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Institution/Zdravotnické zafizeni: Thomayerova nemocnice

Country/Zemé Czech 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 “Validity Date”) and shall
be effective on the day of its publication in the
Register of Contracts in accordance with Act No.
340/2015 Coll. on the Register of Contracts, as
amended (the “Effective Date”):

Pharm-Olam, LLC

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

Tel. No: +1 713 559 7900

Fax No: +1 713 559 7901

Tax ID: 83-2617750

Represented by Martina Hanouskova based on the
power of attorney

(hereinafter the “Pharm-Olam”)

Investigator: |

Thomayerova nemocnice, Urologicke oddeleni
Videnska 800, 140 59 Prague 4, Czech Republic

(hereinafter the “Investigator”)

Institution:

Thomayerova nemocnice

Videnska 800, 140 59 Prague 4, Czech Republic
Statni prispevkova organizace, set up by the Ministry
of Health of the Czech Republic, full wording of the
foundation list ref. no. MZDR 17268-1V/2012;
registered with the Commercial Register maintained by
the Municipal Court in Prague, file Pr, no. 1043

Tel No: +420 261 081 111

Fax No: +420 241 721 260

ID No: 00064190

Tax ID: CZ00064190

Represented by doc. MUDr. Zdenek Benes, CSs.,
Director

(hereinafter the “Institution”)

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

RECITALS

Smlouva o provedeni klinického hodnoceni

Tato smlouva o provedeni klinického hodnoceni
(dale jen ,Smlouva“) se uzavira dnem posledniho
podpisu na podpisové strané mezi podepsanymi
stranami (dale jen ,Datum platnosti) a nabyva
ucinnosti dnem zverejnéni v registru smluv podle
zékona €. 340/2015 Sh. (zakon o registru smluv) ve
znéni pozdéjSich predpis (dale jen ,Den
uéinnosti“):

Pharm-Olam, LLC

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

Tel.: +1 713 559 7900

Fax: +1 713 559 7901

DIC: 83-2617750

zastoupena Martinou Hanouskovou, na zakladé piné
moci

(déle jen ,Pharm-Olam”)

Zkousejict:
Thomayerova nemocnice, ~Urologické —oddeéleni,
Videriska 800, 140 59 Praha 4, Ceska republika

(dale jen ,ZkouSejici®)

Zdravotnicke zarizeni:

Thomayerova nemocnice

Videriska 800, 140 59 Praha 4, Ceska republika statni
pfispévkova organizace zfizena Ministerstvem
zdravotnictvi CR, (plné znéni zfizovaci listiny &,.
MZDR 17268-IV/2012; zapsana v obchodnim rejstiku
u Méstského soudu v Praze, oddil Pr, vI. 1043

Tel.: +420 261 081 111

Fax: +420 241 721 260

ICO: 00064190

DIC: CZ00064190

zastoupena doc. MUDr. Zdefkem BeneSem, CSc.,
feditelem

(dale jen ,Zdravotnické zafizeni)

Jednotlivé uvadény dale jako ,Strana“ a spole¢né dale
jako ,Strany*.

UVODNi USTANOVENI
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WHEREAS Pharm-Olam, LLC has signed a contract
with Iterum 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

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 [ GG
Bl (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 ciprofioxacin
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 || | | | . 2nd

it is estimated that all individuals participating in the

StUdi i“TriaI Subjects”) should be enrolled by
and all clean data should be ready for

JELIKOZ spoleénost Pharm-Olam, LLC podepsala
smlouvu se spoleénosti Iterum Therapeutics
International Limited, zaloZenou podle irského préva,
registraCni Cislo 564304, se sidlem na adrese Block 2,
Floor 3 Harcourt Centre, Harcourt Street, Dublin 2, a
k ni pfidruzenymi poboCkami (dale jen ,Zadavatel”),
kterou na sebe prevzala delegované ukony v ramci
vykonu a provadéni Studie (jak je definovana nize), a

JELIKOZ Zdravotnické zafizeni a Zkousejici jsou
¢inni v odvétvi provadéni klinickych hodnoceni a
souvisejicich sluzeb pro farmaceuticky vyzkumny
primysl, a

JELIKOZ si Strany pieji uzaviit Smlouvu pro Ggely
stanoveni podminek, jimiZ se bude vztah mezi
Stranami fidit a jiz Pharm-Olam povéfi Zdravotnické
zafizeni a Zkousejiciho, aby provedi(o) urcité sluzby ve
spojitosti se Studii, pfiemZ Zdravotnické zafizeni a
ZkouSejici souhlasi s provedenim téchto sluzeb, to vse
podle ustanoveni této Smlouvy a v souladu s nimi.

Proto po zvazeni vSech navrhl, vzajemnych zavazk(
a podminek uvedenych dale se Strany dohodly
nasledovné:
Pharm-Olam si feje, aby
(dale jen
LZkousejici“), ktery je zaméstnancem Zdravotnického
zafizeni, provedl hodnoceni bezpe€nosti a uginnosti
Zadavatelova patentovaného pfipravku s nazvem
Sulopenem a Sulopenem-etzadroxil/Probenecid (déle
jen ,Hodnocené lé€ivo*) a aby provedl nasledujici
klinické  hodnoceni:  IT001-302 ,Prospektivni,
randomizované, dvojité zaslepené, dvojité matouci,
multicentrické klinické hodnoceni faze 3 hodnotici
ucinnost, snaSenlivost a bezpecnost nitroZilné
podavaného sulopenemu a nasledné perorainé
podavaného sulopenem-etzadroxilu s probenecidem
oproti nitroZilné podavanému ertapenemu a nasledné
peroralné podavanému ciprofloxacinu nebo amoxicilin-
klavulanatu pro  lécbu  komplikovanych infekci
mocovych cest u dospélych.*

ve znéni veSkerych pfipadnych dodatkl (dale jen
,otudie®).

Zacatek Studie je naplanovan na |GG -

pfedpoklada se, Ze jednotlivci UCastnici se na Studii

déle jen ,Subjekty hodnoceni®) by méli byt zafazeni do
H a veSkera Cista data by méla byt
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collection (or entered into eCRF (as defined below))
and all queries resolved by ﬁ These dates
are based on the current time-frame specified by
Pharm-Olam and/or Sponsor.

DEFINITIONS

The terms enumerated below, as used in this
Agreement, shall have the following meaning, unless

expressly stipulated otherwise further in

this

Agreement or in its Appendices:

1.

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
unfavourable 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.

Clinical Study or Study — Any investigation in
Trial Subjects intended to discover or verify the
clinical,  pharmacological, — and/or  other
pharmacodynamics effects of an Investigational
Product, and/or to identify any adverse reactions
to an Investigational Product, and/or to study
absorption,  distribution,  metabolism, and
excretion of an Investigational product with the
object of ascertaining its safety and/or efficacy.
The specific Study for this contract is defined in
recitals above.

Ethics Committee (IEC/IRB) - An independent
body (a review board or a committee, institutional,
regional, national, or supranational), constituted of
medical professionals and non-medical members,
whose responsibility it is to ensure the protection
of the rights, safety and well-being of Trial
Subjects involved in the Study and to provide
public assurance of that protection, by, among
other things, reviewing and approving / providing
favourable opinion on, the Protocol, the suitability
of the Investigator(s), facilities, and the methods
and material to be used in obtaining and
documenting Informed Consent of the Trial
Subjects.

pfipravena pro sbér (nebo zadana do eCRF (dle
definice nize)) a veSkeré dotazy by mély byt vyfeSeny

do

ﬂ. Tyto terminy jsou zalozeny na

sou¢asném harmonogramu uréeném spolecnosti
Pharm-Olam a/nebo Zadavatelem.

DEFINICE

Terminy niZze vyjmenované, jak je pouZiva tato
Smlouva, budou mit nasledujici vyznam, ledaZe se ve
Smlouvé nebo jejich Prilohach vyslovné stanovi jiny
vyznam:

1.

Nezadouci udalost - NeZadouci pfihoda je kazdy
neobvykly Iékafsky nalez u Subjektu hodnoceni,
jemuz je podavano Hodnocené léCivo, a ktery
nemusi mit nutné pfi¢innou souvislost s touto
lécbou. Nezadouci pfihoda muze byt proto kazdy
nepfiznivy nebo nepfedpokladdany projev (véetné
abnormalniho laboratorniho nalezu), pfiznak nebo
choroba Casové se shodujici s pouzitim
(Hodnoceného) 1éCiva, at jiz je €i neni ve vztahu s
(Hodnocenym) léCivem.

Klinickd studie nebo Studie - Jakékoliv
systematické testovani provadéné na Subjektech
hodnoceni za Ucelem zjistit ¢i ové&fit klinickeé,
farmakologické a/nebo jiné farmakodynamické
ucinky, a/nebo identifikovat nezadouci ucinky,
a/nebo studovat absorpci, distribuci,
metabolismus nebo vyluéovani Hodnoceného
léCiva s cilem ovéfit bezpeCnost nebo Uginnost
Hodnoceného [éCiva. Konkrétni Studie pro ucely
této Smlouvy je definovana ve shora uvedenych
Uvodnich ustanovenich.

Etickhi komise (EK) - Nezavisly organ
(posudkova komise nebo vybor, Ustavni,
regionalni, narodni nebo nadnarodni) slozeny ze
zdravotnickych/védeckych odbornikd a
nezdravotnickych/nevédeckych  &lenli,  ktery
odpovida za zajisténi ochrany prav, bezpe€nosti a
zdravi Subjektl hodnoceni zafazenych do Studie
a poskytuje vefejnou zaruku této ochrany, mimo
jiné  posuzovanim,  schvélenim/poskytnutim
souhlasného stanoviska k Protokolu, vhodnosti
Zkousejiciho, zafizeni, postupl a podkladi
pouzitych pfi ziskavani a dokumentovani
Informovaného souhlasu Subjekt( hodnoceni.
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4.

10.

Informed Consent - Process by which a Trial
Subject voluntarily confirms his or her willingness
to participate in the Study, after having been
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.

Investigational Product — A pharmaceutical form
of an active ingredient or placebo being tested or
used as a reference in the Clinical Study, including
a product with a marketing authorization when
used or assembled (formulated or packaged) in a
way different from the approved form, or when
used for an unapproved indication, or when used
to gain further information about an approved use.

Pharmacy — a pharmacy which is either under
control of Institution (Institutional Pharmacy) or
designated by Institution or Investigator to provide
its services in connection with the Study.

Protocol — a document that describes the
objective(s), design, methodology, statistical
considerations and organization of the Study. The
specific protocol title for this contract is specified
in recitals above.

Regulatory Authorities — Bodies having the
power to regulate, including authorities that review
submitted clinical data and those that conduct
inspections, including, but not limited to State
Institute for Drug Control. These bodies are
sometimes referred to as competent authorities.

Services - specific tasks to be performed in
connection with the Protocol.

Sponsor - the responsible party in regards to the
Investigational  Product, specifically, Iterum
Therapeutics International Limited, an Irish
incorporated entity with registration number
564304, and its affiliates. Institution and
Investigator acknowledge and agree that Sponsor
is a third party beneficiary to this Agreement and,
in this capacity, may enforce any terms, conditions
and clauses hereof as if it were a party hereto.

4.

10.

Informovany souhlas - Proces, ve kterém
Subjekt hodnoceni dobrovolné potvrzuje svou
ochotu ucastnit se Studie poté, co byl informovan
o v8ech aspektech Studie, které jsou relevantni
pro rozhodnuti Subjektu hodnoceni zicastnit se
Studie. Informovany souhlas je dokumentovan
formou pisemného, podepsaného a datovaného
formulare.

Hodnocené lécivo - LéCiva latka upravena do
lékové formy nebo placebo, jeZz jsou testovany
nebo pouZity jako kontrola v Klinické studii, véetné
registrovaného lé¢ivého pfipravku, pokud je tento
pouzivan nebo pfipraven zptsobem odliSnym od
schvalené 1ékové formy (v jiné Iékové formé &i
baleni), nebo je-li uzit v neschvalené indikaci ¢i za
ucelem shromazdovani dalich informaci o
schvaleném pouziti.

Lékarna - Lékarna, jeZz je ovladana
Zdravotnickym zafizenim (Nemocni¢ni 1ékarna)
nebo  urend  Zdravotnickym  zafizenim
k poskytovani sluzeb v souvislosti se Studii.

Protokol - Dokument, ktery popisuije cil(e), plan,
metodologii, statistickou rozvahu a usporadani
Studie. Konkrétni Protokol pro ucely této Smlouvy
je definovan ve shora uvedenych Uvodnich
ustanovenich.

Kontrolni / Regulaéni arady - Organy opravnéné
k provadéni regulacnich opatieni, a to véetné
téch, které posuzuji predlozené klinické Udaje aty,
které provadéji inspekce, mimo jiné Statni Ustav
pro kontrolu léCiv. Tyto Ufady jsou nékdy
oznaCovany téZ jako opravnéné/kompetentni
UFady.

Sluzby - konkrétni Ukoly, které maji byt
provedeny v souvislosti s Protokolem.

Zadavatel - odpovédna strana zhlediska
Hodnoceného 1éCiva, a to konkrétné Iterum
Therapeutics International Limited, spole¢nost
zalozena podle irského prava, registraéni Cislo
564304, a k ni pfidruzené pobocCky. Zdravotnické
zafizeni a Zkousejici berou na védomi a souhlasi,
Ze Zadavatel je opravnénou tfeti stranou -
beneficientem z této Smlouvy a v této pozici je
opravnén vynucovat ustanoveni a podminky této
Smlouvy jako by byl stranou této Smlouvy.
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11. Study Team - any trained and instructed persons
who conduct the Study under the supervision of
the Investigator.

12. Sub-Investigator - 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 a
clinical trial, 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 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, authorisations and approvals necessary
to perform their activites 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
and Sponsor in their duties 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
limited to Clinical Trials Directive
2001/20/EC, Pharmaceuticals Act No.
378/2007 as amended; Healthcare
Services Act No. 372/2011 as amended,
Good Clinical Practice Regulation No.
226/2008) regulations, guidelines and
institutional regulations, including, but not
limited to, any regulations and guidelines
governing the conduct of clinical research

11. Studijni tym - jakékoliv Skolené a instruované
osoby, které provadi Studii pod dohledem
ZkousSejiciho.

12. Spoluzkousejici - jakykoliv ¢len Studijniho tymu,
ktery je ZkouSejicim urCen a na kterého Zkousejici
dohlizi v misté provadéni Studie pfi vykonavani
klicovych ukon( tykajicich se Studie a/nebo pfi
provadéni duleZitych rozhodnutich ve vztahu ke
Studii.

13. Subjekt hodnoceni - jednotlivec, ktery se ucastni
klinického  hodnoceni bud jako pfijemce
Hodnoceného IéCiva nebo jako ucastnik kontrolni
skupiny.

1. Rozsah prace
Zdravotnicke zafizeni a Zkousejici souhlasi:

Ze provedou Studii, a Ze pfijmou odpovédnost za
provedeni Studie ¢leny Studijniho tymu pod dohledem
ZkouSejiciho, strikiné v souladu s finalnim,
podepsanym Protokolem, pfipadné jeho pozdgjSimi
zménami a s touto Smlouvou. Zdravotnické zafizeni a
ZkouSejici zaruCuji, Ze ziskali a Ze si udrzi v platnosti
veskera povoleni, zmocnéni a schvaleni dllezita pro
provadéni ¢innosti v souvislosti se Studii. Zdravotnické
zafizeni a Zkousejici téz zaruCuji, Ze vynaloZi veskeré
Usili pfi provadéni jejich Cinnosti vramci Studie (a
vyFe$i veskeré dotazy k Udajim ze strany spoleénosti
Pharm-Olam nebo Zadavatele do 5 dn() a budou
spolupracovat se spoleCnosti  Pharm-Olam a
Zadavatelem pfi jejim zavazku monitorovat Studii a
déle zajisti pfisny soulad s:

1. ustanovenimi této Smlouvy, Protokolu a
vSemi platnymi pravnimi predpisy (mimo
jiné Smérnice o klinickych hodnocenich
2001/20/ES, zakon €. 378/2007 Sb., o
léCivech, ve znéni pozdéjSich predpist,
zadkon €. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjSich predpisd,
vyhlaska €. 226/2008 Sb., o spravné
klinické praxi ve znéni pozdgjSich
piedpist), regulacnimi piedpisy,
smérnicemi a nemocniénimi smérnicemi,

reasonable  guidance, and  written vCetng&, mimo jiné, jakychkoliv regulacnich
instructions from Pharm-Olam and/or pfedpisi a smérnic tykajicich se fizeni
Sponsor; klinického vyzkumu a pisemnymi pokyny
spolenosti Pharm-Olam alnebo
Zadavatele,
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2. the ethical principles of the World Medical 2. etickymi principy Helsinské deklarace
Association Declaration of Helsinki (the Svétové Iékarské spolecnosti  [World
latest version mentioned in the Protocol) Medical Association] (posledni dostupna
and applying consistently principles of verze uvedena v Protokolu) a dlsledné
Good Clinical Practice (“GCP*) as may be uplatovani zasad spravné klinické praxe
required by the International Conference on (dale jen ,GCP“) podle poZadavk{
Harmonization Guidelines for Good Clinical Mezinarodni konference o harmonizaci
Practice, International Conference on pokyni pro spravnou klinickou praxi,
Harmonization of Technical Requirements Mezinarodni konference o harmonizaci
for Registration of Pharmaceuticals for technickych  pozadavki na registraci
Human Use (‘ICH/GCP”), and any other humannich |éCivych pripravk( (dale jen
applicable regulatory requirements; JCH/GCP*) a pouzitelnych regulaénich

pozadavkd,

3. any and all applicable laws relating to 3. v8emi pravnimi pfedpisy tykajicimi se
privacy, the processing of personal data soukromi, zpracovani osobnich Udaju a
and data protection and/or any national ochrany 0daj0 a/nebo s jakymikoliv
laws implementing these laws and/or vnitrostatnimi pravnimi pfedpisy
regulations, whichever is applicable, provadgjicimi tyto pravni pfedpisy a/nebo
including, without limitation the Regulation regulaCni opatfeni, podle toho, co je
(EU) 2016/679 of the European Parliament pouzitelné, mimo jiné smérnice (EU)
and of the Council of 27 April 2016 on the 2016/679 Evropského parlamentu a Rady
protection of natural persons with regard to ze dne 27. dubna 2016 o ochrang fyzickych
the processing of personal data and on the osob v souvislosti se zpracovanim
free movement of such data (General Data osobnich udaju a o volném pohybu téchto
protection Regulation), Data Protection Udaji  (Obecné nafizeni o ochrané
Directive 95/46/EC, and Personal Data osobnich  Udajli), smérnice 95/46/EC
Protection Act 101/2000, as amended Evropského Parlamentu a Rady o ochrané
(collectively, “Data Protection Laws”); and Udajl a zakona €. 101/2000 Sb., o ochrané

osobnich (dajl, ve znéni pozdéjSich
predpisl (spolu dale jen ,Pravni predpisy o
ochrané udaji“), a

4, prior to the commencement of the Study, 4. pred zahajenim Studie, ZkouSejici vyplni,
the Investigator shall complete, date, sign datuje, podepiSe a doruéi spole€nosti
and deliver to Pharm-Olam or its Pharm-Olam nebo jejim zastupcim svUj
representatives a current curriculum vitae Zivotopis. Spole¢nost Pharm-Olam i
(“CV”). Pharm Olam shall reserve the right vyhrazuje prédvo provadét zpracovani
to process personal data it collects on each osobnich udaju, které shromazdi o kazdém
Investigator/members of Study Team via its Zkousejicim/€lenovi  Studijniho  tymu
Clinical Trial Management System (CTMS) prostfednictvim svého Systému fizeni
during the study and afterwards for as long klinickych ~ studii (dale jen ,CTMS®)
needed for reasons of performance of a v pribéhu provadéni Studie i poté, a to po
contract or in order to take steps prior to dobu, po kterou bude toto zpracovani
entering into a contract, and for potential nezbytné z divodu pInéni Smlouvy nebo
future contracts, as well as for archiving, pro Ucely provedeni kroku pfedchazejicich
statistical and scientific research purposes. uzavieni Smlouvy a pro Ucely potenciélnich
Pharm-Olam will adhere to all applicable budoucich Smluv, a dale pro archivacni a
Data Protection Laws and regulations. If statistické ucCely a pro ucely védeckého
transfer of personal data to countries which vyzkumu. Pharm-Olam bude dodrzovat
do not ensure an adequate level of data veskeré platné pravni pfedpisy o ochrané
protection takes place, the Parties shall Udaji a regulatni opatfeni. Dojde-li
comply with the specific requirements of k pfenosu Udajt do zemi, které nezajistuiji
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applicable  national  legislation  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, staff 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 agencies, 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
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.

pfiméfenou Uroven ochrany udajd, Strany
budou jednat vsouladu s konkrétnimi
pozadavky pouZitelnych  vnitrostatnich
pravnich  pfedpisi a mezinarodnich
piedpist, aby zajistily Ffadnou uroven
ochrany zakladnich prav subjektl Udajl.

Zdravotnické zafizeni a ZkouSejici zaruCuji, Ze
disponuji pozadovanymi dovednostmi, zkuSenostmi,
védomostmi, persondlem a pfistupem k Subjektlim
hodnoceni, pro vykon Studie a

1. zajisti pfijatelné zazemi, zafizeni a zdroje v
pribéhu Studie, kde budou provadény Sluzby
na zakladé této Smiouvy,

2. budou vést pfiméfené a divérné zaznamy o
identifikaci  Subjektd  hodnoceni, jejich
klinickych  pozorovénich,  laboratornich
testech, pfijmech a nakladani s Hodnocenym
|écivem,

3. budou pfesné a v€as vypliovat Formulafe pro
zéznam Subjektd hodnoceni (dale jen ,CRF)
nebo elektronickych CRF (nebo ,eCRF¥)
[Case Report Form] a

4. veSkeré nepouzité zasoby Hodnoceného
léCiva, veSkeré CRF nebo eCRF, hlaseni o
zavaznych neZadoucich cincich [Serious
Adverse Event report] a jakékoliv dalSi Udaje
vztahujici se ke Studii dodaji vCas podle
instrukci spole¢nosti Pharm-Olam, Zadavateli
nebo regulacnim Gfaddim.

ZkouSejici a Zdravotnické zafizeni prohlasuji a
zaru€uji, ze maji opravnéni uzavfit tuto Smlouvu a Ze
neni dosud nevyfizenych dohod & zavazku, které by
byly vrozporu s ustanovenimi této Smlouvy a
Zdravotnické zafizeni a ZkouSejici neuzaviou,
v priibéhu Studie, dohodu, ¢i nepfevezmou zavazek,
které by byly v rozporu se Studii. ZkouSejici nebude
soubézné provadét Zadnou Studii, kterd by byla
v rozporu nebo by mohla negativné ovlivnit cile této
Studie. Zdravotnické zafizeni a ZkouSejici dale
potvrzuji, Ze neuini pfedmétem subdodavky zadnou
ze Sluzeb, aniz by ktomu méli pisemné pfedchozi
svoleni spole¢nosti Pharm-Olam a/nebo Zadavatele a
Ze na Subjektech hodnoceni nebude provadén zadny
dodateény vyzkum, ani nebudou ziskavany dalSi
vzorky od Subjektl hodnoceni nebo ze Studijnich dat,
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Upon request, Institution and Investigator shall provide
CVs of Sub-investigators and members of the Study
Team for review and approval to Pharm-Olam and
Sponsor and Institution and Investigator shall ensure
that 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
and Investigator remain 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 Sponsor to accept this
replacement. In the event an acceptable substitute is
not found, this Agreement may be terminated by
Pharm-Olam in accordance with section 13 of this
Agreement.

Should the Investigator 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 Organisation (CRO)
(Institution and Investigator shall be immediately

ledaZze to pfedem odsouhlasi Zadavatel a je to
zahrnuto v Protokolu.

Zdravotnické  zafizeni a ZkouSejici poskytnou
spolecnosti Pharm-Olam a Zadavateli na pozadani
Zivotopisy Spoluzkousejicich a ¢lend Studijniho tymu
pro zhodnoceni a schvaleni. Zdravotnické zafizeni a
ZkouSejici  zajisti, ze SpoluzkouSejici a Clenové
Studijniho tymu maji vzdélani v oboru zdravotnictvi,
maji pfiméfené zkuSenosti, dovednosti a odborné
znalosti, dostalo se jim pfiméfeného Skoleni a jsou si
védomi a jednaji vsouladu s Protokolem a
ustanovenimi této Smlouvy. Zdravotnické zafizeni a
ZkouSejici budou odpovédni za vykony i pochybeni
vSech Spoluzkousejicich a ¢lend Studijniho tymu.

ZkouSejici a Zdravotnické zafizeni berou na védomi a
souhlasi, ze spoleCnost Pharm-Olam a Zadavatel
mohou shromazdovat, vyuzivat, zpracovavat a
odhalovat  osobni  Udaje  ZkouSejiciho  a
Spoluzkousejicich/¢lent Studijniho tymu, véetné jejich
jmen, adres, kvalifikaci a zkuSenosti s klinickymi
hodnocenimi  pro UCely souladu s pouzitelnymi
pravnimi pfedpisy, zhodnoceni vhodnosti ZkouSejiciho
pro nadchazejici studie atd. Vyuzivani  vySe
uvedenych osobnich Udaji mdze zahmovat udaje o
platbach, zverfejnéni Studie na internetovych strankach
Zdravotnického zafizeni zfizenych za timto U&elem &i
hodnoceni vhodnosti Zkou3ejiciho Zadavatelem pro
dalSi Studie a zajisténi dodrzeni platnych pravnich
predpisU.

V pfipadé, Ze ZkouSejici pfestane byt schopen nebo
ochoten vykonavat své povinnosti podle této Smiouvy,
Zdravotnické zafizeni bude v dobré vife spolupracovat
a promptné pomdze najit nahradu za Zkousejiciho
pijatelnou pro spole¢nost Pharm-Olam a Zadavatele.
Je na vyluéném uvézeni spoleénosti Pharm-Olam a
Zadavatele, zda takovou nahradu pfijmou. V pfipade,
Ze piijatelny nahradnik neni nalezen, tato Smlouva
mUze byt vypovézena spole¢nosti Pharm-Olam podle
¢l. 13 této Smiouvy.

V pfipadé, Ze Zkousejici bude nahrazen za podminek
shora uvedenych, ZkouSejici, Zdravotnické zafizeni a
Pharm-Olam uzaviou dodatek k této Smlouvé s novym
zkouSejicim, jimZ se stanovi, ze Zkou3ejici pfestane
byt stranou této Smlouvy a novou stranou této Smlouvy
se stane novy zkousejici.

Zadavatel ma pravo dle svého uvaZeni jmenovat
novou smluvni vyzkumnou organizaci (CRO) (o tomto
budou Zdravotnické zafizeni a ZkouSejici okamzité
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informed in writing). Upon such appointment, the
parties agree that this Agreement will be assigned to
the new CRO, if so 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
a copy of Informed Consent form, both
containing language as approved by
Regulatory Authority and relevant IEC/IRB;

2. untl 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.

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 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 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

pisemné informovani). Strany souhlasi, Ze po takovém
jmenovani postoupi tuto Smlouvu nové CRO, je-li to
pozadovano.

2. Regulaéni odpovédnost

ZkouSejici ani Zdravotnické zafizeni nezahaji Studi:

1. dokud spole¢nost Pharm-Olam neposkytne
ZkouSejicimu  a/nebo  Zdravotnickému
zafizeni kopii Protokolu a kopii formulafe
Informovaného souhlasu, oboji ve znéni, jak
je schvalil Regulaéni Ufad a pfislusna EK,

2. dokud ZkouSejici nevyplni a nepodepiSe
formulai  majetkového pfiznani (Financial
Disclosure Form) a jakékoli pfipadné
nezbytné ekvivalenty tohoto dokumentu
platné v pfislusné zemi, nezarudi, ze
poskytnuté informace jsou pravdivé a
spravné, a neposkytne informace o jakychkoli
jinych pfipadech stfetu zajmG. Zkousejici se
timto zavazuje, Ze okamzité vyrozumi
spole¢nost Pharm-Olam a/nebo Zadavatele o
jakékoli zméné tykajici se majetkovych
pfiznani, ktera pfipadné nastanou v priibéhu
provadéni Studie a jeden (1) rok po
dokonceni Studie.

ZkouSejici a Zdravotnické zafizeni poskytne
spole¢nosti Pharm-Olam  kopie jakékoliv pfimé
korespondence s EK a/nebo jinym obdobnym mistnim
organem tykajici se zhodnoceni Studijni dokumentace.

ZkouSejici zajisti, Ze pisemny formulaf Informovaného
souhlasu schvaleného EK a/nebo Regulaénim Gfadem
bude ziskan od kazdého Subjektu hodnoceni jesté
pfed zahajenim Studie.

Tento formuldf Informovaného souhlasu bude
obsahovat zmocnéni umozfiujici Zdravotnickému
zafizeni a Zkou$ejicimu pouZit a odhalit zdravotni
informace kazdého Subjektu hodnoceni v anonymni
podobé nebo pod pseudonymem spole¢nosti Pharm-
Olam a/nebo Zadavateli a vSem pfislusSnym
Regulatnim  dfadim. Déle text formulafe
Informovaného  souhlasu umozni vyuZiti téchto
informaci ze strany spolenosti Pharm-Olam a
Zadavatele a jejich zaméstnanc a zmocnéncl pro
UCely pfedvidané touto Smlouvou v souladu se vemi
Pravnimi pfedpisy na ochranu udajd. Zdravotnické
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the |EC/IRB and/or equivalent Regulatory Authority,
the Institution and 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.

The treatment of Trial Subjects will not be initiated until
all Regulatory and IEC/IRB approvals and consents
are received by Pharm-Olam.

3. Study Data

The Institution and Investigator agree to record all
Study Data (including, without limitation, CRFs or
eCRF’s, 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
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

zafizeni a  ZkouSejici  podpofi  nepferuSené
pfezkoumavani Studie ze strany EK a/nebo
obdobného Regulaéniho Ufadu tim, Ze bude
pravidelné informovat EK o postupu Studie, v¢etné
naboru  Subjektd  hodnoceni,  zaleZitostech
bezpecnosti, novych informacich atd. Dale bude
Zdravotnické  zafizeni predkladat EK a/nebo
Regulaénimu dfadu k jejich zhodnoceni veSkeré
dodatky ke Studijni dokumentaci, které mohou
zaséhnout do prav Subjektd hodnoceni, jejich
bezpecnosti ¢i pohody.

Lécba subjektti hodnoceni nebude zahajena, dokud
nebudou spolecnosti Pharm-Olam ziskana veSkera
povoleni a souhlasy od Regula¢niho ufadu a EK.

3. Studijni data

Zdravotnické zafizeni a ZkouSejici souhlasi s tim, ze
budou zaznamenavat vSechna Studijni data (mimo jiné
CRF nebo eCRF, laboratorni z&znamy, slides a
zpravy) vytvorend jako vysledek provadéni Studie
(spoleéné dale ,Studijni Data“) v€as, presné,
kompletné, citelnym zplsobem ve formé popsané
v Protokolu a v souladu se v3emi pfislusnymi pravnimi
pfedpisy a regulacnimi opatfenimi. ZkouSejici ucini
pfiméfena a obvykla opatfeni, véetné pravidelného
zalohovani pocitaovych souborl, k zabranéni ztraty
nebo zmény jakychkoliv Studijnich dat.

ZkouSejici  zajisti, Ze veSkeré Udaje zadané do
Formulafe pro zaznam Subjektl hodnoceni (nebo
eCRF) [Case Report Form] budou odrézet skute¢ny
stav Subjektu hodnoceni. ZkouSejici prezkouma
vSechny CRF (nebo eCRF) a zkontroluje, zda Udaje
souhlasi s pfislusnymi informacemi v Klinickych
zdznamech Subjektu hodnoceni co do pfesnosti a
Uplnosti Udaju a Gitelnosti polozek, opravi nespravné
Udaje, zaznamend uZiti souasné podavanych léCiv,
nahlasi Nezadouci udalosti, soub&zné nemoci a
zdokumentuje dlvody vynechanych navstév ¢i
vySetfeni.

Zdravotnické zafizeni a ZkouSejici se zavazuji
spolupracovat  se  spoleénosti  Pharm-Olam,
Zadavatelem a/nebo se zastupci spolecnosti Pharm-
Olam nebo Zadavatele a monitory Studie na zakladé
jejich z&dosti, pfi promptnim feSeni jakychkoliv
nesrovnalosti nebo chyb obsazenych v CRF (nebo
eCRF) a pfi provadéni nahodnych kontrol zaznami
Subjektl hodnoceni, laboratornich zaznam(, nebo
jinych vstupnich datovych zdroju zaznamenanych
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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 5 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 and Sponsor in anonymous or
pseudonymous form only.

All Study Data (except medical records and subject
identification lists) shall be the sole property of Sponsor
and may be freely utilised 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
(30) 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 and/or
Investigator will notify Pharm-Olam and or Sponsor
within twenty-four (24) hours (whenever possible,
immediately by telephone or fax) of any serious

v CRF (nebo eCRF). B&hem provadéni Studie, jsou
Pharm-Olam nebo jeho zastupci opravnéni, po
pfedchozim pisemném ozndmeni a béhem obvyklé
pracovni doby pfezkoumavat a ovéfovat a
pfilezitostné, v pfipadech povolenych zakonem,
pofizovat kopie (pouze pseudonymnich nebo
anonymizovanych dat), vSech Studijnich Dat mimo jiné
origindll zprav laboratornich testd a nélezu
z vySetieni, a vdech jinych poznamek, grafd, zprav
elektronickych zdravotnich zaznam( nebo memorand
tykajicich se Subjektt hodnoceni zafazenych do
Studie. Kromé toho, b&hem provadéni Studie a po
pfiméfenou dobu (nejméné 5 let) po dokonéeni Studie,
Pharm-Olam, Zadavatel nebo jejich zastupci budou
opravnéni  k pfezkoumani  zdravotnich  zaznamu
Subjektl hodnoceni nebo ovéfenych kopii jakychkoliv
elektronickych zdravotnich zaznami tykajicich se
Studie pouze pro UCely auditu podle pfislusnych
pravnich pfedpist. Nejpozdéji deset (10) dnl po
dokonceni nebo ukonéeni Studie, Zkousejici poskytne
spoleénosti Pharm-Olam origindly CRF (nebo eCRF)
kazdého Subjektu hodnoceni s detailnim popisem
vysledkli a zavérd lécby poskytnuté takovému
Subjektu hodnoceni v souladu s Protokolem a prevede
spole¢nosti Pharm-Olam veSkera Studijni Data (vyjma
zdravotnich  zaznamd a identifikace  Subjekti
hodnoceni). Osobni data Subjektd hodnoceni budou
pfevedena na Pharm-Olam a Zadavatele vyluéné
v anonymni podobé nebo pod pseudonymem.

Veskera Studijni data (vyjma zdravotnich zdznamu a
identifikace Subjektd hodnoceni) jsou vyluénym
vlastnictvim Zadavatele a mohou byt volné vyuzivany
Zadavatelem. Se vSemi takovymito Studijnimi Daty
bude zachazeno jako s Ddvérnymi informacemi a
podléhaji povinnosti mi€enlivosti, jak je uvedeno
v €lanku 9 nize.

ZkouSejici zajisti, aby byla veSkera Studijni data
poskytnuta spoleénosti Pharm-Olam nebo Zadavateli
do fficeti (30) dnd od zavéreéné navstévy ve
Zdravotnickém zafizeni.

4. Nezadouci udalosti

V' souladu s Protokolem Zdravotnické zafizeni a
ZkouSejici obdrzi konkrétni pisemné pokyny ohledné
ohlaSovani NeZadoucich udalosti. Zdravotnické
zafizeni alnebo ZkouSejici vyrozumi Pharm-Olam
a/nebo Zadavatele nejpozdéji do dvaceti Ctyf (24)
hodin (je-li to mozné pak okamzité telefonem nebo
faxem) o jakychkoliv Nez&doucich udélostech a/nebo

Pharm-Olam Study ref.No./ Ref. &. Studie Pharm-Olam: 1103
No of Site/ Cislo centra: 229

Protocol No./ Cislo Protokolu: IT001-302

Clinical Trial Agreement

Page/Strana 11 of/z 36

Confidential & Proprietary
Divémé



Investigator/zkousejici [ NGTGTcNGNGNGNGNGEEEEEEEE

Institution/Zdravotnické zafizeni: Thomayerova nemocnice

Country/Zemé Czech Republic

Adverse Events and/or unexpected Adverse Events.
Institution and/or Investigator shall ensure, that
acceptance of this report is confirmed by Pharm-
Olam’s and/or Sponsor’s authorised 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 and Investigator warrant that Pharm-Olam
and Sponsor have access to Study documentation,
including records on any pharmacy dispensing the
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, as well as to
audit records, CRFs, 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

neoCekavanych NeZadoucich udalostech.
Zdravotnické zafizeni a/nebo ZkouSejici zajisti, Ze
pfijeti takovéto zpravy bude pisemné potvrzeno
opravnénou osobou spole¢nosti Pharm-Olam a/nebo
Zadavatele. ZkouSejici a Zdravotnické zafizeni se
zavazuji zaznamenat podrobnosti do pfislusného
formulare v CRF (nebo eCRF). Bude-li potfeba vyresit
nebo vy3etfit NeZadouci udalost podrobnéji, Zkousejici
a Zdravotnické zafizeni poskytnou spole¢nosti Pharm-
Olam a Zadavateli plnou soucinnost. Podrobnéjsi
pisemnou zpravu poda Zkousejici do péti (5) dnli podle
instrukci v Protokolu nebo podle dalSich pisemnych
pokynll. Zadavatel nebo podle okolnosti ZkousSejici
vyrozumi EK a/nebo Regulacni Ufad v ¢asovém ramci
uréeném EK nebo Regulaénim Ufadem.

5. Monitoring a ovéreni dat

Zdravotnické zafizeni a Zkousejici zaruéuji, ze Pharm-
Olam a Zadavatel budou mit pfistup ke Studijni
dokumentaci, véetné zaznami vydeje Hodnoceného
léCiva, srovnavaciho pfipravku a vedlejSiho léCiva
(budou-li se vydavat) ze strany Lékarny, b&hem
obvyklych pracovnich hodin k monitorovani provadéni
Studie, vCetné pfevzeti, nakladani, uskladnéni a
vydeje Hodnoceného léciva, srovnavaciho pripravku a
vedlejsiho 1&€iva, stejné jako k auditu zaznam(, CRF a
zdrojovych dokumentd. Zastupce spoleénosti Pharm-
Olam a Zadavatele po pfedchozim pisemném
oznémeni a béhem obvyklych pracovnich hodin bude
mit pfistup k CRF (nebo eCRF), klinickym zaznam(m
Subjektu hodnoceni a jinym relevantnim informacim o
Subjektu hodnoceni za ucelem provadéni monitoringu
Studie v souladu s ICH/GCP. Zdravotnické zafizeni a
ZkouSejici zaruCuji, ze budou piné spolupracovat se
spole€nosti Pharm-Olam a  Zadavatelem v rdmci
monitoringu a ovéfovani dat. Zdravotnické zafizeni
souhlasi s umoznénim pfimého pfistupu zastupcim
spoleCnosti  Pharm-Olam  nebo  Zadavatele k
nemocniénim zaznamim a veSkerym datim o
Subjektu hodnoceni vztahujicich se ke Studii, jakkoliv
jsou uchovavana, za UCelem ovéfeni zdrojového
dokumentu [Source Document Verification] (SDV).
ZkouSejici také souhlasi, Ze poskytne jakékoliv
informace chybéjici v CRF (nebo eCRF), opravi
jakékoliv chyby v datech a zkompletuje nemocnicni
Udaje tak, aby zajistil, ze zaznamy v CRF budou zcela
odpovidat datlim ze zdrojovych dat.

6. Audit a inspekce
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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
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

Zdravotnické  zafizeni  umozni  pfistup  do
Zdravotnického zafizeni a poskytne data tykajici se
Subjektu hodnoceni, veskerd Studijni data tykajici se
Studie a souvisejici informace pro Ucely auditu
zajisténi kvality [Quality Assurance audit] ze strany
spole¢nosti Pharm-Olam a/nebo Zadavatele (nebo jimi
povéfenych osob), nebo zastupcim Regulaénich
Uradl pro Ucely inspekce po pfedchozim oznameni v
ramci obvyklé pracovni doby.

Zdravotnické zafizeni okamZité (nejpozdéji do dvaceti
Ctyf (24) hodin) vyrozumi Pharm-Olam a Zadavatele o
jakémkoliv poZadavku Regulaéniho Ufadu k inspekci
nebo pfistupu k dokumentaci tykajici se Studie, a
pokud mu to prévni pfedpisy dovoli, umozni Ucast
zastupcl spoleénosti Pharm-Olam a Zadavatele u
takovéto inspekce k poskytnuti jejich vyjadieni a
zhodnoceni. ZkouSejici a/nebo Zdravotnické zafizeni
poskytne spoleCnosti Pharm-Olam a Zadavateli kopie
vSech  materiall, korespondence, stanovisek,
formulafli, a zaznam( obdrzenych, ziskanych nebo
vyhotovenych ~ Zdravotnickym  zafizenim  nebo
ZkouSejicim na zakladé jakékoliv takové inspekce,
kterd se tyka Studie nebo kterd ovlivni schopnost
Zdravotnického zafizeni nebo ZkouSejiciho provést
Studii, znichz vSechny mohou byt poskytnuty
spolenosti  Pharm-Olam, Zadavateli a jejich
zastupcdm.

7. Drzeni dokumentu

Zdravotnické  zafizeni souhlasi s uchovdvanim
veskeré dokumentace vztahujici se ke Studii mimo jiné
veskerych Studijnich dat, klinickych zaznam( Subjektt
hodnoceni, nemocni¢nich zaznamG a dalSich
relevantnich informaci o Subjektech hodnoceni v
zabezpe&eném archivu po dobu, kterd je vyZadovéna
platnymi  pravnimi pfedpisy (dale jen ,Doba
uchovavani zaznam@“). Pharm-Olam  a/nebo
Zadavatel jsou opravnéni ke kontrole zaznamu
kdykoliv v pribéhu doby uchovavani, po pfedchozim
oznameni, u€inéném v pfiméfené dobé. Zdravotnické
zafizeni musi dale zajistit, Ze veSkerd dokumentace
vztahujici se ke Studii bude uchovavéna na takovém
médiu, Ze bude zajisténa jejich Upinost a Citelnost po
celou vyzadovanou dobu uchovavani.

Zdravotnické zafizeni se zavazuje pisemné oznamit
Zadavateli nejméné Sedesat (60) dnii pfed uplynutim
Doby uchovavani zaznam(, a jak mize byt v té¢ dobé
pozadovano  Zadavatelem,  skuteCnost,  Ze
Zdravotnické  zafizeni a/nebo ZkouSejici zadle
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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,
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.

8. Investigational Product and Pharmacy

On behalf of Sponsor, Pharm-Olam shall provide at no
cost to the Pharmacy and/or 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. The Institution,
Investigator and Pharmacy 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
labelling 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 and 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

zaznamy podle pokynu Zadavatele pro Ucely
skladovani do jiného zafizeni. Pokud se Zdravotnické
zafizeni ocitne zjakéhokoli dlvodu v pozici, kdy
nem(ze nadale zdznamy po Dobu uchovavani
zédznami uchovavat, bude o tom ihned informovat
spolecnost Pharm-Olam a Zadavatele.

ZkouSejici bude uchovévat, drzet a udrZovat
pfiméfené a presné zdrojové dokumenty a zaznamy
hodnoceni, které budou zahrnovat pfisluSna

pozorovani kazdého ze Subjektd hodnoceni a zajisti,
Ze zdrojova data budou pfifaditelna, Citelna, aktualini,
originalni, pfesna a kompletni. Zména zdrojovych dat
(véetné elektronickych zdravotnich zaznam() bude
dohledatelnd a nebude prekryvat plvodni zapisy a
bude vysvétlena ze strany ZkouSejiciho bez
zbyte¢ného odkladu, bude-li to Zadavatel povazovat
za potfebné.

Vstoupi-li Zdravotnické zafizeni do likvidace bez
pravniho nastupce nebo zjisti-li pfislusny soud upadek
Zdravotnického zafizeni, pak Zdravotnické zafizeni
okamzité o tomto vyrozumi Zadavatele a poskytne
Zadavateli prileZitost k dal§imu uchovani zaznama.

8. Hodnocené 1éivo a Lékarna

Jménem Zadavatele, Pharm-Olam poskytne zdarma
Lékarné a/nebo Zdravotnickému zafizeni Hodnocené
léCivo a v pfipadé potfeby, srovnavaci pfipravek stejné
jako ostatni stanovend vedlejSi 1éCiva, v mnoZstvi
pfimérené stanoveném Zadavatelem
jako dostateCném pro Ucely provadéni  Studie.
Zdravotnické zafizeni, ZkouSejici a Lékarna budou
udrzovat kontrolu nad Hodnocenym  IéCivem,
srovnavacim pfipravkem a pfimym vedlejSim IéCivem
a zajisti, ze Hodnocené IéCivo bude ulozeno a bude
s nim nakladano v souladu s pisemnymi instrukcemi
spolecnosti Pharm-Olam nebo Zadavatele, jak bude
uvedeno na etiketé Studijniho materialu, v souladu
s pfisluSnymi  regulaénimi  pozadavky, v souladu
sICH/GCP a zplsobem uvedenym v Protokolu.
Zdravotnické zafizeni a ZkouSejici pouZiji Hodnocené
léCivo, srovnavaci pfipravek, vedlejsi 1éCivo vyluéné
pro UCely provadéni Studie v pfisném souladu
s Protokolem a nepouzije je pro zadny jiny ucel, a
nepfedaji Hodnocené [éCivo, srovnavaci pfipravek a
vedlejSi 1éCivo Zadné freti strang. Zdravotnické
zafizeni a ZkouSejici zajisti, aby Hodnocené lécivo,
srovnavaci pfipravek a pfima vedlejSi IéCiva byly
uskladnény a bylo snimi nakladano bezpecnym
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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
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 Pharmacy. Institution warrants that any
handling with Investigational Product shall be done in
compliance with good pharmacy, storage and
distribution practice according to Pharmaceuticals Act
No. 378/2007 as amended, Good Clinical Practice
Regulation No. 226/2008 and in accordance with
Pharmaceuticals Manufacture and  Distribution
Regulation No. 229/2008 as amended.

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, Sub-Investigator or
other Study Team member during the performance of

zplsobem tak, aby bylo zabranéno jakémukoli
pfistupu  knim ¢ jejich vyuzivani  jakoukoli
neopravnénou osobou, a budou i vjinych ohledech
dodrzovat pfiméfend bezpeénostni opatfeni, ktera
Zdravotnické zafizeni a ZkouSejici obvykle realizuji
v souvislosti s podobnymi materialy, které maji ve
svém drzeni. Vpfipadé, ze jakakoliv Cast
Hodnoceného |éCiva, srovnavaciho pfipravku nebo
vedlejSiho léciva bude ztracena, poSkozena, nebo
zniCena béhem doby, kdy se bude nalézat ve
Zdravotnickém zafizeni, Zdravotnické zafizeni bude
odpovédné spoleénosti Pharm-Olam a Zadavateli za
naklady spojené s nahrazenim Hodnoceného léCiva,
srovnavaciho pfipravku a vedlejSiho IéCiva a vyvine
nejlepsi usili k zajisténi toho, Ze harmonogram Studie
stanoveny v Protokolu nebude opozdén jako dusledek
ztraty, poSkozeni nebo zni¢eni Hodnoceného léCiva,
srovnavaciho pfipravku nebo vedlejSiho I&Civa.

Strany berou na védomi a souhlasi, ze Hodnocené
léCivo je a zlstane ve vyluéném viastnictvi Zadavatele.

Hodnocené |éCivo obdrZi, bude skladovat a vydavat
Lékarna. Zdravotnické zafizeni zaruCuje, Ze nakladani
s Hodnocenym lécivem bude v souladu se spravnou
lékérenskou, skladovaci a distribuéni praxi podle
zkona ¢&. 378/2007 Sb., o IéCivech, upraveny
pfedpisem €. 226/2008 Sb., o spravné klinické praxi a
blizSich podminkach klinického hodnoceni léciv a v
souladu s prfedpisem €. 229/2008 Sb., o vyrobé a
distribuci léCiv ve znéni pozdéjsich predpist.

Pfevzeti Hodnoceného IéCiva bude potvrzeno
pisemnym pfedavacim protokolem podepsanym
pfijemcem.

Odména za lékérenské sluzby bude konkretizovana
v Pfiloze 1.

9. DGvérnost

Strany souhlasi, Ze veSkeré informace, materialy a
dokumenty povaZované spoleCnosti Pharm-Olam
nebo Zadavatelem jako duvérmné nebo v jejich
vlastnictvi, poskytnuté Zdravotnickému zafizeni, jeho
zaméstnancim, véetné Zkousejiciho, zmocnénclm,
subdodavatelim a pfidruzenym  spole¢nostem
(spole¢né ,Piijimajici Strana®), ze strany spoleCnosti
Pharm-Olam nebo jménem spolecnosti Pharm-Olam
a/nebo Zadavatelem, ke kterym Pfijimajici Strana
mohla mit pfistup v souvislosti se Studii, nebo které
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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 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 and 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 contract 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. is already known to the Institution and/or
Investigator as evidenced by records
predating disclosure under this Agreement;

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

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

4. is independently developed by the Institution
and/or Investigator without use of or reliance

byly  rozvinuté & vyvinuté  ZkouSejicim,
Spoluzkousejicim nebo jinym &lenem Studijniho tymu
pfi provadéni Studie podle této Smlouvy a vzdy
zahrnujici bez omezeni Protokol, Informace pro
ZkouSejiciho, Studijni data, osobni Udaje 0 Subjektu
hodnoceni, informace tykajici se prav duSevniho
vlastnictvi, slozeni, vyroby, farmakologie, klinické
Ucinnosti a bezpecnosti a klinického vyzkumu ve véci
Hodnoceného léCiva nebo jinych Zadavatelovych
produktd ¢i navrhovanych produktt budou povazovany
za divérné a vjeho vlastnictvi (spolu dale jenom
,D0vémné informace®). V pribéhu trvani této Smlouvy,
vCetné prodlouZeni jejiho trvani, a po dobu deseti (10)
let po ukonCeni této Smlouvy, Pfijimajici strana nesmi
zpfistupnit Davérné informace bez predchoziho
pisemného souhlasu spolecnosti Pharm-Olam nebo

Zadavatele. Bez ohledu na vySe uvedené,
Zdravotnické zafizeni a ZkouSejici mohou zvefejnit
tyto informace tém tfetim  strandm  (napf.

Spoluzkou$ejicim a ¢&lenim Studijniho tymu), které
potiebuji byt obeznameny s témito informacemi, aby
mohly provadét Studii, av8ak pod podminkou, Ze
vSechny tyto tfeti strany podléhaji zakonné povinnosti
zachovavat mienlivost jsou vazany dlivérnosti ve své
pracovni smlouvé, a to nejméné tak restriktivné, jaké
jsou ustanoveni této Smlouvy. Zdravotnické
zafizenilZkouSejici nese odpovédnost za jakékoli
poruSeni podminek miCenlivosti témito  tfetimi
stranami.

Povinnost micenlivosti se neuplatni na Dlvérné
informace:

1. které jsou jiz Zdravotnickému zafizeni a/nebo
ZkouSejicimu zndmé a tato skuteCnost je
doloZena zaznamy, které Casové pfedchazeji
okamziku, kdy D(vérné informace byly
zpfistupnény  Zdravotnickému  zafizeni
a/nebo Zkousejicimu podle této Smlouvy,

2. které jsou Ci vejdou ve zndmost nebo se
stanou vefejné pfistupnymi jinak nez
konanim ¢ opomenutim ze strany
Zdravotnického zafizeni a/nebo ZkouSejiciho
v rozporu s touto Smlouvou, nebo

3. se stanou znamymi Zdravotnickému zafizeni
a/nebo Zkousejicimu ze zdroji nezavislych
na sdélujici strang, pficemz tyto zdroje maji
pravo tyto informace prozradit, nebo

4. se kterou se Zdravotnické zafizeni a/nebo
Zkousejici seznamil nezavisle a bez pouZiti
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on the Confidential Information as evidenced
by written records.

5. is required to be disclosed or made available
by the Institution and/or Investigator to a third
party pursuant to any applicable law,
governmental regulation, or decision of any
court of competent jurisdiction; provided that
the Institution and/or 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 and/or

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 and/or
Investigator.

The Parties acknowledge that this Agreement is
mandatorily published contracts pursuant to Act No.
340/2015 Coll. (the Act on the Contract Register).
The Parties have agreed that the publication of this
Agreement in the Contract Register pursuant to
Section 5 par. 1 of the above mentioned act shall be
performed by the Institution without undue delay,
however not later than 30 days after conclusion of
this Agreement. Neither Sponsor nor Investigator
shall be authorized to publish this Agreement, unless
Institution does not do it within required deadline (as

Davérnych informaci ¢i aniz by se na Divérné
informace  spoléhal, jak je dolozeno
pisemnymi zaznamy,

5. okterych je vyzadovano, aby byly prozrazeny
Ci zpfistupnénymi ze strany Zdravotnického
zafizeni a/nebo ZkouSejiciho tfeti osobé
podle pouziteiného prévniho pfedpisu,
regulaéniho opatfeni vefejné moci, nebo
rozhodnuti soudu v pfislusné jurisdikci; pod
podminkou, Ze Zdravotnické zafizeni a/nebo
ZkouSejici ozndmi v dostate¢ném predstihu
spole¢nosti Pharm-Olam a Zadavateli takové
zvefejnéni a vyvinou nejlepsi Usili k omezeni
takového zvefejnéni a wudrzi zavazek
davérnosti k takovym Davérnym informacim
stim, Zdravotnické  zafizeni a/nebo
ZkouSejici umozni spole¢nosti Pharm-Olam
a/nebo Zadavateli ucinit pokus o omezeni
takového zpfistupnéni tim, ze pozadaji o
vydani pfedbézného opatfeni nebo se jinak
pokusi o ddvémné zachazeni s Duvémymi
informacemi fadnymi pravnimi prostfedky.

Duvérné informace zlstanou ve vyluéném viastnictvi
spolenosti Pharm-Olam nebo Zadavatele (dle
situace). Nic, co je obsaZeno v této Smlouvé nebude
povazovano jako udéleni prava nebo licence, at
vyslovné nebo micky, ze strany spolecnosti Pharm-
Olam, Zadavatele nebo jinou tfeti stranou
Zkousejicimu, sohledem na Davérné informace,
k jakémukoliv patentu, pravu autorskému, ochranné
znamce, obchodnimu tajemstvi nebo k jakémukoliv
pravu duevniho vlastnictvi. Nic, co je obsaZeno v této
Smlouvé nebude povaZovano jako udéleni prava nebo
licence, at uz vyslovné nebo micky, Zdravotnickym
zafizenim nebo ZkouSejicim, Zadavateli nebo
spolecnosti Pharm-Olam, s ohledem na jakékoliv
Duvérné informace Zdravotnického zafizeni a/nebo
Zkousejiciho.

Strany berou na védomi, Ze tato Smlouva je povinné
uvefejiovanym  dokumentem podle zakona ¢&.
340/2015 Sbh. (zékon o registru smluv). Strany se
dohodly, ze uvefejnéni této Smlouvy prostiednictvim
registru smiuv podle § 5 odst. 1 citovaného zakona
bude provedeno Zdravotnickym zafizenim bez
zbyteéného odkladu, nejpozdéji vsak do 30 dnd od
uzavieni Smlouvy. Zadavatel ani ZkouSejici nejsou
opravnéni k uvefejnéni této Smlouvy, ledaze
Zdravotnické zafizeni tak ve stanovené Ihité (jak je
uvedena vySe) neucini. V takovém pfipadé pfevezme
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set forth above). In such a case Pharm-Olam will take
the responsibility for publication and for delivery of
confirmation to other Parties.

The Institution is further obliged to deliver a
confirmation of the publication to the other Parties.

The Parties understand that the information
constitution business secrets of the Parties and other
information that is not subjected to the obligations of
disclosure, is redacted before the Agreement is sent
for publication. Therefore, the Parties shall have an
opportunity to review and redact any sensitive and
confidential information contained in the Agreement
prior to publication. In addition, the Parties agree that
before publication Sponsor and Pharm-Olam shall
ensure personal data (including name and surname,
any type of ID numbers, birthdates, addresses,
telephone numbers, bank accounts, etc.) of any
individual referred to in this Agreement is protected in
accordance with the applicable privacy laws and
redact, in particular and if applicable, the number of the
Study subjects as well as the Study Budget, which form
integral parts of the Agreement.

10. Publications

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
multicentre 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, multicentre publication of the
complete multicentre study results.

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

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

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

Pharm-Olam odpovédnost za uvefejnéni a doruéeni
potvrzeni ostatnim Stranam.

Zdravotnické zafizeni je dale povinno dorucit potvrzeni
0 uverejnéni Smlouvy ostatnim Stranam.

Strany jsou srozumény s tim, Ze informace tvofici
obchodni tajemstvi Stran a dalSi informace, které
nepodléhaji povinnosti uvefejnéni, budou pied
odeslanim Smlouvy k uvefejnéni zneCitelnény. S
ohledem na uvedené maji Strany moZnost pfed
zvefejnénim posoudit a znecitelnit jakékoli citlivé a
divémé informace obsazené ve Smlouvé. Dale,
Strany souhlasi s tim, Ze Zadavatel a Pharm-Olam
pfed uvefejnénim zajisti ochranu osobnich Udajl
(vCetné jména a pfijmeni, jakéhokoliv typu
identifikacnich udajd, dat narozeni, adres bydlisté,
telefonnich Cisel, bankovnich uctd apod.) jakékoli
fyzické osoby zminéné ve Smlouvé v souladu s
pravnimi pfedpisy na ochranu osobnich Udajli a
znecitelni  zejména  poCet Subjektl  hodnoceni
zafazenych do Studie, jakoz i rozpocet Studie, ktery
tvofi nedilnou sou¢ast Smlouvy.

10. Publikace

Vysledky Studie nebo jejich ¢ast nebudou
Zdravotnickym zafizenim i ZkouSejicim prezentovany
ani publikovany &i jinak zvefejfiovany bez pfedchoziho
pisemného souhlasu Zadavatele.

Strany berou na védomi, Ze Studie je soucasti
multicentrické studie a ze zamérem Stran je, aby
k prvnimu publikovani a/nebo prezentovani vysledki
Studie doslo v ramci spolené multicentrické publikace
vysledk( multicentrické studie jako celku.

Bez pisemného souhlasu Zadavatele Zdravotnické
zafizeni a ZkouSejici nepredlozi vysledky Studie
k publikovani & zvefejnéni, dokud nedojde
ke zvefejnéni vysledk( multicentrické studie jako celku
nebo pfedtim, nez nastane nékterd z nasledujicich
alternativ:

1. Zadavatel potvrdi, Ze nebude provedena
Zadna multicentricka publikace nebo

2. uplyne osmnact (18) mésici od ukonceni
analyz dat ze strany Zadavatele v ramci
multicentrické studie jako celku;
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3. 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 and
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
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 and/or the Investigator refrigerator,
machine read urine dipstick (in case of needs), min-
max thermometers (“Equipment”) terms of conditions
shall be governed by separated loan agreement by and
between Institution/Investigator and ~ Pharm-
Olam/Sponsor.

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

3. vobou pfipadech za podminky, Ze jesté pied
navrhovanou publikaci pfedloZi Zadavatel
data  shromézdénd  vrédmci  Studie
americkému Ufadu pro kontrolu potravin a
léCiv (US Food and Drug Administration)
a/nebo jakémukoli jinému kontrolnimu organu
v oblasti zdravotnictvi v jakékoli jiné zemi.

Zdravotnické zafizeni a ZkouSejici poskytnou
Zadavateli ke zhodnoceni kopii publikace nebo
prezentace, a to nejméné Sedesat (60) dni pred
pfedloZzenim takového materidlu k publikaci  &i
uvefejnéni. Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze budou postupovat v souladu s jakymikoliv
zménami  uinénymi  Zadavatelem,  vCetné
nepublikovani ¢lankd, bude-li to vhodné.

V pfipadé, Ze Zadavatel vyrozumi Zdravotnické
zafizeni a ZkouSejiciho o tom, Ze hodld podat
patentové pfihlasky, Zdravotnické zafizeni a/nebo
ZkouSejici odloZi publikovani, prezentovani nebo jiné
zvefejnéni vysledkd Studie o dalSich devadesat (90)
dni, aby tak Zadavateli umoznil podat patentovou
pfihlaSku. Zadavatel je opravnén pouzivat, citovat a
dale rozSifovat pretisky védeckych, Iékarskych a jinych
publikovanych ¢lankd tykajicich se Studie, véetné
takovych pfetisk(i, znichz je patrné jméno
Zkousejiciho a/nebo Zdravotnického zafizeni.

11. Viybaveni

Jménem Zadavatele, Pharm-Olam poskytne zdarma
Zdravotnickému zafizeni a/nebo ZkouSejicimu lednici,
pfistroj na zhodnoceni mogovych prouzk (v pfipadé
potieby), min-max teploméry (,Vybaveni®), pficemz
podminky se budou fidit samostatnou smlouvou o

vypUjéce uzavienou mezi Zdravotnickym
zafizenim/ZkouSejicim a  spoleCnosti  Pham-
Olam/Zadavatelem.

12. Vynélezy

VeSkera data, informace a vysledky Studie
generované v souvislosti se Studii, mimo jiné,
vypinénych eCRFs a jakychkoli dalSich vykazd,
zpracovanych Zdravotnickym zafizenim, ZkouSejicim
a/nebo ¢lenem Studijniho tymu v pribéhu Studie, jsou
vylu€nym vlastnictvim Zadavatele

Strany se dohodly, Zze Zadavateli pfislusi vSechna
prava, naroky a podily na jakémkoli vynalezu nebo
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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
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 effective 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 until terminated
early in accordance with this Article.

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

objevu (at uz mohou byt pfedmétem patentové
pfihlasky €i nikoli), plynoucich z provadéni Studie
pouzivani Hodnoceného léciva ¢i Davérnych informaci
(»Vynélez").

UCini-li Zdravotnické zafizeni, ZkouSejici a/nebo ¢len
Studijniho  tymu jakykoli Vynalez, Zdravotnické
zafizeni je povinno o této skuteCnosti Zadavatele
neprodlené pisemné informovat.

Zdravotnické zafizeni a ZkouSejici souhlasi s tim, ze
veSkera prava kVynalezdm jsou vlastnictvim
Zadavatele a postupuji timto veSkery podil na
jakémkoli takovém Vynalezu Zadavateli a souc¢asné se
zavazuji, ze totéz provedou autofi takového Vynélezu,
a to bez jakychkoli zavazk( a naroki na odménu vyjma
téch, které vyplyvaji ztéto Smlouvy. Zdravotnické
zafizeni prohlasuje, Ze jakakoliv osoba poskytujici
Sluzby nebo jinak se uCastnici Studie je vazana
povinnosti vyZadujici, aby takova osoba postoupila
Zdravotnickému zafizeni veSkera prava, pravni tituly a
podily na vdech Vyndlezech a pfisluSnych prévech
duSevniho vlastnictvi, a ve které souhlasi
s poskytnutim soucinnosti Zdravotnickému zafizeni pfi
ziskani a domahani se ochrany patentli anebo jiné
ochrany vlastnickych prav, jak jsou zminény vyse.

Zdravotnické zafizeni a Zkou$ejici jsou povinni
poskytnout Zadavateli pfiméfenou soucinnost pfi
podavani a uplathovani pfipadnych patentovych
piihladek ve vztahu k Vynalezim, a to na naklady
Zadavatele.

Pokud platné pravni pfedpisy neumozriuji pfevod
Viyndlez(i Zadavatele, udéluji timto Zdravotnické
zafizeni a ZkouSejici Zadavateli vyhradni, trvalou,
neodvolatelnou, celosvétové platnou a bezlplatnou
licenci s pravem udélit sublicenci jakékoli tieti strané
na uzivani Vynalez(i Zadavatele k jakymkoli ucellm.

13. Doba trvani a zanik Smlouvy

Tato Smlouva nabyva Ucinnosti dnem posledniho
podpisu na podpisové strané mezi podepsanymi
Stranami a jeji platnost trva do ukonéeni Studie, anebo
do okamZiku pfedCasného zaniku Smlouvy podle
ustanoveni tohoto ¢lanku.

Spoleénost Pharm-Olam je opravnéna kdykoliv
pozastavit Studii s okamZitou platnosti, ke dni doruéeni
takového ozndmeni druhym Stranam. Spolegnost
Pharm-Olam je opravnéna kdykoliv vypovédét tuto
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(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:

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 and/or 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

Smlouvu s tficeti denni vypovédni dobou, ato i
bez udani ddvodu, na zakladé pisemné vypovédi
doru¢ené Zdravotnickému zafizeni a ZkouSejicimu.

Pharm-Olam muze vypovédét tuto Smlouvu bez
stanoveni vypovédni doby s U¢inky zaniku Smlouvy ke
dni doruceni vypovédi druhé Strané, v nasledujicich
pfipadech:

1. souhlas k provadéni Studie byl vzat zpét
pfisluSnou EK nebo pfislusnym Regulaénim
UFadem,

2. rozsah nebo zavaznost Nezadoucich udalosti
ve  vztahu  kHodnocenému  IéCivu
podavanému v ramci Studie jsou podkladem
pro okamzité pferudeni Studie,

3. Zdravotnické zafizeni nebo ZkouSejici
nenabere  dostatecny poCet  Subjektu
hodnoceni k dosazeni cilll Studie,

4. okolnosti, které podle nazoru spoleCnosti
Pharm-Olam nebo Zadavatele budou
predstavovat zdravotni riziko nebo ohrozeni
Zivotni pohody Subjektd hodnoceni,

5. poruseni pfislusnych pravnich pfedpist nebo
regulaénich opatfeni ze strany
Zdravotnického zarizeni a/nebo
Zkousejiciho,

6. poruSeni vyluGovacich a protikorupnich
ujednani ze strany Zdravotnického zafizeni
a/nebo Zkousejiciho,

7. UBast Zdravotnického zafizeni alnebo
ZkouSejiciho v konkurenénim  klinickém
hodnoceni.

Kterakoli Strana m0Ze odstoupit od této Smlouvy,
porusi-li druha Strana podstatnym zplsobem jakékoli
ustanoveni této Smlouvy, a které zarovefi nebude
napraveno ve Ih(té 30 dnid od pisemného oznameni o
takovémto poruSeni, s u€inky odstoupeni k marnému
uplynuti vySe uvedené Ihlty k napravé.

Zanikne-i tato Smlouva, Zdravotnické zafizeni a
Zkousejici se zavazuji Fadné ukondit Studii zplisobem,
ktery bude vzajemné mezi Stranami dohodnut s
piihlédnutim k nejlepSim z&jmum a blahu Subjektl
hodnoceni a bude navrzen tak, aby byl bezpecny pro

Pharm-Olam Study ref.No./ Ref. &. Studie Pharm-Olam: 1103
No of Site/ Cislo centra: 229

Protocol No./ Cislo Protokolu: IT001-302

Clinical Trial Agreement

Page/Strana 21 of/z 36

Confidential & Proprietary
Divémé



Investigator/zkousejici [ NGTGTcNGNGNGNGNGEEEEEEEE

Institution/Zdravotnické zafizeni: Thomayerova nemocnice

Country/Zemé Czech Republic

Study in accordance with ICH/GCP and in compliance
with all applicable laws, rules and regulations. The
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 @ 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
enrol fewer or more Trial Subjects than the number
agreed at the time of the signature of this Agreement,
in which eventually the payment due to the Investigator
will be made on a pro-rata basis.

Subjekty hodnoceni zaClenéné do Studie v souladu s
ICH/GCP a v souladu se vSemi pfisluSnymi pravnimi
pfedpisy, pravidy a regulaénimi opatfenimi.
Zdravotnické zafizeni a ZkouSejici se zavazuji, ze
vyvinou obchodné pfiméfené Usili k minimalizaci
nakladd spojenych s ukonéenim Studie. Tyto naklady
budou Zadavatelem uhrazeny podle vzajemné dohody
mezi Stranami. Ihned po ucinnosti zaniku Smiouvy,
Zdravotnické zafizeni poskytne spoleCnosti Pharm-
Olam vSechna Studijni Data, jakoz i jina data a
informace shromézdéné v souvislosti se Studii, a to ve
vdech formatech, zahrnujici elektronické formaty,
pocitadové soubory a programy. Poté co spoleCnost
Pharm-Olam obdrzi od Zdravotnického zafizeni
veSkerou dokumentaci, Studijni Data a informace
tykajici se Studie, zavazuje se spolecnost Pharm-
Olam uhradit Zdravotnickému zfizeni odménu v
souladu s Pfilohou 1 této Smlouvy a touto Smlouvou
za provadéni Studie (pomérné platby za vSechny
ukoncené Ukony nebo zapocaté ukony Zdravotnického
zafizeni a ZkouSejiciho nebo naklady, knimz se
Zdravotnické zafizeni a ZkouSejici neodvolatelné
zavazaly, pokud maji souvislost s témito tkony).

V pfipadé, Ze Studie bude ukonlena predCasné,
ZkouSejici souhlasi, Ze poskytne spole¢nosti Pharm-
Olam vS8echny kompletni z&znamy CRF alnebo
CasteCné vyplnéné ke dni ukonCeni Studie a taktéz
v8echny ostatni materialy tykajici se Studie, mimo jiné
Hodnocené léCivo. Zdravotnické zafizeni je opravnéno
si na bezpe¢ném misté, v souladu s ustanovenimi této
Smlouvy a pod podminkou dodrZeni poZzadavki
ohledné duvérnosti ponechat kopii Studijnich zaznamu
k archivaénim ucellm, a to dle poZadavkU pfislusnych
vnitrostatnich  pravnich  pfedpisti. ~ Zdravotnické
zafizeni a ZkouSejici poskytnou veSkeré dalSi
informace a/nebo zpravy tykajici se Studie, které
mohou byt v rozumné mife poZadované spoleénosti
Pharm-Olam a/nebo Zadavatelem.

Aby bylo mozné splnit Casovych harmonogram Studie,
vynalozi Zdravotnické zafizeni i ZkouSejici své
maximalni Usili na to, aby bylo dosaZeno zafazeni
nejméné jednoho pacienta mésicné.

Pharm-Olam a Zadavatel si taktéZ vyhrazuji pravo
pisemné udélovat pokyny Zdravotnickému zafizeni a
ZkouSejicimu k zafazeni vétsiho nebo mensiho poctu
Subjektl hodnoceni, nez je pocet ujednany v dobé
podpisu této Smlouvy, v takovém pfipadé budou platby
ZkouS$ejicimu poskytnuty na pomérném zakladé.
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Pharm-Olam and Sponsor shall be allowed to instruct
the Investigator and/or Institution to stop enrollment at
any time for any reason. For example, for a multicentre
trial, enrollment by Institution and/or 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 or Sponsor.

Sponsor indemnification of Investigator and Institution
shall be in accordance with the letter of
indemnification, which will be provided by Sponsorin 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
comply with any law or regulations applicable
to the performance of its obligations under

Pharm-Olam a Zadavatel jsou opravnéni udélit pokyn
ZkouSejicimu a/nebo Zdravotnickému zafizeni k
ukonceni naboru, a to kdykoliv a z jakéhokoliv divodu.
Pfikladné, v multicentrickém klinickém hodnoceni
mlze byt nabor ze strany Zdravotnického zafizeni
a/nebo Zkousejiciho ukonéen z didvodu, Ze byl
dosazen celkovy poCet nabiranych  Subjektl
hodnoceni v rdmci Studie. Pharm-Olam ani Zadavatel
timto neposkytuji Zadné prohlaseni ani zaruky ohledné
poctu Subjektd hodnoceni uréenych k naboru.

14. Odpovédnost a odSkodnéni

Zdravotnické zafizeni a ZkouSejici berou na védomi,
Ze vystupuiji jako nezvisli dodavatelé, a nikoliv jako
zaméstnanci spolecnosti Pharm-Olam ¢i Zadavatele.

OdSkodnéni  Zdravotnického  zafizeni  nebo
ZkouSejiciho ze strany Zadavatele se bude fidit
dopisem o odkodnéni [letter of indemnification], jenZ
bude  poskytnut  Zadavatelem v separatnim
dokumentu.

Zdravotnické zafizeni odSkodni, poskytne ochranu
a zprosti odpovédnosti spole¢nost Pharm-Olam,
Zadavatele a jejich zaméstnance, pfidruzené subjekty
a dodavatele v zélezitostech jakychkoliv narokl
u€inénych tfeti stranou z titulu:

1. nedodrzeni ustanoveni této  Smlouvy,
Protokolu, dohodnutych dodatkG  nebo
ddvodnych pisemnych doporuéeni a pokynt
spolecnosti  Pharm-Olam ¢ Zadavatele
tykajicich  se  Sluzeb  poskytnutych
Zdravotnickym zafizenim, jeho zaméstnanci,
pfidruzenymi subjekty, dodavateli
a Zkousejicim ¢i jeho spolupracovniky,

2. nedodrzeni jakychkoliv pravnich pfedpist
nebo regulaénich opatfeni pouZitelnych ke
spinéni zavazku podie této Smlouvy ze strany
Zdravotnického zafizeni, jeho zaméstnanc(,

this Agreement; pfidruZzenych subjekt, dodavatelt
a Zkousejiciho ¢i jeho spolupracovniki,

3. medical malpractice, negligent act or 3. zanedbani péce, nedbalostnim jednanim
omission or willful misconduct by the nebo  opomenutim, nebo  Umysinym
Institution, its  employees,  (including pochybenim, ze strany Zdravotnického
Investigator), affiliates and contractors; zafizeni, jeho  zaméstnanci  (vCetné

Zkousejiciho),  pfidruzenych  subjekti
a dodavateld,
Pharm-Olam Study ref.No./ Ref. &. Studie Pharm-Olam: 1103 Page/Strana 23 of/z 36 Confidential & Proprietary

No of Site/ Cislo centra: 229
Protocol No./ Cislo Protokolu: IT001-302
Clinical Trial Agreement

Davémné



Investigator/zkousejici [ NGTGTcNGNGNGNGNGEEEEEEEE

Institution/Zdravotnické zafizeni: Thomayerova nemocnice

Country/Zemé Czech Republic

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. To avoid of any
doubt, it is understood that Insurance policy of the
Institution is not an Insurance policy for the Study.

In no event shall Pharm-Olam be liable for any
damages or lost profits arising out of the provision of
Services hereunder, except to the extent such damage
or lost profit is a direct result of negligence by Pharm-
Olam.

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

Proof of such insurance shall be attached hereto as
Appendix of this Agreement.

15. Payments and Transparency

4. poruSeni (vEetné poruseni zaruk Stran) této
Smlouvy a/nebo Protokolu ze strany
Zdravotnického zafizeni, jeho zaméstnancu
(vEetné Zkousejiciho), pfidruzenych subjektl
a dodavateld.

Zdravotnické zafizeni, ZkouSejici a vSichni Elenové
Studijniho  tymu maji platné potiebné licence
a povoleni k provadéni klinickych studii. Zdravotnické
zafizeni a ZkouSejici budou mit platné a Ucinné
profesni a vSeobecné pojidténi odpovédnosti za Skodu
v pribéhu provadéni Studie, a to ve vysi dostatecné
pro pokryti jejich odpovédnosti za Skodu/Ujmu
pfipadné zplisobenou jako vysledek pochybeni nebo
zanedbani ze strany Zdravotnického zafizeni,
ZkouSejiciho nebo Studijniho tymu v rdmci provadéni
Studie. Toto pojisténi je srovnatelné s pojisténim, ktera
uzaviraji jini odbornici v oblasti biomediciny a jina
zafizeni zabyvajici se klinickymi vyzkumem. Diikaz o
takovém pojisténi bude poskytnut spole¢nosti Pharm-
Olam nebo Zadavateli na vyzadani. Pro vylouceni
vSech pochybnosti se rozumi, ze pojistna smlouva
Zdravotnického zafizeni neni pojisthou smlouvou pro
klinické hodnoceni.

Spole¢nost Pharm-Olam nebude v Zadném pfipadé
odpovédna za Skodu/Ujmu & usly zisk ztitulu
poskytovani Sluzeb podle této Smlouvy, s vyjimkou
pfipadd, kdy ke vzniku této Skody/Ujmy ¢i uslého zisku
dojde v pfimém dlsledku nedbalosti na strané
spolecnosti Pharm-Olam.

Zadavatel je povinen zajistit, aby pfed zahajenim
Studie bylo, vsouladu s pfislusnymi  pravnimi
pfedpisy, uzavfeno pojisténi odpovédnosti za Skodu
pro Zkousejiciho a Zadavatele, jehoz prostfednictvim
je zajisténo i odSkodnéni v pfipadé smrti Subjektu
hodnoceni nebo v pfipadé Skody vzniklé na zdravi
Subjektu hodnoceni v diisledku provadéni Studie.

Dukaz o uzavfeni takového pojisténi bude pFilohou
této smlouvy.

15. Platby a Transparentnost
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Maximal expected value payable per enrolled Trial
Subjects including all other fee is USD 17,240.

The Institution 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
capabilities 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) the conduct of clinical
trials; (i) performance of this agreement; and (i)
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, his/her

Maximalni pfedpokladana hodnota plnéni za zafazené
Subjekty hodnoceni véetné viech poplatkd ¢ini 17,240
usD.

Zdravotnické zafizeni bude odpovédné za platbu
jakékoliv mistni dané (budou-li takové).

Ve vétsiné zemi jsou vyrobci IéCiv a zdravotnickych
prostfedk( povinni podavat zpravy o veSkerych
hodnotnych vécech, které byly poskytnuty odbornym
zdravotnickym pracovnikim, véetné (mimo jiné)
plateb, ob&erstveni, vzdélavacich prileZitosti, dard,
nahrad vydajl a jinych plateb & hodnotnych véci. Tyto
zpradvy mohou byt zvefejiovany v souladu s platnymi
pravnimi  pozadavky. Zdravotnické zafizeni a
ZkouSejici se zavazuji, ze tyto informace poskytnou
a/nebo zvefejni. Zdravotnické zafizeni a Zkousejici
poskytuji svij vyslovny souhlas s tim, ze Zadavatel je
pro uely této Smlouvy oprédvnén uzivat,
shromazdovat, zpracovavat, zaznamenavat,
poskytovat a pfedavat jejich osobni udaje. Osobni
Udaje mohou zahrnovat jméno, kontaktni udaje,
informace o bankovnim spojeni, informace o
pracovnich zkuSenostech ¢i kvalifikaci, publikace,
Zivotopisy, informace o ziskaném vzdélani, vykonnosti
¢i kvalifikaci personalu a jiné informace, které jsou pro
Studii relevantni (déle jen ,Osobni udaje®). Zkousejici
timto dale prohlaSuje, Ze zpracovani jeho Osobnich
Udajl ze strany spole¢nosti Pharm-Olam a Zadavatele
(vCetné jejich vyuzivani, zvefejfiovani a pfedavani) je
nezbytné pro nasledujici ugely (dale jen ,Ugely"): (i)
provadéni klinickych hodnoceni, (i) plnéni této
Smlouvy a (iii) dodrzovani pravnich a regulatornich
pozadavkd uvedenych v pfislusSném oznameni o
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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

Institution and Investigator hereby each 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 agency. 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.

ochrané osobnich udaji poskytnutych Zkousejicimu a
¢lenim  Studijniho  tymu. ZkouSejici se rovnéz
zavazuje, ze pro Ugely mohou byt jeho Osobni udaje
pfedavény do zahranii, a to i v pfipadé, Ze budou
pfedavany do zemi, které nezajistuji rovnocennou
uroven ochrany jako v zemi jejich pdvodu.

Strany berou na védomi a zavazuji se, Ze vySe
veSkerych Ghrad a podpory, které budou
Zdravotnickému  zafizeni a/nebo  ZkouSejicimu
poskytnuty na zékladé této Smlouvy, pfedstavuje
realnou trzni hodnotu poskytovanych sluzeb, byla
sjednana za standardnich trznich podminek a nebyla
uréena zplisobem, ktery by zohledfoval objem &i
hodnotu jakychkoli doporuéeni & jiné obchodni
¢innosti mezi Zadavatelem, spole¢nosti Pharm-Olam,
Zkousejicim a/nebo Zdravotnickym zafizenim. Zadné
ustanoveni této Smlouvy nebude zadnym zpusobem
vyklddano jako zavazek &i vyzva Zdravotnického
zafizeni ¢i Zkou3ejiciho k tomu, aby odebrali jakékoli
sluzby od spole¢nosti Pharm-Olam nebo jakékoli
sluzby & produkty Zadavatele, nebo ktomu, aby
jakékoli tyto sluzby & produkty odebraly jakékoli jiné
osoby & subjekty. Pro vylougeni pochybnosti se uvadi,
Ze jakékoli nahodné preplatky nad ramec stanovenych
plateb ¢i jinych poplatki ze strany spole¢nosti Pharm-
Olam ani Zadné platby spoleénosti Pharm-Olam za
sluzby, které Zdravotnickym zafizenim & ZkouSejicim
nebyly poskytnuty, nepfedstavuji jakoukoli takovou
vyzvu, a ze vtakovém pfipadé odeCte spoleénost
Pharm-Olam vy3i jakékoli takové platby ¢i pieplatku od
své dalsi platby ve prospéch Zdravotnického zafizeni
a/nebo ZkousSejiciho. V opaéném pfipadé jsou
Zdravotnické zafizeni a ZkouSejici (dle situace)
povinni pfisludny pfeplatek vratit spoleCnosti Pharm-
Olam v souladu s pokyny vydanymi spole¢nosti
Pharm-Olam.

16. Debarment a Anti-Bribary

Zdravotnické zafizeni a ZkouSejici timto prohladuji a
zaruCuji se, Zze vici nim ani vaéi Zadnym ¢&lenlim
Studijniho tymu neni vedeno fizeni, kterym by mohlo
byt rozhodnuto o jejich vylouCeni ze stavovské
organizace nebo pozastaveni ¢lenstvi z ddvodu
vylou€eni Regulacnim Ufadem. Zdravotnické zafizeni
a Zkousejici timto dale prohladuji a zaruCuiji se, Ze do
této Studie nezapoji Zadnou osobu ani subjekt, ktery je
Ci byl vyloucen ze stavovské organizace, jehoz €innost
byla pozastavena nebo ktery byl vylouéen i
diskvalifikovan zUcasti na klinickém  vyzkumu
jakymkoli organem.
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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
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.

ZkouSejici a Zdravotnické zafizeni souhlasi, Ze oni, ani
¢lenové Studijniho Tymu nebo jejich agenti, zastupci,
manazefi nebo zaméstnanci neucini nebo nepfijmou
jakoukoliv platbu, nabidku platby, pfislib k platbé, nebo
schvaleni platby, nebo pfimé & nepfimé predani
penéznich prostfedkd nebo jakékoliv hodnoty
komukoliv, v€etn&, mimo jiné, jakémukoliv VIadnimu
Ufednikovi nebo nevladnim subjektim (jak jsou
definovany nize) pokud takova platba je pro Ucely
ovlivilovani nebo odménovani povazovana za nekald
rozhodnuti nebo jednani v zalezitostech pfedmétu této
Smlouvy nebo jakéhokoliv jiného aspektu obchodnich
aktivit Zadavatele &i spolecnosti Pharm-Olam, mimo
jiné k ziskani i udrzeni si obchodnich aktivit & jinych
vyhod.

,Vladnim Ufednikem* se rozumi jakykoliv GFednik nebo
zaméstnanec vlady, véetné ministerstev, organi
vefejné spravy nebo podfizené vladni organizaci,
jakékoliv statem vlastnéného nebo kontrolovaného
obchodniho subjektu, nebo mezinarodni organizace
podle mezinarodniho préava vefejného, jakakoliv osoba
jednajici  z Ufedni povinnosti za nebo jménem
jakéhokoliv statem vlastnéného nebo kontrolovaného
obchodniho subjektu, nebo mezinrodni organizace
podle mezindrodniho prava vefejného, a jakykoliv
pfedstavitel politické strany nebo kandidat na politicky
Ufad. Nevladni subjekty budou zahrnovat mimo jiné
jednotlivce nebo instituce jako jsou ¢lenové Evropské
komise, schvalovacich organd, indikujici Iékare nebo
indikujici nelékafské zdravotnické pracovniky atd.
ZkouSejici a Clenové Studijniho Tymu se zavazuji
uchovavat pisemné zauctovani viech plateb ze strany
Zkousejiciho a/nebo €lend Studijniho Tymu nebo jejich
zmocnéncl, fidicich pracovnikd, zastupcl, nebo
zaméstnancl jménem Zadavatele nebo spolecnosti
Pharm-Olam, nebo ze zdroji  poskytnutych
Zadavatelem nebo spole¢nosti Pharm-Olam, které
jasné a presné identifikuji osoby nebo subjekty, které
obdrzely takové platby. Kopie UCetnictvi musi byt
poskytnuty spolecnosti Pharm-Olam na pozadani.
V Zadném pfipadé nebude jakakoliv platba uhrazena
ZkouSejicim a/nebo ¢&lenem Studijniho Tymu nebo
jejich zmocnéncem, fidicim pracovnikem, zastupcem
nebo zaméstnancem utajené tieti osob&. ZkousSejici a
¢lenové Studijniho Tymu se zavazuji okamZité oznamit
jakékoliv poruseni pozadavki uvedenych v tomto
¢lanku spoleénosti Pharm-Olam a souhlasi s tim, ze
vSechny relevantni zaznamy a jinou dokumentaci
tykajici se porudeni zpfistupni Zadavateli a/nebo
spole¢nosti Pharm-Olam.
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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:

Pharm-Olam, LLC

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

Email: InvSiteContracts@pharm-olam.com

To Investigator:

Attn.: [

Address:  Thomayerova nemocnice,
oddeleni

Videnska 800, 140 59 Prague 4, Czech Republic
Tel. No: +420 261 082 688

Email:

Urologicke

To Institution:

Attn.: I

Address: Thomayerova nemocnice

Videnska 800, 140 59 Prague 4, Czech Republic
Tel No: +420 261 083 780

Fax No: +420 241 721 260

Email:

18. Entire Agreement; Severability

This Agreement, together with all Appendices attached
hereto and incorporated herein, constitutes the entire

Navic kazda ze Stran bude vyZadovat, aby jeji
zaméstnanci, ktefi se podileji na provedeni Studie,
nenabidli, nezaplatili, nepoZzadali nebo nepfijali
jakykoliv Uplatek, podnét &i pobizeni, ilegalni provizi,
nebo napomozeni platbé. Rovnéz neucini nabidku, ani
nezadaji pficinu jiné strang, aby ucinila nabidku platby
jakékoliv fyzické ¢i pravnické osobé pro ucely ovlivnéni
rozhodnuti ku prospéchu jiné Strany.

17. Oznameni

Jakékoliv oznameni, poZadavek nebo jind komunikace
vyzadovana nebo povolend touto Smlouvou bude
sdélena pisemné a bude povazovana za doruCenou,
pokud bude pfedana osobné, zaslana doporucené s
dodejkou nebo kuryrni sluzbou nebo faxem Strané, jiz
je oznameni ureno na adresu uvedenou v zahlavi
(nebo na takovou adresu, které bude urCena
pisemnym oznamenim, oznameni zmény adresy bude
Ucinné jeho dorucenim):

Spole€nosti Pharm-Olam:

Pharm-Olam, LLC

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

Email: InvSiteContracts@pharm-olam.com

ZkouSejicimu:

Do rukou. I

Adresa:  Thomayerova  nemocnice,
oddéleni

Videriska 800, 140 59 Praha 4, Ceska republika
Tel: +420 261 082 688

Email:

Urologické

Zdravotnickému zafizent:

Do rukou.. I

Adresa: Thomayerova nemocnice

Videriska 800, 140 59 Praha 4, Ceska republika
Tel:+420 261 083 780

Fax:+420 241 721 260

Email:

18. Celistvost Smlouvy, Salvatorska klauzule

Tato Smlouva, spolecné se vSemi Pfilohami k ni
pfipojenymi a vtélenymi zaklada uplnou dohodu mezi
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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

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

Stranami s ohledem na pfedmét Smlouvy a nahrazuje
vSechny existujici dohody a vSechnu dosavadni Ustni,
pisemnou nebo jinou komunikaci mezi Stranami,
pokud jde o pfedmét této Smlouvy. Tato Smiouva
nebude opatfovana dodatky, ménéna nebo
doplfiovana v zadné jiné formé nez ve formé pisemné
a podepsané opravnénym zastupcem kazdé ze Stran.
V pfipadé, Ze jakékoliv ustanoveni této Smlouvy bude
shledano  jako  neplatné,  nedcinné  nebo
nevymahatelné vcelku nebo zCasti, zbyvajici
ustanoveni zlstavaji v piné platnosti a Gc¢innosti a
Strany timto souhlasi, ze nahradi takovéto neplatné,
nezakonné nebo nevymahatelné ustanoveni novym
platnym, zakonnym a vymahatelnym ustanovenim,
které bude nejvice odpovidat zdméru, Ucelu a smyslu
plvodniho ustanoveni.

19. Vzdani se prav

Dojde-li ke vzdani se prav z jakéhokoliv ustanoveni
této Smlouvy, jednanim i jinak, v jednom nebo vice
pfipadech, nelze toto pokladat ¢i vykladat jako
pFetrvavajici vzdani se prav ¢i daldi vzdani se dalsich
prav z jakéhokoliv dalSiho ustanoveni této Smiouvy.

20. Postoupeni

Z4dna ze Stran neni opravnéna postoupit, zadat
subdodavateli nebo delegovat tuto Smlouvu nebo zde
uvedena prava a zavazky, vcelku nebo zéasti, bez
pfedchoziho pisemného souhlasu druhé Strany.
Nicméné, spolecnost Pharm-Olam mlze postoupit,
zadat subdodavateli &i delegovat tuto Smlouvu nebo
zni plynouci prava a zavazky svym pfidruzenym
subjektim bez predchoziho pisemného souhlasu
ostatnich Stran v pfipadé zmény CRO.

Bez ohledu na jakékoli jiné ustanoveni této Smlouvy je
Zadavatel na zékladé svého vlastniho uvaZeni
opravnén jmenovat novou smluvni vyzkumnou
organizaci (,CRO"), pfitemZ Strany se dohodly, Ze po
takovém jmenovani miZe byt tato Smlouva
postoupena nové CRO, je-li to poZzadovano.

Tato Smlouva zavazuje a slouzi ku prospéchu Stranam
a jejich pfipadnym nastupcdm a povolenym
postupnik(m.

21. Pouziti jmen a nazvli
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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
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 Czech 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 Czech laws. Place of jurisdiction shall be Czech
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 labour disputes, embargoes,
government orders or any other force majeure event.

26. Counterparts

Z4dné Strana neni opravnéna pouzit jméno & nazev
nebo logo vjakékoliv  reklamé,  prodejnich
propagacnich materidlech & publikacich  bez
pfedchoziho pisemného souhlasu druhé Strany. Aniz
by byla dot¢ena platnost téchto ustanoveni, spole¢nost
Pharm-Olam je opravnéna pouzit jméno a pfijmeni
ZkouSejiciho k nezbytnym regulatornim podanim.

22. Beneficient — tfeti strana

Zadavatel je ve vztahu ke Smlouvé pfedpokladanym
beneficientem — tfeti stranou a jako takovy je opravnén
pfimo vymahat veSkera sva prava vyplyvajici z této
Smlouvy. Pokud Zadavatel nebude schopen tak
z jakéhokoli dlivodu ¢init, souhlasi Zdravotnické
zafizeni a Zkousejici s tim, Ze spolenost Pharm-Olam
mUze vyuzit prava Zadavatele podle této Smlouvy ve
svij prospéch, vcetné (avSak nikoli vyluéné) prav
tykajicich se zvefejiiovani informaci, miCenlivosti a
duSevniho vlastnictvi, a Ze m0ze tato prava a prospéch
z nich pfevést na Zadavatele.

23. Ridici jazyk a Rozhodné Pravo

Strany timto souhlasi, Ze Cesky jazyk bude Fidicim
jazykem této Smlouvy.

Spory tykajici se této Smlouvy, které Strany nevyfesi
smirnou cestou, budou feSeny v souladu s ¢eskym
pravem. Sjednava se soudni pravomoc Ceské
republiky.

24, Pretrvani platnosti

Ustanoveni ¢lankd 1, 3, 6, 7, 9, 10, 12, 13, 14, 16, 18,
19, 20, 21, 22, 23, 24 a 26, této Smlouvy pretrvavaji
v platnosti i po jakémkoliv skonceni jeji platnosti nebo
vypovézeni.

25. Vy8si moc

Z4dna ze Stran nebude odpovédna za jakékoliv
nedodrZeni této Smlouvy nebo prodleni pii provadéni
této Smlouvy druhé Strané po dobu, kdy toto
nedodrZeni nebo prodleni je zplisobeno pfi¢inami, nad
nimiz nelze mit oddvodnéné kontrolu, mimo jiné
zasahy vy$Si moci, valky, stavky nebo pracovni spory,
embarga, vladni nafizeni nebo jakoukoliv jinou vysSi
moc.

26. Stejnopisy
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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

Appendix No. 2 — Protocol synopsis

Appendix No. 3 — Delegation letter issued by the
Sponsor for Pharm-Olam

Appendix No. 4 — Ethics Committee Approval
Appendix No. 5 — Patient Information and Informed
Consent Form

Appendix No. 6 — SUKL Approval

Appendix No. 7 — Extract from the Commercial
Register for Pharm-Olam

Appendix No. 8 — Insurance Certificate

An authorised signatory of the Institution
Opravnény zastupce Zdravotnického zafrizeni:

Name/Jméno: doc. MUDr. Zdenék Bene$, CSc.

An authorised signatory of Pharm-Olam
Opravnény zastupce spolec¢nosti Pharm-Olam:

Name/Jméno: Martina Hanouskova

Tato Smlouva je podepsana ve tfech (3) stejnopisech,
z nichz kazdy je pokladan za original, ale které tvofi
jeden a tyz dokument. Kazda Strana obdrZi jeden
v8emi Stranami fadné podepsany stejnopis.

27. Prilohy:

Nasledujici Pfiloha tvofi nedilnou soucast této
Smlouvy:

Pfiloha €. 1 — Rozpis plateb

Pfiloha €. 2 — synopse protokolu

Pfiloha €. 3 — povéreni od ZADAVATELE pro
spole¢nost Pharm-Olam

Priloha €. 4 — souhlasné stanovisko etické komise
Pfiloha €. 5 — informace pro pacienta a informovany
souhlas

Pfiloha ¢. 6 — schvaleni SUKL

Pfiloha €. 7 — Vypis z OR pro spole¢nost Pharm-Olam

Priloha €. 8 — Pojistny certifikat

The Investigator

Zkousejici:

NamerJméno: |
SIgNAtUre/POdPIS......c.cuvreeere et

Date/DatUm.......cccviieeiiieeeere e

Pharm-Olam Study ref.No./ Ref. &. Studie Pharm-Olam: 1103
No of Site/ Cislo centra: 229

Protocol No./ Cislo Protokolu: IT001-302

Clinical Trial Agreement

Page/Strana 31 of/z 36

Confidential & Proprietary
Divémé



Investigator/zkousejici [ NGTGTcNGNGNGNGNGEEEEEEEE

Institution/Zdravotnické zafizeni: Thomayerova nemocnice Country/Zemé Czech Republic

APPENDIX 1 PRILOHA 1
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F
P

1.

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

trial subject fulfils all selection criteria

there are no Protocol violations, and ICH/GCP
guidelines are adhered to

all examinations are conducted according to
the Study schedule

CRFs are completed accurately and only in
English

Hodnotitelny  Subjekt hodnoceni:  Neni-li
uvedeno v Protokolu jinak, kritéria Subjektu
hodnoceni vhodného pro UCast na Studii,
jehoz hodnoceni bylo dokonceno, jsou
nasledujici:

Subjekt hodnoceni splni kritéria vybéru,

nedoSlo k poruseni Protokolu a byly
dodrzeny smérmice ICH-GCP,

veSkera  vySetfeni byla  vykonana
v souladu s harmonogramem Studie,

CRF jsou pfesné vyplnéné, a to pouze v

No of Site/ Cislo centra: 229
Protocol No./ Cislo Protokolu: IT001-302
Clinical Trial Agreement

2. Screen Failure: A Screen Failure is a consented 2. Screen Failure: Screen Failure je Subjekt
Trial Subject who fails to meet the screening visit hodnoceni, ktery jiz udélil souhlas se
criteria and is thus not eligible for enrolment into zafazenim do Studie a ktery nesplnil kritéria
the Trial. screeningové navstévy a tim neni zpUsobily

kzafazeni do  Studie.
Necessary  procedures: Pharm-Olam  will 3. Potfebné procedury: Spoleénost Pharm-Olam
reimburse Institution/Investigator for necessary uhradi Zdravotnickému zafizeni/ZkouSejicimu
visits and procedures due to Trial Subject safety. naklady potfebnych navstév a procedur pro
Invoice for these necessary expenses shall zajisténi  bezpec€nosti Subjektu hodnoceni.
include detailed documentation regarding the Faktura za tyto potfebné vydaje bude
needy for the procedure(s). Where practicable, zahrnovat detailni dokumentaci ohledné
Sponsor should provide consent in advance if it potiebnosti procedur(y). Je-li to proveditelné,
will not affect Trial Subject safety; otherwise Zadavatel  poskytne  souhlas  pfedem,
Sponsor will be informed as soon as possible neovlivnii  to  bezpednost  Subjektu
after the fact. hodnoceni, jinak bude Zadavatel informovén

ihned, jakmile to bude mozné poté, co nastala

tato skuteCnost.
Payments: Payments will be made quarterly by 4. Platby: Platby budou hrazeny ze strany
Pharm-Olam according to monitored and verified spoleCnosti  Pharm-Olam  étvrtletné  podle
visits fully described in Invoice ("Invoice”). zmonitorovanych a  ovéfenych  navstév
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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 30 days after Invoice delivery
to Pharm-Olam. Institution will have thirty (30)
days from the 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.

5. Final payment: Final payment will be made after
resolution of all enquiries (including, but not
limited to collection of all CRFs, Trial related

documents, data queries were

remaining Investigational Product was returned

and all close out issues were resolved).

6. Advance payments: Any advance payments
made to the Institution on account of this Payment
Schedule shall be applied against the criteria for

payment detailed above.

7. Tax obligations: The Institution and Investigator
shall be obliged to declare all payments received
to local/national tax authorities in accordance with
applicable laws and regulations, and shall be

liable for any payments due.

8. Invoice requirements: Every invoice shall be
issued based on the payment schedule which
shall cover the list of all conducted assessments
according to the Agreement. The Institution shall
be notified to issue the invoice. Pharm-Olam/the
Sponsor will send the payment schedule to the

Institution to the address

Local assessments shall be listed in the
notification outside of the Subject visits and split
for each laboratory separately. The Pharmacy
service shall be listed separately as well.

detailné popsanych ve faktufe (dale jen
Jaktura®).  Faktura  bude  vystavena
Zdravotnickym zafizenim Ctvrtletné (a bude
zahrovat veSkeré vydaje za pfisludné
fakturaéni obdobi) a zaslana spole€nosti
Pharm-Olam na nize uvedenou adresu.
Veskeré platby (véetné zavérecné platby) jsou
splatné 30 dni po doru€eni Faktury spole¢nosti
Pharm-Olam. Zdravotnické zafizeni bude mit
tficet (30) dnG od pfijeti posledni platby na to,
aby pfipadné vzneslo namitku z dlvodu
jakychkoli nesrovnalosti v platbach. V pfipadé
jakéhokoli  sporu ohledné nesrovnalosti
v platbach mezi spoleCnosti Pharm-Olam
a/nebo Zadavatelem nejsou spole¢nost
Pharm-Olam ani Zadavatel povinni Zadné
sporné Castky hradit az do doby, kdy bude
spor vyreSen.

Zavéreénd platba: Zavéreénd platba bude
uhrazena po vyfe$eni vSech dotaz(i (mimo jiné
shromazdéni vSech CRF a dokumenti
tykajicich se Studie, pfi¢emz dotazy k udajim
byly uspokojivé vyfeSeny, zbyvajici mnoZstvi
Hodnoceného léCiva bylo vraceno a zaleZitosti
,close out* byly vyfeSeny).

Zalohy: Na v8echny zalohové platby hrazené
Zdravotnickému  zafizeni podle tohoto
Rozpisu plateb se budou vztahovat shora
konkretizovana kritéria.

Daflova povinnost: Zdravotnické zafizeni a
ZkouSejici jsou povinni pfiznat veSkeré pfijaté
platby mistnim nebo celostatnim finan¢nim
Uradim podle pfislusnych pravnich pfedpist a
reguladnich opatfeni a budou odpovidat za
veskeré splatné platby.

Pozadavky na Faktury: Faktura bude
vystavena na zakladé platebniho pfehledu,
ktery bude zahrnovat seznam provedenych
vySetfeni dle Smlouvy a vyzvu k vystaveni
faktury. Platebni pfehled bude
Zdravotnickému zafizeni zaslan spole¢nosti
Pharm-Olam/Zadavatelem, a to na adresu

. Lokalni vySetfeni budou ve
vyzvé vycisleny mimo ceny za vizity a nacteny
dle jednotlivych laboratofi. Sluzby |ékarny
budou uvedeny zvIast.
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Every Invoice shall include the reference to the Kazda Faktura bude obsahovat nézev
Sponsor name, Protocol number, Investigator Zadavatele,  Cislo  Protokolu,  jméno
name, Site number and description of invoiced ZkouSejiciho,  Cislo centra a  popis
procedures, otherwise won't be processed. All fakturovanych  procedur, jinak nebude
invoices should be received by Pharm-Olam zpracovana k platbé. Spole¢nost Pharm-Olam
within forty-five (45) days following the incurrence by méla vSechny faktury obdrzet do Ctyficeti
of the applicable expense or Study close out visit, péti (45) dnl ode dne, kdy vzniknou pfislusné
whichever is earlier. vydaje, nebo od zavére¢né navstévy v ramci

Studie, podle toho, kterd zobou udalosti
nastane dfive.

Invoice shall be addressed to: Faktura bude vystavena na:

Pharm-Olam, LLC Pharm-Olam, LLC

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

VAT ID: 83-2617750 VAT ID: 83-2617750

The invoice will be sent to address mentioned in Faktura bude odeslana na adresu viz bod 10.
the point 10.

9. Payee: All payments will exclusively be made to: 9. Prijemce platby: VeSkeré platby budou
hrazeny vyluné ve prospéch:

Account owner: Thomayerova nemocnice Maijitel G¢tu: Thomayerova nemocnice

Bank: Ceska narodni banka Banka: Ceska narodni banka

Address of the Bank: Na Prikope 28, 115 03 Prague 1, Adresa banky: Na Pfikopé 28, 115 03 Praha 1,

Czech Republic Ceska republika

Account No: 20001-36831041/0710 Cislo G&tu: 20001-36831041/0710

IBAN: CZ42 0710 0200 0100 3683 1041 IBAN: CZ42 0710 0200 0100 3683 1041

SWIFT: CNBACZPP SWIFT: CNBACZPP

10. Payer: All Invoices shall be submitted by mail or ~ 10. Plétce: VeSkeré Faktury budou pfedioZeny

e-mail to the assigned Study Monitor and poStou nebo e-mailem pfisluSnému Monitorovi
addressed to: Studie a adresovany:

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

Doudlebska 1699/5, 140 00 Prague 4, Czech Republic  Doudlebska 1699/5, 140 00 Praha 4, Ceska

republika

Attention: Do rukou:
Email: Email:

Pharm-Olam Study ref.No./ Ref. &. Studie Pharm-Olam: 1103 Page/Strana 36 of/z 36 Confidential & Proprietary
No of Site/ Cislo centra: 229 Divémé

Protocol No./ Cislo Protokolu: IT001-302

Clinical Trial Agreement



