vyplnené ku diiu ukonéenia Stldie a taktiez
véetky ostatné materialy tykajuce sa Studie, okrem
iného Skuany liek. Zdravotnicke zariadenie je
opravnené ponechat si kopiu Studijnych zaznamov na
archivaéné uCely podla poZiadaviek narodnych
zakonov, ato na bezpetnom mieste v sllade
s ustanoveniami tejto Zmluvy apod podmienkou
dodrzania  poziadaviek  ohladom  dovernosti.
Zdravotnicke zariadenie a Skusajlci musia poskytnut
vietky dalSie informéacie a/alebo spravy tykajuce sa
Studie, ktoré moze primerane pozadovat Pharm-Olam
alalebo Zadavatel.

Aby sa dodrzal harmonogram Studie, Zdravotnicke
zariadenie a SkuSajuci vyvinu maximalne usilie na to,
aby do Studie zaradili minimalne jedného pacienta
mesacne.

Pharm-Olam a Zadavatel si taktiez vyhradzuju pravo
udelovat' pisomné pokyny Zdravotnickemu zariadeniu
alebo SkuSajucemu Kk zaradeniu vacSieho alebo
mensieho poCtu Subjektov klinického skuSania nez je
poCet dohodnuty v dobe podpisu tejto Zmluvy,
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in which eventually the payment due to the Institution
and Investigator will be made on a pro-rata basis.

Pharm-Olam and Sponsor shall be allowed to instruct
the Investigator and/or Institution to stop enroliment at
any time for any reason. For example, for a multicenter
trial, enrollment by Institution and Investigator may be
stopped because the total recruitment number for the
Study has been reached. No representation/warranty is
hereby given by Pharm-Olam and Sponsor as to the
number of Trial Subjects to be enrolled.

14. Liability and Indemnification

The Institution and Investigator acknowledge that it is
acting as an independent contractor and not as an
employee of Pharm-Olam and Sponsor.

Sponsor indemnification of Investigator and Institution
shall be in accordance with the letter of indemnification,
which will be provided by Sponsor in a separate
document.

The Institution shall indemnify, defend and hold Pharm-
Olam, Sponsor and their employees, affiliates and
contractors harmless against any claims brought by a
third party arising from:

1. failure of the Institution, its employees,
affiliates, contractors, Investigator or his co-
workers to adhere to the Agreement, the
Protocol or agreed amendments or
reasonable written recommendations and
instructions by Pharm-Olam or Sponsor
relative to the Services.

2. failure of Institution, its employees, affiliates,
contractors, Investigator or his co-workers to

vtakomto pripade budu platoy Zdravotnickemu
zariadeniu a SkuSajucemu poskytnuté na pomernom
zaklade.

Pharm-Olam a Zadavatel su opravneni udelit pokyn
SkuSajucemu al/alebo Zdravotnickemu  zariadeniu
k ukonCeniu naboru ato kedykolvek a z akéhokolvek
dévodu. Napriklad, v multicentrickom klinickom skusani
moze byt nabor zo strany Zdravotnickeho zariadenia a
Skusajuceho ukonceny z dévodu, Ze bol dosiahnuty
celkovy polet naberanych Subjektov  klinického
skuSania vramci Studie. Pharm-Olam a Zadavatel
tymto nedavaju ziadne prehlasenie ani zaruku ohladom
podtu Subjektov klinického skusania ur€enych k
naboru.

14. Zodpovednost' a odSkodnenie

Zdravotnicke zariadenie a Skusajlci beri na vedomie,
Ze vystupuju ako nezavisli dodavatelia a nie ako
zamestnanci spolocnosti Pharm-Olam a Zadavatela.

OdSkodnenie  Zdravotnickeho  zariadenia  alebo
SkuSajuceho zo strany Zadavatela sa bude riadit
listom o odSkodneni [letter of indemnification], ktory
bude poskytnuty Zadavatelom v  separatnom
dokumente.

Zdravotnicke zariadenie odSkodni, poskytne ochranu a
zbavi  zodpovednosti  spolo¢nost  Pharm-Olam,
Zadavatela a ich zamestnancov a pridruzené subjekty
a dodavatelfa v zaleZitostiach akychkolvek narokov
uskutoCnenych tretou stranou z titulu:

1. nedodrzania  ustanoveni tejto  Zmluvy,
Protokolu, dohodnutych dodatkov, alebo
dévodnych pisomnych odporicani a pokynov
spoloCnosti  Pharm-Olam & Zadavatela
tykajucich  sa  sluZzieb zo  strany
Zdravotnickeho zariadenia, jeho
zamestnancov,  pridruzenych  subjektov,
dodavatelov a  SkuSajuceho ¢ jeho
spolupracovnikov,

2. nedodrzania akychkolvek pravnych predpisov
alebo regulacnych opatreni pouzitelnymi na

comply with any law or regulations spinenie zavazkov z tejto Zmluvy zo strany

applicable to the performance of its Zdravotnickeho zariadenia, jeho

obligations under this Agreement. zamestnancov,  pridruzenych  subjektov,
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3. medical malpractice,
omission or willful misconduct by the
Institution, its employees, (including
Investigator), affiliates and contractors;

negligent act or

4. breach (including but not limited to breach of
warranty) of this Agreement and/or the
Protocol by the Institution, its employees
(including  Investigator),  affiliates  or
contractors.

The Institution, the Investigator and all Study Team
shall have all valid licenses and permits as may be
required to perform clinical studies. Institution and
Investigator shall maintain in full force and effect
throughout the performance of the Study professional
and general liability insurance in amounts appropriate
to cover their liability for any damage which may be
caused as a result of fault or negligence of the
Institution, Investigator or Study Team in the
performance of the Study. Such insurance shall be
comparable to that maintained by other biomedical
professionals and institutions engaged in clinical
research. Proof of such insurance shall be provided to
Pharm-Olam or Sponsor upon request.

In no event shall Pharm-Olam be liable for any
damages or lost profits arising out of the provision of
Services hereunder.

Sponsor shall arrange liability insurance policy prior to
commencement of the Study in accordance with
applicable laws which shall include compensation for
death of Trial Subject as well as compensation for
health damage as a result of performance of the Study.

Proof of such insurance shall be available to the
Parties upon request.

dodavatelov  a
spolupracovnikov,

Skusajuceho ¢ jeho

3. zanedbania starostlivosti, nedbanlivostnym

konanim, alebo  opomenutim,  alebo
Umyselnym  pochybenim, zo  strany
Zdravotnickeho zariadenia, jeho
zamestnancov  (vratane  SkiSajuceho),

pridruzenych subjektov a dodavatefov,

4. poruSenia (vratane poruSenia zaruk Stran)
tejto Zmluvy alalebo Protokolu zo strany
Zdravotnickeho zariadenia, jeho
zamestnancov  (vratane  SkuSajuceho),
pridruzenych subjektov a dodavatelov.

Zdravotnicke zariadenie, SkuSajuci a v3etci Clenovia
Studijného timu maju platné licencie a povolenia
potrebné na  vykonavanie  Klinickych  Studii.
Zdravotnicke zariadenie a SkiSajuci budi mat platné a
uéinné profesijné a vdeobecné poistenie zodpovednosti
za $kodu v priebehu vykonavania Studie, a to vo vyske
dostatocnej pre pokrytie ich zodpovednosti za Skodu /
ujmu pripadne spdsobenu ako vysledok pochybenia,
alebo zanedbania zo strany Zdravotnickeho
zariadenia, Skusajuceho alebo Studijného timu v ramci
vykonavania Stidie. Toto poistenie musi byt
porovnatelné s poistenim, ktoré maju ini profesionali
a indtitlcie v oblasti biomediciny, ktoré sa podielaju na
klinickom vyskume. Dokaz o takomto poisteni bude
poskytnuty ~ spoloénosti  Pharm-Olam,  alebo
Zadavatelovi na vyZiadanie.

Spolo¢nost Pharm-Olam nebude v Ziadnom pripade
zodpovedna za Skodu/ujmu &i zmareny zisk z fitulu
poskytovania SluZieb podfa tejto Zmluvy.

Zadavatel je povinny zabezpelit, aby pred zadatim
Stadie bolo, vsllade s pouzitelnymi  pravnymi
predpismi, uzavreté poistenie zodpovednosti za Skodu,
ktoré zahrnuje aj odSkodnenie v pripade smrti Subjektu
hodnotenia, alebo v pripade Skody vzniknutej na zdravi
Subjektu hodnotenia v dosledku vykonavania Studie.

Dékaz o uzavreti takéhoto poistenia bude k dispozicii
Zmluvnym strandm na zéklade vyziadania.
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15. Payments and Transparency

Pharm-Olam will pay fees and reimburse for costs
related to the Study in accordance with the per Trial
Subject budget and payment schedule attached as
Appendices 1 and 2 to this Agreement. Appendices 1
and 2 and this Agreement set forth Pharm-Olam’s
entire payment obligation for the Institution's and
Investigator’s performance under this Agreement, and
includes, without limitation, compensation for all of the
Institution’s direct and indirect costs of materials and
lab, and all overhead related thereto, in connection with
the Study. In no event shall Pharm-Olam be obligated
to pay amounts in excess of the amounts set forth in
Appendix 1 and 2 to this Agreement without Sponsor's
prior written consent. All payments under and amounts
of money referred to in this Agreement are expressed
in American Dollar (‘USD”). Parties hereto hereby
acknowledge that the payments provided for herein
shall be fixed without regard to fluctuations in the
exchange rate between the USD and any other
currency.

The Institution and Investigator will be responsible for
the payment of any local taxation (if applicable).

In most countries drug and device manufacturers are
required to report data on any and all items of value
including, but not limited to fees, meals, educational
items, gifts, expense reimbursement and other
payments or items of value provided to healthcare
professionals. These reports may be made public
consistent with the applicable statutory requirements.
The Institution and the Investigator agrees to such
disclosure and/or publication. The Institution and the
Investigator gives its express consent that Sponsor
may use, collect, process, record, commit and transmit
its personal data for the purpose of this Agreement.
Personal data may include names, contact information,
bank account details, work experience, qualifications,
publications, resumes, educational background,
performance information, staff capabiliies and other
information relevant to the Study (“Personal Data”).
The Investigator hereby further acknowledges that the
processing by Pharm-Olam and Sponsor (including
use, disclosure or transfer) of his/her Personal Data is
required for the following purposes (the “Purposes”): (i)

15. Platby a Transparentnost’

Spoloénost Pharm-Olam sa zavazuje zaplatit poplatky
a uhradit naklady spojené so Stidiou v silade s
rozpoctom za jednotlivé Subjekty klinického skusania
a rozpisom platieb uvedenych v Prilohach 1 a2 tejto
Zmluvy a v tejto Zmluve. Prilohy €. 1 a 2 tejto Zmluvy a
tato Zmluva zakladaju pre Pharm-Olam Gplnu platobnu
povinnost  voli  Zdravotnickemu  zariadeniu a
SkuSajucemu za vykonané Ukony Zdravotnickeho
zariadenia a SkuSajiceho podlfa tejto Zmluvy, a
zahffa, bez obmedzenia, kompenzaciu za v3etky
priame a nepriame naklady na materidl, alebo
laboratoria Zdravotnickeho zariadenia a vSetky rezijné
naklady v stvislosti so Studiou. Za Ziadnych okolnosti
nebude spoloénost Pharm-Olam / zaviazana k uhrade
akychkolvek sUm prevySujucich sumy uvedené v
Prilohach €. 1 a 2 tejto Zmluvy, bez predchadzajuceho
pisomného suhlasu Zadavatela. V3etky platby podia
tejto Zmluvy budl vykonané v mene americky dolar
("USD"). Strany berd tymto na vedomie, Ze platby
poskytnuté podla tejto Zmluvy su fixné bez ohladu na
fluktuaciu menového kurzu medzi USD a akoukolvek
inou menou.

Zdravotnicke zariadenie a Sku$ajuci budi zodpovedni
za platbu akejkolvek miestnej dane (ak takéto budu).

Vo vécSine Statov sa pozaduije, aby vyrobcovia liekov a
zariadeni poskytovali Udaje o vSetkych polozkach s
hodnotou, okrem iného vratane poplatkov, jedal,
vzdelavacich predmetov, darov, preplacania nakladov
alebo inych platieb alebo poloZiek s hodnotou, ktoré su
poskytnuté  profesionalom v oblasti  zdravotnej
starostlivosti. Tieto spravy mozu byt zverejnené v
stulade s prisluSnymi z&konnymi poziadavkami.
Zdravotnicke zariadenie a SkuSajici suhlasia s
takymto odhalenim a / alebo zverejnenim.
Zdravotnicke  zariadenie a  SkuSajuci  davaju
Zadavatelovi svoj vyslovny suhlas s tym, Ze Zadavatel
moze  vyuzivat, zhromazdovat, spracovavat,
zaznamenavat, poskytovat alebo prenaSat ich osobné
udaje na ucely tejto Zmluvy. Medzi osobné udaje moze
patrit meno, kontaktné informacie, Udaje o bankovom
ucte, pracovné skusenosti, kvalifikacie, publikacie,
Zivotopis, dosiahnuté vzdelanie, informacie o
vykonnosti, schopnosti personalu a ostatné informéacie
relevantng pre Studiu (,Osobné Gdaje). Skusajlci
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the conduct of clinical trials; (ii) performance of this
agreement; and (iii) compliance with legal or regulatory
requirements, as described in the relevant privacy
notice provided to the Investigator and Study Team
members. The Investigator also agrees that for the
Purposes, hisfher Personal Data may be transferred
abroad, even if such Personal Data is transferred to
countries that do not ensure an equivalent level of
protection as that provided in their country of
residence.

The parties acknowledge and agree that the
compensation and support provided to the Institution
and/or the Investigator pursuant to this Agreement
represents the fair market value for the services
provided, has been negotiated in an arms-length
transaction and has not been determined in a manner
that take into account the volume or value of any
referrals or other business otherwise between Sponsor,
Pharm-Olam, the Investigator and/or the Institution.
Nothing contained in this Agreement shall be construed
in any manner as an obligation or inducement for the
Institution or the Investigator to purchase, or to
recommend that any person or entity purchase
services of Pharm-Olam or services or products of
Sponsor. For the avoidance of doubt, the inadvertent
overpayment of fees or payment by Pharm-Olam or
payment by Pharm-Olam for services which have not
been rendered by the Institution or the Investigator
shall not constitute an inducement and in such
circumstances, Pharm-Olam shall deduct the amount
of such payment or overpayment from its next payment
to the Institution and/or Investigator. Otherwise, the
Institution and Investigator (as applicable) shall refund
any overpayment to Pharm-Olam in accordance with
instructions issued by Pharm-Olam.

16. Debarment and Anti-Bribery

tymto dalej berie na vedomie, ze spracovanie (vratane
pouzivania, zverejfiovania a prenosu) jeho Osobnych
Udajov spolo¢nostou Pharm-Olam a Zadavatefom sa
pozaduje na nasledovné agely (,Ugely): (i)
vykonavanie Klinickych skusani; (i) realizacia tejto
zmluvy; (jii) sulad s pravnymi alebo dozornymi
poziadavkami, ako je popisané v prisluSnom oznameni
0 ochrane osobnych Udajov, ktoré bolo poskytnuté
Skusajucemu a ¢&lenom Studijného timu. Skusajlci
zarove sthlasi s tym, Zze na Ugely mdzu byt jeho
Osobné udaje prenesené do zahraniia, a to aj v
pripade, ze jeho Osobné Udaje su prenesené do
Statov, ktoré nezabezpeluju rovnaku Urover ochrany
ako je poskytovana v jeho domovskom State.

Strany beru na vedomie a sUhlasia, ze kompenzacia a
podpora poskytovana Zdravotnickemu zariadeniu a /
alebo SkuSajucemu podfa tejto Zmluvy predstavuje
primeranu trhovd hodnotu poskytovanych sluZieb, a
bola vyrokovana na zaklade principu nezavislosti a
nebola uréena spdsobom, ktory berie do Uvahy objem
alebo hodnotu akychkolvek odporucani alebo inych
obchodov inak uzatvorenych medzi Zadavatelom,
spolo¢nostou Pharm-Olam, Sku$ajicim a / alebo
Zdravotnickym zariadenim. Ni¢, ¢o je uvedené v tejto
Zmluve, sa nesmie za ziadnych okolnosti vykladat ako
povinnost alebo vynucovanie, aby Zdravotnicke
zariadenie alebo  SkuSajuci  nakupovali alebo
odporucali inym fyzickym alebo pravnickym osobam
nakupovat sluzby od spolo€nosti Pharm-Olam alebo
sluzby alebo produkty od Zadavatela. Aby sa zabranilo
pochybnostiam, neumyselné nadmerné zaplatenie
poplatkov alebo platba zo strany spolo¢nosti Pharm-
Olam alebo platba zo strany spolonosti Pharm-Olam
za sluzby, ktoré Zdravotnicke zariadenie alebo
Skusajuci nevykonali, nebude znamenat vynucovanie
a za takychto okolnosti si spoloénost Pharm-Olam
odpocita sumu tejto platby alebo preplatku zo svojej
daldej platby Zdravotnickemu zariadeniu a / alebo
SkuSajucemu. V' opaénom pripade Zdravotnicke
zariadenie a SkuSajuci (podfa situacie) musi vratit
vietky preplatky spolo¢nosti Pharm-Olam v sulade s
pokynmi, ktoré spolo¢nost Pharm-Olam poskytne.

16. Ustanovenia namierené proti korupcii
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Institution and Investigator each hereby represents and
warrants, that he/she is not, and no member of the
Study Team is under debarment action, or struck-off
because of debarment by any Regulatory Authority.
The Institution and Investigator hereby further
represents and warrants that it will not involve in this
Study any person or organisation which is or has been
debarred, suspended, excluded or disqualified by any
authority to participate in clinical research.

The Investigator and the Institution agrees that they
and the Study Team members or their agents,
representatives, managers or employees shall not
make or receive any payment, offer of payment,
promise to pay, or authorization of the payment or
giving, either directly or indirectly, of money or anything
of value to anyone, including but not limited to, any
Government Officials or non-governmental entities (as
defined below) if such payment is for the purpose of
influencing or rewarding improper decisions or actions
with respect to the subject matter of this Agreement or
any other aspect of Sponsor's or Pharm-Olam’s
business, including but not limited to obtaining or
retaining a business or other advantage.

“Government Official” means any officer or employee
of a government, including any department, agency or
instrumentality thereof, any government owned or
controlled business, or of a public international
organization, any person acting in an official capacity
for or on behalf of any such government owned or
controlled  business, or public international
organization, and any official of a political party or
candidate for political office. Non-governmental entity
would include but is not limited to individuals or
institutions such as EC members, institutional
approvers, referring physicians and referring non-
physicians etc. The Investigator and Study Team
members shall keep a written accounting of all
payments made by the Investigator and/or Study Team
members or their agents, managers, representatives,
or employees on behalf of the Sponsor or Pharm-
Olam, or out of funds provided by the Sponsor or

Zdravotnicke zariadenie a SkuSajuci tymto kazdy
jednotlivo vyhlasuje a zarucuje, Zze vo€i nemu ani voCi
Ziadnemu clenovi Studijinému timu nie je vedené
konanie, ktorym by mohlo byt rozhodnuté o jeho
vyliceni zo stavovskej organizacie alebo pozastavenie
Clenstva z dévodu vyluCenia Regulaénym dradom.
Zdravotnicke zariadenie a SkuSajuci tymto dalej
vyhlasujii a zaruéuji, Zze do tejto Stidie nezaradia
Ziadnu osobu alebo organizéciu, ktora je alebo bola
vykazana, pozastavena, vyli¢ena alebo
diskvalifikovand akymkolvek Uradom zUcasti na
klinickom vyskume.

SkuSajuci a Zdravotnicke zariadenie suhlasi, ze oni,
ani ¢lenovia Studijného timu, alebo ich agenti,
zastupcovia, manazéri, alebo zamestnanci neurobia,
alebo neprijmu akukolvek platbu, ponuku platby,
prisfub k platbe, alebo schvalenie platby, alebo priame,
alebo nepriame odovzdanie pefiaznych prostriedkov,
alebo akékolvek hodnoty komukolvek, vratane, okrem
iného, akémukolvek Viadnemu Uradnikovi, alebo
mimovladnym subjektom (ako su definované nizSie) ak
takato platba je na ucely ovplyviiovania, alebo
odmenfovania povaZzovana za nekalé rozhodnutia,
alebo konania v zéleZitostiach predmetu tejto Zmluvy
alebo akéhokolvek iného aspektu obchodnych aktivit
Zadavatela Ci spoloénosti Pharm-Olam okrem iného na
ziskanie €i udrzanie si obchodnych aktivit ¢i inych
vyhod.

"VIadnym Uradnikom" sa rozumie akykolvek uradnik
alebo zamestnanec Vlady, vratane ministerstiev,
organov verejnej spravy , alebo podriadenej vladnej
organizacie, akéhokolvek Statom vlastneného, alebo
kontrolovaného  obchodného  subjektu,  alebo
medzinarodnd organizacia podfa medzinarodného
prava verejného, akakolvek osoba konajluca z uradnej
povinnosti za, alebo menom akéhokolvek Statom
vlastneného, alebo kontrolovaného obchodného
subjektu, alebo medzindrodnd organizécia podia
medzinarodného prava verejného, a akykolvek
predstavitel politickej strany, alebo kandidat na
politicky urad. Mimovladne subjekty budl zahfiat
okrem iného jednotlivcov, alebo institicie ako su
Clenovia EK, schvalovacich organov, indikujucich
lekarov, alebo indikujucich nelekarskych
zdravotnickych pracovnikov atd. Skusajuci a ¢lenovia
Studijného timu sa zavazuji uchovavat pisomné
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Pharm-Olam, that clearly and accurately identify the
persons or entities that received such payments. A
copy of this accounting must be provided to Pharm-
Olam upon request. In no event shall any payment be
made by the Investigator and/or the Study Team
members or their agents, managers, representatives or
employees to any undisclosed third party. The
Investigator and Study Team members shall report any
violation of the requirements of this Section to Pharm-
Olam immediately and agree to make all relevant
records and other documentation relating to a violation
available for Sponsor and/or Pharm-Olam.

Additionally, each party shall require that their
employees who are involved in the conduct of the
Study, will not offer, pay, request, or accept any bribe,
inducement, kickback or facilitation payment, and shall
not make or cause another to make any offer or
payment to any individual or entity for the purpose of
influencing a decision for the benefit of the other Party.

17. Notices

Any notices, requests and other communications
required or permitted under this Agreement shall be
given or made in writing and shall be deemed to have
been given if delivered personally, certified mail with
return receipt requested, or sent by courier service, or
faxed to the Party to be notified at the addresses set
forth below (or such other address as shall be
designated by written notice; provided that notices of a
change of address shall be effective only upon receipt
thereof):

To Pharm-Olam:

zalctovanie vSetkych platieb zo strany Skusajuceho a /
alebo  é&lenov  Studijného  timu, alebo ich
splnomocnencov, riadiacich pracovnikov, zastupcov,

alebo zamestnancov menom Zadavatela, alebo
spolo¢nostou Pharm-Olam, alebo zo zdrojov
poskytnutych ~ Zadavatelom, alebo spolo¢nostou

Pharm-Olam, ktoré jasne a presne identifikuju osoby
alebo subjekty, ktoré dostali takéto platby. Kopia
Uétovnictva musi byt poskytnutd spoloénosti Pharm-
Olam na poziadanie. Za ziadnych okolnosti nebude
akakolvek platba uhradena SkuSajucim a / alebo
¢lenom Studijného timu alebo ich spinomocnencom |
riadiacim pracovnikom, zastupcom alebo
zamestnancom utajenej tretej osobe. SkuSajluci a
&lenovia Studijného timu sa zavdzuju okamzite
oznamit akékolvek porusenie poZiadaviek uvedenych v
tomto ¢lanku spolo¢nosti Pharm-Olam a suhlasi s tym,
ze vSetky relevantné zaznamy a inu dokumentaciu
tykajucu sa poruSenia spristupni Zadavatelovi a / alebo
spolo¢nosti Pharm-Olam.

NavySe kazdd zo Strdn bude vyZadovat, aby jej
zamestnanci, ktori sa podielaju na vykonani Studie,
neponukli, nezaplatili, nepoziadali alebo neprijali
akykolvek Uplatok, podnet ¢ povzbudzovanie, ilegalnu
proviziu, alebo napomahanie Kk platbe. Takisto
neurobia ponuku, ani nezadaju pri¢inu inej Strane, aby
urobila ponuku platby akejkolvek fyzickej alebo
pravnickej osobe na UGcely ovplyvnenia rozhodnutia v
prospech inej Strany.

17. Oznamenie

Akékolvek oznamenie, poZiadavka, alebo ina
komunikdcia vyzadovana, alebo povolena touto
Zmluvou bude oznamenad, alebo dana pisomne a bude
povazovana za dorucenu, ak bude odovzdana osobne,
zaslana doporucene s dorucenkou, kuriérskou sluzbou,
alebo faxom Strane, ktorej je ozndmenie urené na
adresu uvedenu v zahlavi (alebo na takl adresu, ktora
bude ur€ena pisomnym ozndmenim, oznamenie o
zmene adresy bude uéinné jeho dorucenim):

Spoloénosti Pharm-Olam:
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Pharm-Olam, LLC

450 N. Sam Houston Parkway E, Suite 250, Houston,
Texas 77060, USA

Email: InvSiteContracts@pharm-olam.com

To Investigator:

Attn.: MUDr. Peter Kohltek

Address: Fakultna nemocnica Trencin,
Legionarska 28, 911 71 Trencin,
Slovak Republic

Tel. No: +421 32 6566 110

Fax No: +421 32 6524 081

Email: peter.kohutek@fntn.sk

To Institution:

Attn.: Mgr. Miriama Svatikova
Address: Fakultna nemocnica Trencin,
Legionarska 28, 911 71 Trencin,
Slovak Republic

Tel.-No: +421 32 6566 501

Fax-No: +421 32 6520 104

Email: miriama.svatikova@fntn.sk

18. Entire Agreement; Severability

This Agreement, together with all Appendices attached
hereto and incorporated herein, constitutes the entire
agreement between the Parties with respect to the
subject matter hereof and supersedes all existing
Agreements and all other oral, written or other
communications between the Parties concerning the
subject matter hereof. This Agreement will not be
amended, modified or supplemented in any way except
in writing and signed by a duly authorized
representative of each Party. In the event any
provision of this Agreement shall be determined to be
invalid, void or unenforceable in whole or in part, the
remaining provisions shall remain in full force and
effect and Parties hereby agree to supersede such an
invalid, illegal or unenforceable provision by a new
valid, legal and enforceable provision that most closely
matches the intent and the purpose and meaning of the
original provision.

19. No Waiver

Pharm-Olam, LLC

450 N. Sam Houston Parkway E, Suite 250, Houston,
Texas 77060, USA

Email: InvSiteContracts@pharm-olam.com

Skusajucemu:

Do ruk: MUDr. Peter Kohutek
Adresa: Fakultna nemocnica Trenéin
Legionarska 28, 911 71 Trencin,
Slovenska republika

Tel: +421 32 6566 110

Fax: +421 32 6524 081

Email: peter.kohutek@fntn.sk

Zdravotnickemu zariadeniu:

Do rak: Mgr. Miriama Svatikova
Adresa: Fakultna nemocnica Trendin,
Legionarska 28, 911 71 Trencin,
Slovenska republika

Tel: +421 32 6566 501

Fax: +421 32 6520 104

Email: miriama.svatikova@fntn.sk

18. Celistvost' Zmluvy, Salvatorska klauzula

Tato Zmluva, spoloéne so vSetkymi prilohami k nej
pripojenymi a vtelenymi zaklada Uplnu dohodu medzi
Stranami s ohfadom na predmet Zmluvy a nahrédza
vSetky existujuce dohody a vSetku doterajSiu Ustnu,
pisomnd alebo ind komunikéciu medzi Stranami pokial
ide o predmet tejto Zmluvy. Ktejto Zmluve nebude
pripojeny dodatok, nebude menena alebo doplfiovana
v Ziadnej inej forme ako vo forme pisomnej a
podpisana opravnenym zastupcom kazdej zo Stran. V
pripade, Ze akékolvek ustanovenie tejto Zmluvy bude
povazované za neplatné, nedcinné alebo
nevymahatelné v celku alebo Giastodne, zostavajuce
ustanovenia zostavaju v plnej platnosti a ucinnosti a
Strany tymto suhlasia, ze nahradia takéto neplatné,
nezékonné alebo nevymahatefné ustanovenie novym
platnym, zakonnym a vykonatelnym ustanovenim,
ktoré bude najviac zodpovedat zdmeru, Ucelu a zmyslu
pbvodného ustanovenia.

19. Vzdanie sa prav
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No waiver of any term, provision, or condition of this
Agreement whether by conduct or otherwise in any one
or more instances shall be deemed to be or construed
as a further or continuing waiver of any such term,
provisions, or condition, or of any other term, provision,
or condition of this Agreement.

20. Assignment

Neither Party shall assign, subcontract or delegate this
Agreement or its rights and obligations hereunder, in
whole or in part, without the prior written consent of the
other Parties. However, Pharm-Olam may assign,
subcontract or delegate this Agreement or its rights
and obligations hereunder to its affiliates without the
prior written consent of the other Parties.

Notwithstanding any other provision of this Agreement,
Sponsor has, at its sole discretion, the right to appoint
a new Contract Research Organisation (‘CRO”) and
upon such appointment, the parties agree that this
agreement may be assigned to the new CRO, if so
requested.

This Agreement shall bind and inure to the benefit of
the Parties hereto and their respective successors and
permitted assigns.

21. Use of Names

No Party shall use the other Party’s name or logo in
any advertising or sales promotional material or in any
publication without prior written permission of such
Party. Notwithstanding the foregoing, Pharm-Olam
may use the Investigator's name as necessary for
regulatory filings.

22. Third Party Beneficiary

Sponsor is an intended third-party beneficiary to the
Agreement and is entitled to enforce directly any and
all of its rights under it. In the event Sponsor is not able
to do so for any reason, Institution and Investigator
agrees that Pharm-Olam may have the benefit of
Sponsor’s rights hereunder (including without limitation

Ak dojde kvzdaniu sa prava z akéhokolvek
ustanovenia tejto Zmluvy, konanim ¢i inak, v jednom
alebo viacerych pripadoch, nie je mozné toto pokladat
¢i vykladat' ako pretrvavajuce vzdanie sa prav ¢i dalSie
vzdanie sa dalSich prav z akéhokolvek dalSieho
ustanovenia tejto Zmluvy.

20. Posttipenie

Ziadna zo Stran nie je opravnena postupit, zadat
subdodavatelovi alebo delegovat tuto Zmluvu alebo tu
uvedené prava a zavazky, vcelku alebo s€asti, bez
predchadzajuceho pisomného suhlasu druhej Strany.
Avsak, spoloénost Pharm-Olam mdze postupit, zadat
subdodavatelovi alebo delegovat tuto Zmluvu alebo z
nej plynuce prava a zavazky svojim pridruZzenym
subjektom bez predchadzajuceho pisomného suhlasu
ostatnych Strén.

Bez ohladu na ostatné ustanovenia tejto Zmluvy,
Zadavatel ma podfa vlastného rozhodnutia pravo urcit
novl Zmluvnd vyskumnd organizaciu (,CRO*) a na
zaklade tohto urCenia strany suhlasia, Ze tato zmluva
mbze byt v pripade poziadavky postipena novej CRO.

Tato Zmluva zavazuje a sliZi na prospech Strandm a
ich pripadnym nastupcom a povolenym postupnikom

21. Pouzitie mien a nazvov

Ziadna Strana nie je opravnena pouZit meno &i nazov,
alebo logo druhej Strany v akejkolvek reklame,
predajnych propagacnych materidloch & publikaciach
bez predché&dzajiceho pisomného suhlasu druhej
Strany. Bez toho, aby bola dotknutd platnost tychto
ustanoveni, spoloénost Pharm-Olam je opravnena
pouzit meno a priezvisko Skusajiceho k potrebnym
regulaénym podaniam.

22. Opravnena tretia strana

Zadavatel je zamyslanou opravnenou tretou stranou
Zmluvy a na zaklade toho ma pravo uplatiiovat si
vietky svoje préva. V pripade, Ze Zadavatel to nie je
schopny z akéhokolvek dévodu vykonat, Zdravotnicke
zariadenie a Skusajuci suhlasia, ze spolo¢nost Pharm-
Olam mo6ze mat prospech z prav Zadavatela podla
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those rights concerning publication, confidentiality and
intellectual property) and may transfer such rights and
benefits to Sponsor.

23. Governing Language and Law

The Parties agree that Slovak language shall be the
governing language for this Agreement.

Disputes regarding this Agreement which the Parties
fail to settle amicably will be settled in accordance with
the Slovak laws. Place of jurisdiction shall be Slovak
republic.

24, Survival

The provisions of Sections 1, 3, 6, 7, 9, 10, 12, 13, 14,
16, 18, 19, 20, 21, 22, 23, 24 and 26 of this Agreement
shall survive any expiration or termination of this
Agreement.

25. Force Majeure

Any Party shall not be liable for any failure of or delay
in the performance of this Agreement for the period
that such failure or delay is due to causes beyond its
reasonable control, including but not limited to acts of
God, war, strikes or labor disputes, embargoes,
government orders or any other force majeure event.

26. Counterparts

This Agreement may be executed in three (3)
counterparts, each of which shall be deemed an
original, but all of which together shall constitute one

and the same instrument. Each Party shall receive one
counterpart duly executed by all Parties.

27. Appendixes:

Following Appendix constitutes inseparable part of the
Agreement:

Appendix No. 1 — Payment schedule for Institution

Appendix No. 2 — Payment schedule for Investigator

tejto zmluvy (okrem iného vratane prav tykajlcich sa
zverejnenia, micanlivosti a duSevného vlastnictva) a
moze tieto prava a prospech preniest na Zadavatela.

23. Riadiaci jazyk a Pravo

Strany tymto suhlasia, ze slovensky jazyk bude
riadiacim jazykom tejto Zmluvy.

Spory tykajlce sa tejto Zmluvy, ktoré Strany nevyrieSia
zmierom, budl rieSené v sulade so slovenskym
pravom. Dojednava sa sudna pravomoc Slovenske;
republiky.

24. Pokracovania platnosti

Ustanovenia ¢élankov 1, 3, 6, 7, 9, 10, 12, 13, 14, 16,
18, 19, 20, 21, 22, 23, 24 a 26 tejto Zmluvy pretrvavaju
v platnosti aj po akomkolvek skonceni jej platnosti,
alebo vypovedani.

25. Vyssia moc

Ziadna zo Stran nebude zodpovedna za akékolvek
nedodrZanie tejto Zmluvy, alebo omeSkania pri
vykonavani tejto Zmluvy druhej Strane po dobu, kedy
toto nedodrZanie, alebo omeSkanie je spdsobené
pri¢inami, nad ktorymi nemoZno mat od6vodnene
kontrolu, okrem iného zasahy vy$Sej moci, vojny,
Strajky alebo pracovné spory, embarga, vladne
nariadenia alebo akukolvek inu vy3Siu moc.

26. Rovnopisy

Tato Zmluva je podpisana v troch (3) rovnopisoch, z
ktorych kazdy je povazovany za original, ale ktoré
tvoria jeden a ten isty dokument. Kazda Strana
dostane jeden vSetkymi Stranami riadne podpisany
rovnopis.

27. Prilohy:

Nasledujtce Prilohy tvoria neoddelitelnu sucast tejto
Zmluvy:

Priloha €. 1 - Platobny plén pre Zdravotnicke
zariadenie
Priloha €. 2 — Platobny plan pre SkuSajuceho
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An authorised signatory of the Institution: An authorised signatory of Pharm-Olam:
Opravneny zastupca Zdravotnickeho zariadenia: Opravneny zastupca spolo¢nosti Pharm-Olam:
NamMe/MENO: ..o Name/Meno: Martina Hanouskova

Signature/Podpis: ........cccerereirnieneseeeiens SIgNAtUre/PodpiS:......c.cvuevrvieriieireenieseeeiieiene
Date/DAIUM. ... Date/DAtUM:........ceciee s

The Investigator:
Skusajuci:

Name/Meno: MUDr. Peter Kohutek
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APPENDIX 1 PRILOHA 1
Payment Schedule for Institution: Platobny harmonogram pre Zdravotnicke
zariadenie:

Pharm-Olam will pay USD 2,174.11 for each Pharm-Olam uhradi  2,174.11 USD za kazdy
completed and evaluable Trial Subject based on the ~ hodnotitelny ~ Subjekt klinického skusania, ktoreho

following table: hodnotenie bolo skonCené a to podfa nasledujlcej
tabulky.

VISIT / NAVSTEVA AMOUNT / SUMA

Baseline 630.60 USD

Day 1/Den 1 162.62 USD

Day 5/ Den 5 371.76 USD

Day 10/ Den 10 423.97 USD

Day 21/ Den 21 363.20 USD

Day 28 (phone call) / Defi 28 (telefonicky kontakt) 221.97 USD

Premature Discontinuation Study Drug 281.88 USD

Pred¢asné ukoncenie liecby hodnotenym lie¢ivom

Premature Discontinuation Study 394.01 USD

PredCasné ukoncenie ucasti v hodnoteni

Total amount per patient (Baseline to Day 28) 2,174.11 USD

Celkova suma za pacienta (Baseline az Def 28)

TOTAL / CELKOM
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Additional costs for optional assessments/procedures
Dodatoéné naklady za nepovinné vysetrenia/procedury

AMOUNT / SUMA

Targeted Physical Examination (post-baseline based on symptoms)
Cielené fyzikalne vySetrenie (po-baseline na zéklade priznakov)

36.00 USD

Informed Consent Process (PK sub-study)
Proces Informovaného suhlasu (pre PK pod-$tidiu)

36.00 USD

Complex Venipuncture Inc Prep & Ship to central lab Plasma and urine PK sampling for
sulopenem (PK sub-study per 1 timepoint)

Komplexny odber vratane pripravy a odoslania vzoriek plazmy a mo¢u do centralneho
laboratdria (pre PK pod-$tidiu za jeden odber)

36.00 USD

Peripheral Blood cultures (post-baseline if needed per protocol)
Hemokultira (po-baseline ak je pozadované protokolom)

48.00 USD

Serum Chemistry (additional as needed to follow up on abnormal labs from Day 10 or
Day 11-14 acc to protocol) per 1 additional assessment

Biochémia (dodatoéné vySetrenie, ak je potrebné pre sledovanie abnormalnych
laboratérnych hodn6t z navstevy Den 10 alebo Den 11-14 podfa protokolu) za 1
dodatoéné vySetrenie

45.00 USD

Hematology (additional as needed to follow up on abnormal labs from Day 10 or Day 11-
14 acc to protocol) per 1 additional assessment

Hematoldgia (dodatoCné vySetrenie, ak je potrebné pre sledovanie abnormélnych
laboratérnych hodn6t z navstevy Den 10 alebo Den 11-14 podfa protokolu) za 1
dodato¢né vySetrenie

16.00 USD

Additional costs / Dodatoéné naklady

AMOUNT / SUMA

Archiving/Document storage Fee
Poplatok za archivaciu/skladovanie dokumentacie

1160.00 USD

Pharmacy Fee: Fixed Cost
Poplatok pre lekaref: fixna Ciastka

930.00 USD

Pharmacy Destruction Fee:
Poplatok pre lekaren za likvidaciu nespotrebovanych liekov

227.58 USD

Lab start-up cost/fee
Poplatok laboratériu za pripravu hodnotenia

341.37 USD

Site Start-up Cost
Poplatok pracovisku za pripravu hodnotenia

348.00 USD

Study Close-out Fee
Poplatok pracovisku za uzavretie hodnotenia

348.00 USD

Hospitalization of patient (per 1 hospitalization case)

Poplatok za hospitalizaciu pacienta (za 1 hospitalizaciu)

777.38 USD

Safety letters per 1 letter (5 free)
Poplatok za preStudovanie 1 hlasenia tzv. Safety letter (prvych 5 je zdarma)

10.80 USD

SAE fee per 1 SAE report case (3 free)
Poplatok za spracovanie a odoslanie hl&senia tzv. SAE report (prvé 3 su zdarma)

36.00 USD
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Audit fee per 1 day
Poplatok z navstevu auditora za 1 def

90.00 USD

1.

Evaluable Trial Subject: Unless otherwise
defined in the Protocol, a complete and
evaluable Trial Subject is defined as follows:

a. trial subject fulfils all selection criteria,
b. there are no Protocol violations, and
ICH-GCP, guidelines are adhered to,

C. all  examinations are conducted
according to the Study schedule,

d. CRFs are completed accurately and

only in English.

Screen Failure: A Screen Failure (SF) is a
consented Trial Subject who fails to meet the
screening visit criteria and is thus not eligible
for enrolment into the Trial. Screen Failures will
be reimbursed by USD 315.30 per Trial
Subject. The maximum No. of Screen Failures
is 1 SF paid per 1 Randomized Trial Subject.

Necessary procedures: Pharm-Olam  will
reimburse Institution for necessary visits and
procedures due to Trial Subject safety. Invoice
for these necessary expenses shall include
detailed documentation regarding the needy for
the procedure(s). Where practicable, Sponsor
should provide consent in advance if it will not
affect Trial Subject safety; otherwise Sponsor
will be informed as soon as possible after the
fact.

Payments: Payments will be made quarterly by
Pharm-Olam according to monitored and
verified visits fully described in Invoice
("Invoice”). Invoice will be prepared by
Institution quarterly (including all occurred
expenses for particular invoicing period) and
sent to Pharm-Olam to the address below. All
payments (Final payment inclusive) are due 45
days after Invoice delivery to Pharm-Olam.
Institution will have thirty (30) days from the

Hodnotitelny Subjekt klinického skusania: Pokial
nie je uvedené v Protokole inak, kritéria Subjektu
Klinickeho skusania vhodneho pre ucast na
Studii, ktorej hodnotenie bolo dokoncené, s
nasleduijuce:

a. Subjekt klinického skusania spini kritéria
vyberu ,

b. nedoSlo k poruseniu Protokolu a boli
dodrzané smernice ICH-GCP,

C. vSetky vySetrenia boli vykonané v sulade
s harmonogramom Studie,

d. CRF s presne vyplnené, a to iba
v angliétine.

Screen Failure: Screen Failure (SF) je Subjekt
klinického skuSania, ktory uz udelil suhlas so
zaradenim do Stdie aktory nesphil kritéria
skriningovej navstevy a tym nie je sposobily
k zaradeniu do Studie. Za Screen Failure naleZi
platba vo vySke 31530 USD za Subjekt
klinického skuania. Maximalny pocet pacientov
Screen Failure je 1 zaplateny SF na 1
randomizovany Subjekt klinického skusania.

Potrebné procedury: Spolo¢nost Pharm-Olam
uhradi  Zdravotnickemu zariadeniu  naklady
potrebnych névstev a proceddr pre zaistenie
bezpeCnosti  Subjektu  klinického  skuSania.
Faktura za tieto potrebné vydaje bude zahrfiovat
detailnd  dokumentaciu ohfadne potrebnosti
procedury/procedur. Ak je to uskutoCnitelné,
Zadavatel poskytne suhlas vopred, pokial to
neovplyvni  bezpeCnost  Subjektu  klinického
skuSania, inak bude Zadavatel informovany
ihned, hned ako to bude mozné po tom ¢&o
nastala tato skuto¢nost.

Platby: Platby budid hradené zo strany
spolognosti  Pharm-Olam  Stvrtroéne  podla
zmonitorovanych a overenych navstev detailne
popisanych na fakture (dalej len ,Faktira®).
Faktira bude vystavena  Zdravotnickym
zariadenim Stvrtroéne (a bude zahrfiovat vSetky
vydaje za prislusné fakturatné obdobie)
aposlana spolocnosti Pharm-Olam na nizSie
uvedenu adresu. VSetky platby (vratane
zavereCnej platby) su splatné 45 dni po
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receipt of final payment to dispute any payment
discrepancies. In the event of payment dispute
by Pharm-Olam and/or Sponsor, Pharm-Olam
and/or Sponsor are not obligated to pay any
disputed amount until such dispute is resolved.

doruceni  Faktury spoloCnosti Pharm-Olam.
Zdravotnicke zariadenie bude mat tridsat (30)
dni od prijatia zavereCnej platby na namietky
v pripade akychkolvek nezrovnalosti v platbach.
V pripade nédmietky voCi platbe zo strany
spolocnosti Pharm-Olam a / alebo Zadavatefla,
Pharm-Olam a / alebo Zadavatel nie si povinni
zaplatit namietnutd sumu, a to az do vyrieSenia
namietky.

5. Final payment: Final payment will be made ZavereCna platba: ZavereCna platba bude
after resolution of all enquiries (including but uhradena po vyrieSeni vSetkych dotazov (okrem
not limited to collection of all CRFs, Trial related iného  zhromazdenie  vSetkych CRF a
documents, data queries were satisfied, dokumentov tykajucich sa Studie, pri¢om dotazy
remaining Investigational Product was returned k udajom boli uspokojivo vyrieSené, zostavajlce
and all close out issues were resolved). mnozstvo  SkuSaného lieku bolo vratené
a zalezitosti ,close out” boli vyrieSené).
6. Advance payments: Any advance payments
made to the Institution on account of this Zalohy: Na vSetky zalohové platby hradené
Payment Schedule shall be applied against the Zdravotnickemu  zariadeniu  podla  tohto
criteria for payment detailed above. Platobného harmonogramu sa budu vztahovat
zhora konkretizované kritéria.
7. Tax obligations: The Institution/Investigator
shall be obliged to declare all payments Darova povinnost: Zdravotnicke
received to local/national tax authorities in zariadenie/Skusajuci su povinni priznat vSetky
accordance  with  applicable laws and prijaté platby miestnym, alebo celoStatnym
regulations, and shall be liable for any finanénym Gradom podla prislusnych pravnych
payments due. predpisov a regulaénych opatreni abudu
zodpovedat za vSetky splatné platby.
8. Invoice requirements: Every Invoice shall
include the reference to the Sponsor name, Poziadavky na Faktiry: Kazda Faktura bude
Protocol number, Investigator name, Site obsahovat nazov Zadavatela, Cislo Protokolu,
number and description of invoiced procedures, meno  SkuSajlceho, Cislo centra apopis
otherwise won't be processed. All invoices fakturovanych proceddr, inak nebude spracovana
should be received by Pharm-Olam within forty- k platbe. VSetky faktury musi spoloCnost Pharm-
five (45) days following the incurrence of the Olam dostat do Styridsiatich piatich (45) dni od
applicable expense or Study close out visit, vzniku prislusného vydavku alebo zavereéne;
whichever is earlier. navstevy v Studii, podla toho, o nastalo skor.
9. Payee: All payments will exclusively be made Priiemca platby: VSetky platby budu hradené

to:

vyluéne v prospech:

Account owner: Fakultna nemocnica Trencin

Bank: Statna pokladnica

Address of the Bank: Radlinskeho 6929/32, 811 07
Bratislava, Slovak Republic

Account No: 7000280438 / 8180

IBAN: SK23 8180 0000 0070 0028 0438

Majitel U¢tu: Fakultna nemocnica Trencin

Banka: Statna pokladnica

Adresa banky: Radlinského 6929/32, 811 07 Bratislava,
Slovenska republika

Cislo Ggtu: 7000280438 / 8180

IBAN: SK23 8180 0000 0070 0028 0438
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SWIFT: SPSRSKBAXXX SWIFT: SPSRSKBAXXX
10. Payer: All Invoices shall be submitted by mail 10. Platca: V8etky Faktury budu prediozené postou,

or e-mail to the assigned Study Monitor and alebo e-mailom prislusnému Monitorovi Stldie
addressed to: a adresované:

Pharm-Olam International s.r.o. Pharm-Olam International s.r.o.

Doudlebska 1699/5, 140 00 Prague 4 Doudlebska 1699/5, 140 00 Praha 4

Czech Republic Ceska republika

Attention: Mgr. Bohdan Basarab

Email: Do ruk: Mgr. Bohdan Basarab

Email:
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APPENDIX 2

Payment Schedule for Investigator:

Pharm-Olam will pay USD 5,072.92 for each
completed and evaluable Trial Subject based on the
following table:

PRILOHA 2

Platobny harmonogram pre Skusajtceho:

Pharm-Olam uhradi 5,072.92 USD za kazdy
hodnotitefny Subjekt klinického ski$ania, ktorého
hodnotenie bolo skonené a to podia nasledujlce;
tabulky.

VISIT / NAVSTEVA AMOUNT / SUMA
Baseline 1471.39 USD
Day 1/Den 1 379.45 USD
Day 5/ Den 5 867.43 USD
Day 10/ Def 10 989.25 USD
Day 21/ Den 21 847.46 USD
Day 28 (phone call) / Deri 28 (telefonicky kontakt) 517.93 USD
Premature Discontinuation Study Drug 657.73 USD
Pred¢asné ukoncenie lieCby hodnotenym lie¢ivom
Premature Discontinuation Study 919.35 USD
Pred¢asné ukonCenie ucasti v hodnoteni
Total amount per patient (Baseline to Day 28) 5,072.92 USD
Celkova suma za pacienta (Baseline az Defi 28)
TOTAL / CELKOM

Additional costs for optional assessments/procedures AMOUNT / SUMA

Dodatoéné naklady za nepovinné vysetrenia/procedury

Targeted Physical Examination (post-baseline based on symptoms) 84.00 USD

Cielené fyzikalne vySetrenie (po-baseline na zaklade priznakov)

Informed Consent Process (PK sub-study) 84.00 USD
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Proces Informovaného suhlasu (pre PK pod-$tudiu)

Complex Venipuncture Inc Prep & Ship to central lab Plasma and urine PK sampling for

sulopenem (PK sub-study per 1 timepoint)

Komplexny odber vratane pripravy a odoslania vzoriek plazmy a moéu do centralneho

laboratdria (pre PK pod-$tidiu za jeden odber)

84.00 USD

Additional costs / Dodato¢né naklady

AMOUNT / SUMA

Site Start-up Cost
Poplatok pracovisku za pripravu hodnotenia

812.00 USD

Study Close-out Fee
Poplatok pracovisku za uzavretie hodnotenia

812.00 USD

Safety letters per 1 letter (5 free)

Poplatok za preStudovanie 1 hlasenia tzv. Safety letter (prvych 5 je zdarma)

25.20 USD

SAE fee per 1 SAE report case (3 free)

Poplatok za spracovanie a odoslanie hlasenia tzv. SAE report (prvé 3 st zdarma)

84.00 USD

Audit fee per 1 day
Poplatok z navstevu auditora za 1 den

210.00 USD

Pharm-Olam will pay part of the amount to the
Investigator and Study Team members according to
Appendix No. 2 to this Agreement (i.e. 70% of total
amount which Pharm-Olam spent in connection with
the Study at the Institution) directly to Investigator and
Study Team members based on the splitting which
has been agreed between Pharm-Olam and the
Investigator in a separate agreement.

Other Study team members:

MUDr. Roman Sokol, MPH — Sub-Investigator
MUDr Juraj Holba — Sub-Investigator

MUDr. Juraj Sokol — Sub-Investigator

RNDr. Petra Kubanikova — Study Coordinator
Katarina Husarova — Study Coordinator
Lubica Miklankova — Study Nurse

Spoloénost  Pharm-Olam vyplaca Cast odmeny
prisltchajucu Skusajicemu a Clenom Studijného timu
podfa Prilohy ¢&. 2 tejto Zmluvy (tj. 70% z celkovej
sumy, ktori spolo¢nost Pharm-Olam vynaloZi v
suvislosti so Skusanim v Zdravotnickom zariadeni)
priamo Skusajucemu a ostatnym Clenom $tudijného
timu podfa pomeru, ktory bude dohodnuty medzi
spolo¢nostou Pharm-Olam a Skusajucim
v samostatnej zmluve.

Ostatni ¢lenovia Studijného timu:

MUDr. Roman Sokol, MPH — Spolusku3ajuci
MUDr Juraj Holba — Spolusku$ajuci

MUDr. Juraj Sokol — Spoluskusajuci

RNDr. Petra Kubanikova — Koordinator Studie
Katarina Husarova — Koordinator Studie

Lubica Miklankova — Studijna sestra
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