Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

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 47 wff R
Faxis e e Fh

Tax ID: 83- 2617750

represented by | based on the power

of attorney
(hereinafter the “Pharm-Olam”)

Institution: Fakultni nemocnice v Motole, statni
prispevkova organizace

\Y Uvalu 84, 150 06 Prague 5, Czech Republic

Tel S

FaX"""‘"""- ,l.'_:.-g: T
ID No: | 00064203

Tax ID: CZ00064203

Represented by | Director

(hereinafter the “Institution”)

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

RECITALS

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 Institutionis 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

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 Géinnosti dnem
zveiejnéni v registru smluv podle zakona €. 340/2015
Sh. (zakon o registru smluv) ve znéni pozdéjsich
predpisti (dale jen ,Den G¢innosti*):

Pharm-Olam, LLC
450 N. Sam Houston Park E, Suite 250, Houston, Texas
77060 USA

. -

DIC 83 2617750

zastoupena [ G . ~2 z3kadé piné moci

(dale jen ,Pharm-Olam”)

Poskytovatel zdravotnich sluzeb: Fakultni nemocnice
v Motole, statni prispévkova organizace

V Uvalu 84, 150 06 Praha 5, Ceska republika
Tel.. & """"";:r!"‘" AL

Fax: 'l: 'l"ﬁ' .v.'-'\.ﬁ

ICQ. 00064203

DIC: CZ00064203

zastoupena , Feditelem
(dale jen ,Poskytovatel zdravotnich sluzeb®)

Jednotlivé uvadény dale jako ,Strana“ a spoleéné dale
jako ,Strany”.

UVODNIi USTANOVENI

JELIKOZ spoleénost Pharm-Olam, LLC podepsala
smlouvu se spoleCnosti Iterum  Therapeutics
International Limited, zaloZzenou podle irského prava,
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 vramci vykonu a
provadéni Studie (jak je definovana nize), a

JELIKOZ Poskytovatel zdravotnich sluzeb je cinny
v odvétvi provadéni klinickych hodnoceni a souvisejicich
sluzeb pro farmaceuticky vyzkumny primysl, a

JELIKOZ si Strany preji uzavfit Smlouvu pro udely
stanoveni podminek, jimiz se bude vztah mezi Stranami
fidit a niz Pharm-Olam povéfi Poskytovatele zdravotnich
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which Pharm-Olam would engage the Institution to
perform certain services in connection with the Study and
Institution 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 (e

Investigator”), who is at Chirurgicka klinika 2, LF UK a FN
Motol (where the Trial will be conducted) an employee of
Institution and with whom there is a separate Investigator
Agreement signed based on which he and Sub-
Investigators/Study Team members shall be paid, 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: IT001-303 “A
prospective  Phase 3, double-blind, multicenter,
randomized study of the efficacy and safety of sulopenem
followed by sulopenem etzadroxil with probenecid versus
ertapenem followed by ciprofloxacin and metronidazole or
amoxicillin-clavulanate for treatment of complicated intra-
abdominal infections in adults” and any amendments
thereto which may be added from time to time (‘the
Study”).

The Study is planned to start in | N | I, and it is
estimated that all individuals participating in the Study
(“Trial Subjects”) should be enrolled by h and
all clean data should be ready for collection (or entered

into eCRF (as defined below)) and all queries resolved by
. The Trial is expected to be closed on
.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

sluzeb, aby proved! urcité sluzby ve spojitosti se Studii,
pfiemZ Poskytovatel zdravotnich sluZzeb souhlasi
s provedenim téchto sluzeb, to vSe podle ustanoveni této
Smlouvy a v souladu s nimi.

Proto po zvazeni vSech navrh(, vzajemnych zavazku a
podminek uvedenych dale se Strany dohodly nasledovné:

Pharm-Olam si preje, aby | GGG (e
jen ,Zkousejici®), ktery je na Chirurgické klinice 2, LF UK a
FN Motol (na které bude Studie provadéna)
zaméstnancem Poskytovatele zdravotnich sluzeb a se
kterym je uzavfena separadtni smlouva o provedeni
klinického hodnoceni a podle niz bude on |
Spoluzkousejici/lenové  Studijniho  tymu  odménéni,
proved| hodnoceni bezpec€nosti a ucinnosti Zadavatelova
patentovaného pfipravku snazvem Sulopenem and
Sulopenem etzadroxil/Probenecid (dale jen ,Hodnocené
léCivo®) a aby proved| nasledujici klinické hodnoceni:
ITO01-303  ,Prospektivni,  randomizované,  dvojité
zaslepené, multicentrické klinické hodnoceni faze 3
hodnotici tc¢innost a bezpecnost sulopenemu a nasledné
podavaného sulopenem etzadroxilu s probenecidem
oproti ertapenemu a nasledné podavanému ciprofloxacinu
a metronidazolu nebo amoxicillin-clavulanate pro é¢bu
komplikovanych nitrobfiSnich infekci u dospélych.” ve
znéni veskerych pfipadnych dodatk (dale jen ,Studie®).

zacatek Studie je naplanovan na | EG<zN:N -

pfedpoklada se, Ze jednotlivci Gastnici se na Studii (dale
jen ,Subjekty hodnoceni®) by méli byt zafazeni do
H a veskera Cista data by méla byt pfipravena
pro sbér (nebo zadana do eCRF (dle definice nize)) a

veSkeré dotazy by mély byt wvyfeSeny do
ﬁ. Konec Studie je o&ekavan
. Tyto terminy jsou zaloZeny na sou¢asném

harmonogramu uréeném spole¢nosti Pharm-Olam nebo
Zadavatelem.

DEFINICE

Pojmy niZe vyjmenované, jak je pouziva tato Smiouva,
budou mit nasledujici vyznam, ledaze se ve Smlouvé nebo
jejich Prilohach vyslovné stanovi jiny vyznam:

1. Nezadouci udalost - Nezadouci pfihoda je kazdy
neobvykly lékafsky nalez u Subjektu hodnoceni,
jemuz je podavano Hodnocené |éCivo, a ktery nemusi
mit nutné pfiinnou souvislost s touto léchou.
Nezadouci pfihoda m0ze byt proto kazdy nepfiznivy
nebo nepfedpokladany projev (véetné abnormalniho
laboratorniho nalezu), pfiznak nebo choroba ¢asové
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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.

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

se shodujici s pouzitim (Hodnoceného) IéCiva, at jiz
je €i neni ve vztahu s (Hodnocenym) lécivem.

Klinicka studie nebo Studie - Jakékoliv
systematické testovani provadéné na Subjektech
hodnoceni za ucCelem zjistit ¢i oveéfit klinické,
farmakologické a/nebo jiné farmakodynamické
Ucinky, a/nebo identifikovat nezadouci G¢inky, a/nebo
studovat absorpci, distribuci, metabolismus nebo
vyluGovani Hodnoceného IéCiva s cilem oveéfit
bezpecnost nebo uéinnost Hodnoceného IéCiva.
Konkrétni Studie pro Ucely této Smlouvy je
definovana ve shora uvedenych  Uvodnich
ustanovenich.

Eticka komise (EK) - Nezavisly organ (posudkova
komise nebo vybor, Ustavni, regionélni, narodni nebo
nadnarodni) slozeny ze zdravotnickych/védeckych
odbornikd a nezdravotnickych/nevédeckych ¢lend,
ktery odpovida za zajisténi ochrany prav, bezpeénosti
a zdravi Subjektl hodnoceni zafazenych do Studie a
poskytuje vefejnou zaruku této ochrany, mimo jiné
posuzovanim, schvalenim/poskytnutim souhlasného
stanoviska k Protokolu, vhodnosti ZkouSejiciho,
zafizeni, postupl a podkladil pouZitych pfi ziskavani
a dokumentovéani informovaného souhlasu subjekt(
hodnoceni.

Informovany souhlas - Proces, ve kterém Subjekt
hodnoceni dobrovolné potvrzuje svou ochotu u€astnit
se Studie poté, co byl informovan o vSech aspektech
Studie, které jsou relevantni pro rozhodnuti Subjektu
hodnoceni zucastnit se Studie. Informovany souhlas
je  zdokumentovan ve formé  pisemného,
podepsaného a datovaného formulare.

Hodnocené Iécivo - Léciva latka upravena do lékové
formy nebo placebo, jeZ jsou testovany nebo pouzity
jako kontrola v Klinické studii, véetné registrovaného
léCivého pfipravku, pokud je tento pouzivan nebo
pfipraven zplGsobem odliSnym od schvalené Iékové
formy (v jiné lekové formé i baleni), nebo je-li uzit v
neschvalené indikaci & za uelem shromazdovani
dal$ich informaci o schvaleném pouziti.

Lékarna - Lékarna, jez je provozovana
Poskytovatelem zdravotnich sluzeb (Nemocniéni
lékarna) nebo uréend Poskytovatelem zdravotnich
sluzeb k poskytovani sluzeb v souvislosti se Studii.

Protokol - Dokument, ktery popisuje cil(e), plan,
metodologii, statistickou rozvahu a uspofadani
Studie. Konkrétni Protokol pro ucely této Smlouvy je
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specific protocol fitle for this contract is specified in
recitals above.

8. 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.

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

10. 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 acknowledges and agrees
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.

11. Study Team - any trained and instructed person who
conducts 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 agrees:

To conduct the Study and also to accept responsibility for
conduct of the Study by members of Study Team, under
Investigator’s supervision, in strict accordance to the final,
signed Protocol, as it may be amended, and this
Agreement. The Institution warrants that it has obtained
and shall maintain all permits, authorisations and
approvals necessary to perform its activities under the
Study. The Institution also warrants, it shall use its best
efforts in performing its activities within the Study (resolve
all data queries from Pharm-Olam or Sponsor within 5
days), cooperates with Pharm-Olam/Sponsor in their

definovan ve  shora Uvodnich

ustanovenich.

uvedenych

8. Kontrolni/ Regulaéni Grady - Organy opravnéné k
provadéni regulaénich opatfeni a to véetné téch, které
posuzuji pfedlozené Kklinické Udaje a ty, které
provadgji inspekce, mimo jiné Statni ustav pro
kontrolu IéCiv. Tyto Ufady jsou nékdy oznaCovany téz
jako opravnéné/kompetentni ufady.

9. Sluzby — konkrétni ukoly, které maji byt provedeny
v souvislosti s Protokolem.

10. Zadavatel - odpovédnd strana zhlediska
Hodnoceného IéCiva, a to konkrétné Iterum
Therapeutics International Limited, spolecnost
zalozena podle irského prava, registraéni Cislo
564304, a kni pfidruzené poboCky. Poskytovatel
zdravotnich sluZzeb bere na védomi a souhlasi, Ze
Zadavatel je opravnénou tfeti stranou -
beneficientem ztéto Smlouvy a vtéto pozici je
opravnén vynucovat ustanoveni a podminky této
Smlouvy jako by byl stranou této Smlouvy.

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

12. SpoluzkousSejici - jakykoliv €len Studijniho tymu,
ktery je ZkouSejicim urCen a na kterého ZkouSejici
dohlizi v misté provadéni Studie pfi vykonavani
klicovych Ukonu tykajicich se Studie a/nebo pii
provadéni duleZitych rozhodnutich ve vztahu ke
Studi.

13. Subjekt hodnoceni - jednotlivec, ktery se ucastni
klinického  hodnoceni  bud  jako  pfijemce
Hodnoceného 1é¢iva nebo jako ucastnik kontrolni
skupiny.

1. Rozsah prace
Poskytovatel zdravotnich sluzeb souhlasi:

Ze provede Studii a Ze také pfijme odpovédnost za
provedeni Studie ¢leny Studijniho tymu pod dohledem
Zkousejiciho, strikiné v souladu s finalnim, podepsanym
Protokolem, pfipadné jeho pozdéjSimi zménami a s touto
Smlouvou. Poskytovatel zdravotnich sluzeb zaru€uje, ze
ziskal a ze si udrZi veSkeré v platnosti povoleni, zmocnéni
a schvaleni dllezité pro provadéni éinnosti v souvislosti se
Studii. Poskytovatel zdravotnich sluzeb téZ zarucuje, ze
vynaloZi veSkeré Usili pfi provadéni jeji ¢innosti v rdmci
Studie (a vyfeSi veSkeré dotazy kudajim ze strany
spole¢nosti Pharm-Olam nebo Zadavatele do 5 dni) a
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duties to monitor the Study and further ensures 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, Act
No. 378/2007 on Pharmaceuticals and on
Amendments to Some Related Acts as
amended (the ‘“Pharmaceuticals Act’);
Healthcare Services and the condition of their
provisions Act No. 372/2011 as amended,
Good Clinical Practice (the “GCP Regulation”)
Regulation  No. 226/2008) regulations,
guidelines and institutional regulations,
including, but not limited to, any regulations
and guidelines governing the conduct of
clinical research reasonable guidance, and
written instructions from Pharm-Olam and/or
Sponsor;

bude spolupracovat se spole¢nosti Pharm-Olam pfi jejim
zavazku monitorovat Studii a dale zajisti pfisny soulad s:

1.

ustanovenimi této Smlouvy, Protokolem a
vSemi platnymi pravnimi pfedpisy, (mimo jiné
Smémice o  Kklinickych  hodnocenich
2001/20/ES, z&kon €. 378/2007 Sb., o
léCivech 0 zménach nékterych souvisejicich
zakond, ve znéni pozdéjSich predpist (dale
jen ,zaékon o léivech®), zakon €. 372/2011
Sb., o zdravotnich sluzbach a podminkach
jejich  poskytovani, ve znéni pozdgéjSich
piedpist, vyhlaska ¢. 226/2008 Sb., o spravné
klinické praxi ve znéni pozdéjSich predpist
(dale jen ,vyhlaska SKP*), véetng, mimo jiné,
jakychkoliv regulacnich predpisti a smémic
tykajicich se fizeni klinického vyzkumu a
pisemnymi pokyny spole¢nosti Pharm-Olam
alnebo Zadavatele,

2. the ethical principles of the World Medical 2. etickymi principy Helsinské deklarace Svétové
Association Declaration of Helsinki (the latest lékaiské  spoleCnosti  [World  Medical
version mentioned in the Protocol) and Association]  (posledni  dostupna  verze
applying consistently principles of Good uvedena v Protokolu) a dUsledné uplatiiovani
Clinical Practice (“GCP*) as may be required zasad spravné klinické praxe (dale jen ,GCP*)
by the International Conference on podle pozadavk( Mezinarodni konference o
Harmonization Guidelines for Good Clinical harmonizaci pokynl pro spravnou klinickou
Practice, International Conference on praxi, Mezinarodni konference o harmonizaci
Harmonization of Technical Requirements for technickych  pozadavkl na registrace
Registration of Pharmaceuticals for Human humannich 1éCivych pfipravk( (déale jen
Use (‘ICH/GCP”), and any other applicable JCH/GCP*) a pouzitelnych regulacnich
regulatory requirements; pozadavkd,

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

(spolu dale jen ,Pravni pfedpisy o ochrané
udaji), a

4. prior to the commencement of the Study, the 4. pfed zahdjenim Studie, ZkouSejici vypini,
Investigator shall complete, date, sign and datuje, podepide a dorudi spoleénosti Pharm-
deliver to Pharm-Olam or its representatives a Olam nebo jejim zastupcim svij Zivotopis.
current curriculum vitae (“CV"). Pharm Olam Spoleénost Pharm-Olam si vyhrazuje pravo
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shall reserve the right to process personal
data it collects on each Investigator/members
of Study Team via its Clinical Trial
Management System (CTMS) during the
study and afterwards for as long needed for
reasons of performance of a contract or in
order to take steps prior to entering into a
contract, and for potential future contracts, as
well as for archiving, statistical and scientific
research purposes.

Pharm-Olam will adhere to all applicable Data
Protection Laws and regulations. If transfer of
personal data to countries which do not
ensure an adequate level of data protection
takes place, the Parties shall comply with the
specific requirements of applicable national
legislation and international regulations to
include an appropriate level of protection for
the fundamental rights of the data subjects.

The Institution shall also warrant that it possesses the
required skill, experience, knowledge, staff and access to
Trial Subjects to conduct the Study, and shallprovide an
acceptable facility and resources throughout the Study
where the Services pursuant to this Agreement will be
performed.

The Institution represents and warrants that it 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 shall not
enter into any such conflicting agreement or obligation
during the Study. The Institution further confirms, that it will
not subcontract any Services without the prior written
permission of Pharm-Olam and/or Sponsor, and that there
will not be any additional research performed on Trial
Subjects, samples obtained from Trial Subjects or Study
Data, unless agreed in advance by and Sponsor and
included in the Protocol.

Upon request, Institution shall provide CVs of Investigator,
sub-investigators/members of the Study Team for review
and approval to Pharm-Olam and Sponsor and Institution
shall ensure that, Investigator, Sub-
Investigators/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 remains  responsible  for
performance and breach by Investigator, all sub-
investigators/members of the Study Team.

provadét zpracovani osobnich Udajd, které
shromazdi o kazdém Zkousejicim/Elenovi
Studijniho  tymu  prostfednictvim  svého
Systému fizeni klinickych studii (dale jen
,CTMS®) v pribéhu provadéni Studie i poté, a
to po dobu, po kterou bude toto zpracovani
nezbytné z ddvodu plnéni Smlouvy nebo pro
UCely provedeni krokd predchazejicich
uzavreni Smlouvy a pro ucely potencialnich
budoucich Smluv, a dale pro archivatni a
statistické uCely a pro ucely védeckého
vyzkumu. Pharm-Olam bude dodrzovat
veSkeré platné pravni predpisy o ochrané
Udajli a regulacni opatreni. Dojde-li k pfenosu
Udaji do zemi, které nezajiStuji pfiméfenou
roveri ochrany Udajl, Strany budou jednat
v souladu s konkrétnimi pozadavky
pouzitelnych vnitrostatnich pravnich predpisi
a mezinarodnich predpist, aby zajistily
fadnou Urovedl ochrany zakladnich prav
subjektd Gdajd.

Poskytovatel zdravotnich sluzeb zaruCuje, Ze disponuje
pozadovanymi dovednostmi, zkuSenostmi, védomostmi,
personalem a pfistupem k Subjektim hodnoceni, pro
vykon Studie a zajisti pfijatelné zazemi, zafizeni a zdroje
v pribéhu Studie, kde budou provadény Sluzby na
zakladé této Smlouvy,

Poskytovatel zdravotnich sluzeb prohlauje a zaruCuje, ze
mé& opravnéni uzavfit tuto Smlouvu a Ze neni dosud
nevyfizenych dohod & zavazkd, které by byly v rozporu
s ustanovenimi této Smlouvy, a Poskytovatel zdravotnich
sluzeb neuzavie dohodu, &i nepfevezme zavazky, které by
byly v rozporu se Studii v pribéhu Studie. Poskytovatel
zdravotnich sluzeb dale potvrzuje, ze neucini pfedmétem
subdodavky Zadnou ze Sluzeb, aniz by ktomu mélo
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 Subjektd hodnocené nebo ze
Studijnich dat, ledaze to pfedem odsouhlasi Zadavatel a
je to zahruto v Protokolu.

Poskytovatel zdravotnich sluzeb poskytne spolecnosti
Pharm-Olam a Zadavateli na pozadani Zivotopisy
Zkousejiciho, spoluzkousejicich/lent Studijniho tymu pro
zhodnoceni a schvaleni. Poskytovatel zdravotnich sluzeb
zajisti, Ze ZkouSejici spoluzkousejici/€lenové 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 v souladu
s Protokolem a ustanovenimi této Smlouvy. Poskytovatel
zdravotnich sluzeb bude odpovédny za vykony i
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Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Country/Zemé: Czech Republic

Institution acknowledges and agrees, 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/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.

Sponsor has, at its sole discretion, the right to appoint a
new Contract Research  Organisation (CRO)
(Institution/Investigator shall be immediately informed in
writing). Upon such appointment, the parties agree that
this Agreement will be assigned to the new CRO, if 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. until Investigator has provided Pharm-Olam
with a completed and signed financial
disclosure form and any required national
equivalent valid in the Czech Republic, has
warranted that the information provided is
truthful and accurate, has agreed to

pochybeni Zkousejiciho, vSech spoluzkousejicich/Clend
Studijniho tymu.

Poskytovatel zdravotnich sluzeb bere na védomi a
souhlasi, ze spole¢nost Pharm-Olam a Zadavatel mohou
shromazdovat, vyuzivat, zpracovavat a odhalovat osobni
Udaje Zkousejiciho a spoluzkousejicich/€lent Studijniho
tymu, vCetné jejich jmen, adres, kvalifikaci a zkuSenosti
s klinickymi hodnocenimi pro U¢ely souladu s pouzitelnymi
pravnimi predpisy, zhodnoceni vhodnosti Zkou3ejiciho pro
nadchazejici studie atd. Vyuzivani vy3e uvedenych
osobnich Udaji mlze zahmovat Udaje o platbach,
zvefejnéni  Studie na internetovych  strankach
Poskytovatele zdravotnich sluzeb zfizenych za timto
Ucelem ¢&i hodnoceni vhodnosti ZkouSejiciho Zadavatelem
pro dalSi Studie a zajisténi dodrzeni platnych pravnich
pfedpisU.

V pfipadé, Ze ZkouSejici pfestane byt schopen nebo
ochoten vykonavat své povinnosti podle této Smlouvy,
Poskytovatel zdravotnich sluZzeb bude spolupracovat
vdobré vife a promptné pomize najit nahradu za
Zkousejiciho pfijatelnou pro spolecnost Pharm-Olam a
Zadavatele. Je na vyluéném uvazeni spole¢nosti Pharm-
Olam/Zadavatele, zda takovou nahradu pfijme. V pfipadg,
Ze pfijatelny nahradnik neni nalezen, tato Smlouva mize
byt vypovézena spolecnosti Pharm-Olam podle ¢l. 13 této
Smlouvy.

Zadavatel ma pravo dle svého uvazeni jmenovat novou
smluvni vyzkumnou organizaci (CRO) (o tomto budou
Poskytovatel zdravotnich sluzeb a ZkouSejici okamZzité
pisemné informovani). Strany souhlasi, ze po takovém
jmenovani postoupi tuto Smlouvu nové CRO, je-li to
poZadovano.

2. Odpovédnosti vici kontrolnim dfaddiim

ZkouSejici ani Poskytovatel zdravotnich sluzeb nezahaji
Studii:

1. dokud spolecnost Pharm-Olam neposkytne
ZkousSejicimu a/nebo Poskytovateli zdravotnich
sluzeb kopii Protokolu a kopii formulare
Informovaného souhlasu, oboji ve znéni, jak je
schvalil Regulacni urad a pfislusna EK,

2. dokud Zkousejici neposkytne spole¢nosti Pharm-
Olam vyplnény a podepsany formulaf
majetkového pfiznani (Financial Disclosure
Form) a jakékoli pfipadné nezbytné ekvivalenty
tohoto dokumentu platné v Ceské republice,
nezarudi, ze poskytnuté informace jsou pravdivé
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Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Country/Zemé: Czech Republic

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
and has provided details of any other conflicts
of interest.

The 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 Institution 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 their
participation in the 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 Informed Consent form shall allow
the use of such information by Pharm-Olam, Sponsor and
Pharm-Olam’s and Sponsor's employees, agents for the
purposes contemplated under this Agreement in
compliance with all applicable Data Protection Laws. In
order to support continuous review of the Study by the
I[EC/IRB and/or equivalent Regulatory Authority, the
Institution will periodically update the IEC/IRB on Study
progress, including Trial Subject recruitment, safety
issues, new information, etc. In addition, the Institution will
submit for review by the IEC/IRB and/or Regulatory
Authority any amendments to the Study documentation,
which may impact upon Trial Subject rights, safety and/or
well-being.

3. Study Data

The Institution agrees, that Investigator shall 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.

The Institution shall assist Pharm-Olam, Sponsor and/or
Pharm-Olam’s or Sponsor’s representatives and Study
monitors upon their request, in promptly resolving any

a spravné a zavazuje se, ze okamzité vyrozumi
spoleénost Pharm-Olam a/nebo Zadavatele o
jakékoli zméné tykajici se majetkovych pfiznani,
ktera pfipadné nastanou v pribéhu provadéni
Studie a jeden (1) rok po dokonceni Studie a ze
poskytne informace o jakychkoli jinych pfipadech
stfetu zajma.

Poskytovatel zdravotnich sluzeb poskytne spolecnosti
Pharm-Olam kopie jakékoliv pfimé korespondence s EK
a/nebo jinym obdobnym mistnim organem tykajici se
zhodnoceni Studijni dokumentace.

Poskytovatel zdravotnich sluzeb zajisti, ze pisemny
formulaf Informovaného souhlasu schvaleného EK a/nebo
Regulaénim Gfadem bude ziskan od kazdého Subjektu
hodnoceni pfed jeholjeji ucasti ve Studi.

Tento formular Informovaného souhlasu bude obsahovat
zmocnéni umoznujici Poskytovateli zdravotnich sluzeb a
ZkousSejicimu pouzit a odhalit zdravotni informace
kazdého Subjektu hodnoceni v anonymni podobé nebo
pod pseudonymem spolecnosti Pharm-Olam a/nebo
Zadavateli a véem pfisluSnym Regulaénim Gfadlm. Dale
formuldf Informovaného souhlasu umozni vyuziti téchto
informaci ze strany spole¢nosti Pharm-Olam a Zadavatele
a jejich zaméstnancli a zmocnéncli pro ucely pfedvidané
touto Smlouvou v souladu se vSemi Pravnimi pfedpisy na
ochranu udajl. Poskytovatel zdravotnich sluzeb podpofi
neprerusené pfezkoumavani Studie ze strany EK a/nebo
obdobného Regulaéniho Ufadu tim, Ze bude pravidelné
informovat EK o postupu Studie, véetné naboru Subjektl
hodnoceni, zalezitostech bezpecnosti, novych informacich
atd. Déle bude Poskytovatel zdravotnich sluzeb
pfedkladat EK a/nebo Regulaénimu ufadu k jejich
zhodnoceni veSkeré dodatky ke Studijni dokumentaci,
které mohou zasahnout do prav Subjektl hodnoceni,
jejich bezpeénosti ¢i pohody.

3. Studijni data

Poskytovatel zdravotnich sluzeb souhlasi stim, Ze
ZkousSejici bude zaznamenavat vSechna Studijni data
(mimo jiné CRF nebo eCRF, laboratorni zdznamy, slides
a zpravy) vytvorena jako vysledek provadéni Studie
(spole¢né dale ,Studijni Data®) véas, pfesné, UpIné a
Citelné ve formé popsané v Protokolu a v souladu se vSemi
pfisluSnymi pravnimi predpisy a regulaCnimi opatfenimi.
ZkouSejici u€ini pfiméfena a obvykla opatfeni, véetné
pravidelného  zalohovani  pocitaCovych  soubord,
k zabranéni ztraty nebo zmény jakychkoliv Studijnich dat.

Poskytovatel ~ zdravotnich  sluzeb se  zavazuje
spolupracovat se spolecnosti Pharm-Olam, Zadavatelem
a/nebo se zastupci spolecnosti Pharm-Olam nebo
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Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Country/Zemé: Czech Republic

discrepancies or errors contained in the CRFs (or eCRFs)
and in performing random audits on Trial Subjects’
records, laboratory reports, or other raw data sources
underlying the data recorded on the CRFs (or eCRFs).
During the Study, Pharm-Olam, or its representatives shall
have the right upon prior notice and during normal
business hours to review and verify and at times, to the
extent allowed by law, copy (only pseudonymized or
anonymized data), all Study Data including, without
limitation, original reports of laboratory tests and
examination findings, and all other notes, charts, reports,
electronic health records or memoranda relating to Trial
Subjects enrolled in the Study. In addition, during the
Study and for a reasonable period (at least Syears)
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.

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

4. Adverse Events

In accordance with the Protocol, the Institution will be
provided with specific written instructions on the reporting
of any serious and/or unexpected Adverse Events.
Institution will notify Pharm-Olam and or Sponsor within
twenty-four (24) hours (whenever possible, immediately by
telephone or fax) of any serious Adverse Events and/or
unexpected Adverse Events. Institution shall ensure, that
acceptance of this report is confirmed by Pharm-
Olam’s/Sponsor’s authorised person in writing. Details
should be noted 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

Zadavatele a monitory Studie na zakladé jejich zadosti, pfi
bezodkladném feSeni jakychkoliv nesrovnalosti nebo chyb
obsazenych vCRF (nebo eCRF) a pfi provadéni
nahodnych kontrol zaznam( Subjektli hodnoceni,
laboratornich zaznamd, nebo jinych vstupnich datovych
zdroju zaznamenanych v CRF (nebo eCRF). Béhem
provadéni Studie, Pharm-Olam nebo jeho zastupci jsou
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), v8ech Studijnich Dat mimo jiné originall zprav
laboratornich testl a nalezli z vySetfeni, a vech jinych
poznamek, grafl, zprav elektronickych zdravotnich
zaznami nebo memorand tykajicich se Subjektl
hodnoceni zafazenych do Studie. Kromé toho, b&hem
provadéni Studie a po pfiméfenou dobu (nejméné 5 let) po
dokonceni Studie, Pharm-Olam, Zadavatel nebo jejich
zastupci budou opravnéni k pfezkoumani zdravotnich
zaznamU Subjektd hodnoceni nebo ovéfenych kopii
jakychkoliv elektronickych zdravotnich zaznami tykajicich
se Studie pouze pro Ucely auditu podle pfisluSnych
pravnich predpis(.

Veskera Studijni data (vyjma zdravotnich zaznam( a
identifikace  Subjektd  hodnoceni) jsou  vylutnym
vlastnictvim Zadavatele a mohou byt volné vyuzivana
Zadavatelem. Se vSemi takovymito Studijnimi Daty bude
zachazeno jako s Davérnymi informacemi a tyto podiéhaji
povinnosti miCenlivosti, jak je uvedeno v &lanku 9 nize.

Poskytovatel zdravotnich sluzeb zajisti, Ze ZkouSejici
poskytne veSkera Studijni data spoleénosti Pharm-Olam
nebo Zadavateli do triceti (30) dnil od zavérecné navstévy
u Poskytovatele zdravotnich sluzeb.

4. Nezadouci udalosti

V souladu s Protokolem Poskytovatel zdravotnich sluzeb
obdrzi konkrétni pisemné pokyny ohledné ohlaSovani
Nezadoucich udalosti. Poskytovatel zdravotnich sluzeb
vyrozumi Pharm-Olam a/nebo Zadavatele nejpozdéji do
dvaceti Ctyf (24) hodin (je-li to mozné pak okamzité
telefonem nebo faxem) o jakychkoliv Nezadoucich
udalostech  a/nebo  neocekavanych  Nezadoucich
udalostech. Poskytovatel zdravotnich sluzeb zajisti, Ze
pfijeti takovéto zpravy bude pisemné potvrzeno
opravnénou osobou spoleénosti Pharm-Olam/Zadavatele.
Podrobnosti se zaznamenaji do pfisluSného formulafe
v CRF (nebo eCRF). Bude-li potfeba vyresit nebo vysetfit
Nezadouci udalost podrobnéji, Poskytovatel zdravotnich
sluzeb poskytne spolecnosti Pharm-Olam a Zadavateli
plnou soucinnost. Podrobnéj8i pisemnou zpravu poda
Zkousejici do péti (5) dnl podle instrukci v Protokolu nebo
podle dalSich pisemnych pokyn(. Zadavatel nebo podle

Pharm-Olam Study ref.No./ Ref. €. Studie Pharm-Olam: 1104
No of Site/ Cislo centra:194

Protocol No./ Cislo Protokolu: [T001-303

Hospital Agreement

Page/Strana 9 of/z 32

Confidential & Proprietary
Davémné



Investigator/Zkousejici:
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Country/Zemé: Czech Republic

Regulatory Authority, within the time frame specified by
the EC/IRB and/or Regulatory Authority.

5. Monitoring and Data Verification

Institution warrants 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 (Pharm-Olam will endeavour to
give reasonable 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; such visit will not have any influence on
standard work of the Institution. Institution warrants that it
will fully cooperate with Pharm-Olam/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.

6. Audit and Inspection

The Institution will permit access to the Institution and
provide Trial Subject data and all Study Data and related
information for the purpose of the quality assurance audit
by Pharm-Olam or Sponsor (or their designees) (at least
three (3) days in advance) (such visit will not have any
influence on standard work of the Institution) 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
Institution will provide Pharm-Olam and Sponsor with
copies of all materials, correspondence, statements,

okolnosti Zkousejici vyrozumi EK a/nebo Regulacni ufad
v ¢asovém rdmci uréeném EK nebo Regulaénim Gfadem.

5. Monitoring a ovéfeni dat

Poskytovatel zdravotnich sluzeb zaruuje, Ze Pharm-
Olam a Zadavatel budou mit pfistup ke Studijni
dokumentaci, vCetné zaznaml vydeje Hodnoceného
|éCiva, srovnavaciho pfipravku a vedlejSiho |éCiva (budou-
li se vydavat) ze strany Lékarny, béhem obvyklych
pracovnich hodin k monitorovani provadéni Studie, véetné
pfevzeti, nakladani, uskladnéni a vydeje Hodnoceného
léCiva, srovnavaciho pfipravku a vedlejSiho I€Civa, stejné
jako k auditu zaznamd, CRF, zdrojovych dokument.
Zastupce spole€nosti Pharm-Olam a Zadavatele po
pfedchozim pisemném oznameni (Pharm-Olam vynaloZi
veSkeré usili poskytnout ozndmeni v pfiméfené dobé) a
béhem obvyklych pracovnich hodin bude mit pfistup k
CRF (nebo eCRF), Kklinickym z&znamim Subjektu
hodnoceni a jinym relevantnim informacim o Subjektu
hodnoceni za Ucelem provadéni monitoringu Studie
v souladu s ICH/GCP; takova navstéva ovsem nenarusi
béZzny chod Poskytovatele zdravotnich  sluZeb.
Poskytovatel zdravotnich sluzeb zaruCuje, ze bude piné
spolupracovat se spolecnosti Pharm-Olam/Zadavatelem
vradmci monitoringu a ovéfovani dat. Poskytovatel
zdravotnich sluzeb souhlasi s umoznénim pfimého
pfistupu zastupclim spoleénosti  Pharm-Olam nebo
Zadavatele k nemocni¢nim zdznamim a veSkerym datim
0 Subjektu hodnoceni vztahujicich se ke Studii, jakkoliv
jsou uchovavéna, za UCelem ovéfeni zdrojového
dokumentu [Source Document Verification] (SDV).

6. Audit a inspekce

Poskytovatel zdravotnich sluzeb umozni pfistup k
Poskytovateli zdravotnich sluzeb a poskytne data tykajici
se Subjektu hodnoceni, veSkera data tykajici se Studie a
souvisejici informace pro UCely auditu zajisténi kvality
[Quality Assurance audit] ze strany spoleénosti Pharm-
Olam a/nebo Zadavatele (nebo jimi povéfenych osob)
(minimalné tfi (3) dny pfedem) (pfi¢emz navstéva nenarusi
bézny chod Poskytovatel zdravotnich sluzeb), nebo
zastupcim Regulaénich Oradi pro ucely inspekce po
pfechozim oznameni v rdmci obvyklé pracovni doby.

Poskytovatel zdravotnich sluzeb okamzité (nejpozdéji do
dvaceti Ctyf (24) hodin) vyrozumi Pharm-Olam a
Zadavatele o jakémkoliv pozadavku Regulacniho Ufadu
k inspekci nebo pfistupu k dokumentaci tykajici se Studie,
a pokud mu to pravni pfedpisy dovoli, umozni uCast
zastupcl  spolecnosti Pharm-Olam a Zadavatele u
takovéto inspekci k poskytnuti vyjadfeni a zhodnoceni.
Poskytovatel zdravotnich sluzeb poskytne spolecnosti
Pharm-Olam a Zadavateli kopie vSech materiald,
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forms, and records which Institution and Investigator
receive, obtain, or generate pursuant to any such
inspection that relate to the Study or affect Institution’s or
Investigator’s ability to conduct the Study, all of which may
be provided to Pharm-Olam, Sponsor and their
representatives.

7. Retention of the Documents

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

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

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

korespondence, stanovisek, formulafl, a zaznam(
obdrzenych, ziskanych nebo vyhotovenych
Poskytovatelem zdravotnich sluzeb nebo ZkouSejicim na
zakladé jakékoliv takové inspekce, ktera se tyka Studie
nebo ktera ovlivni schopnost Poskytovatele zdravotnich
sluzeb nebo Zkousejiciho provést Studie, z nichz vSechny
mohou byt poskytnuty spoleCnosti  Pharm-Olam,
Zadavateli a jejich zastupclim.

7. Drzeni dokumentt

Poskytovatel zdravotnich sluzeb souhlasi s uchovavanim
veSkeré dokumentace vztahujici se ke Studii mimo jiné
veSkerych Studijnich data, klinickych zdznam( Subjektd
hodnoceni, nemocni¢nich zaznamd a dalSich relevantnich
informaci o Subjektech hodnoceni v zabezpeceném
archivu po dobu, ktera je vyZadovana platnymi pravnimi
predpisy (dale jen “Doba uchovani zaznami”). Pokud
pravni Uprava vyZaduje del8i dobu uchovavéni, pak se
pouziji tyto pfedpisy. Pharm-Olam a/nebo Zadavatel jsou
opravnéni ke kontrole zaznamd kdykoliv v pribéhu doby
uchovavani, po pfedchozim oznameni, ucinéném
v pfiméfené dobé. Poskytovatel zdravotnich sluzeb musi
dale zajistit, Ze veSkera dokumentace vztahujici se ke
Studii bude uchovavana na takovém médiu, Ze bude
zajisténa jejich Uplnost a Citelnost po celou vyZadovanou
dobu uchovavani.

Poskytovatel zdravotnich sluzeb se zavazuje pisemné
oznamit Zadavateli nejméné Sedesat (60) dni pfed
uplynutim Doby uchovavani zaznam, a jak muze byt v té
dobé poZzadovdno Zadavatelem, skuteCnost, ze
Poskytovatel zdravotnich sluzeb a/nebo Zkousejici zasle
zaznamy podle pokynu Zadavatele pro ucely skladovani
do jiného zafizeni. Pokud se Poskytovatel zdravotnich
sluZeb ocitne z jakéhokoli divodu v pozici, kdy nemlze
nadale zaznamy po Dobu uchovavani zaznami
uchovavat, bude o tom ihned informovat spolecnost
Pharm-Olam a Zadavatele.

ZkousSejici bude uchovavat, drzet a udrzovat piimérené a
pfesné zdrojové dokumenty a z&znamy hodnoceni, které
budou zahrnovat pfisluSna pozorovani kazdého ze
Subjektl hodnoceni a zajisti, ze zdrojova data budou
pfifaditelnd, citelna, aktualni, originalni, pfesnd a
kompletni. Zména zdrojovych dat (vEetné elektronickych
zdravotnich zaznam() by méla byt dohledatelna a neméla
by prekryvat plivodni zapisy a méla by byt vysvétlena ze
strany ZkouSejiciho bez zbyteéného odkladu, je-li to
potfebné.

Vstoupi-li Poskytovatel zdravotnich sluzeb do likvidace
bez pravniho nastupce nebo zjisti-li pfisluSny soud upadek
Poskytovatele zdravotnich sluzeb, pak Poskytovatel
zdravotnich sluzeb okamzité o tomto vyrozumi Zadavatele
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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 Institutional Pharmacy (at address Prague 5, V
Uvalu 84/1, marked by name of the responsible
Pharmacist), 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
and the 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
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 shall ensure that the Investigational
Product, comparator and ancillary drugs are stored and
handled in a secure manner to prevent access or use by
unauthorized persons and will otherwise observe
reasonable safety measures customarily employed by the
Institution with respect to similar materials in its
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, GCP

a poskytne Zadavateli pfilezitost k dalSimu uchovani
zaznamu.

8. Hodnocené |éCivo a Lékarna

Jménem Zadavatele, Pharm-Olam poskytne zdarma
Nemocniéni Lékarné (na adrese Praha 5, V Uvalu 84/1,
s ozna¢enim povéfeného Iékarnika). Hodnocené lécivo a
v pfipadé potfeby, srovnavaci pfipravek stejné jako
ostatni stanovena vedlejsi 1éCiva, v mnozstvi pfimérené
stanoveném Zadavatelem jako dostateéném pro ucely
provadéni Studie. Poskytovatel zdravotnich sluzeb a
Lékarna budou udrzovat kontrolu nad Hodnocenym
[éCivem, srovnavacim pfipravkem a pfimym vedlejSim
léCivem a zajisti, ze Hodnocené I1éCivo bude uloZeno a
bude s nim nakladano v souladu s pisemnymi instrukcemi
spole¢nosti 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.
Poskytovatel zdravotnich sluzeb pouzije Hodnocené
|éCivo, srovnavaci pfipravek, vedlejSi lé€ivo vyluéné pro
Ucely provadéni Studie v pfisném souladu s Protokolem a
nepouzije je pro zadny jiny ucel, a nepfeda Hodnocené
[éCivo, srovnavaci pfipravek a vedlejSi I&Civo Zadné treti
strané. Poskytovatel zdravotnich sluzeb zajisti, aby
Hodnocené |éCivo, srovnavaci pfipravek a pfima vedlejsi
léCiva byly uskladnény a bylo snimi nakladano
bezpe€nym zplisobem tak, aby bylo zabranéno jakémukoli
pfistupu k nim &i jejich vyuzivani jakoukoli neopravnénou
osobou, a bude i v jinych ohledech dodrzovat pfiméfend
bezpecnostni opatfeni, ktera Poskytovatel zdravotnich
sluzeb obvykle realizuje v souvislosti s podobnymi
materialy, které ma& ve svém drzeni. V pfipadé, ze
jakakoliv  &ast Hodnoceného IéCiva, srovnavaciho
pfipravku nebo vedlejSiho |éCiva bude ztracena,
poSkozena, nebo zniCena b&hem doby, kdy se bude
nalézat u Poskytovatele zdravotnich sluzeb, Poskytovatel
zdravotnich sluzeb bude odpovédny spoleénosti Pharm-
Olam a Zadavateli za naklady spojené s nahrazenim
Hodnoceného IéCiva, srovnavaciho pfipravku a vedlejSiho
léCiva a vyvine nejlepsi Usili k zajisténi toho, Ze
harmonogram Studie stanoveny v Protokolu nebude
opozdén jako dUsledek ztraty, poSkozeni nebo zniéeni
Hodnoceného éiva, srovnavaciho pFipravku nebo
vedlejSiho léCiva.

Strany berou na védomi a souhlasi, Ze Hodnocené IéCivo
je a zUstane ve vyluéném vlastnictvi Zadavatele.

Hodnocené léCivo obdrzi, bude skladovat a vydavat
Lékarna. Poskytovatel zdravotnich sluzeb zaruCuje, ze
nakladani s Hodnocenym |é&ivem bude v souladu se
spravnou |ékarenskou, skladovaci a distribucni praxi
podle zakona €. o léCivech, vyhlaska SKP a v souladu s
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Regulation and in accordance with Pharmaceuticals
Manufacture and Distribution Regulation No. 229/2008 as
amended.

The Sponsor ensures the distribution of the Investigational
Product to the Institutional Pharmacy where the
Pharmacist receives and verifies the Investigational
Product (as other shipments — i.e. if shipment is not
damaged, in case of the extra requirements for the
transportation, if these requirements have been adhered,
confirm the receiving of the shipment) afterward the
Investigator shall pick up the Investigational Product
based on the receipt and the Investigator will be fully
responsible for them. Pharm-Olam is obliged three (3)
working days prior to delivery of shipment to inform the
responsible Pharmacist either via email or via phone. The
Sponsor ensures the destruction of the unused
Investigational Product on their expenses.

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 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 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

pfedpisem €. 229/2008 Sb., o vyrobé a distribuci léCiv ve
znéni pozdéjSich predpis(.

Zadavatel zajisti distribuci zasilky Hodnoceného Ié¢iva do
Nemocniéni Lékarny Poskytovatele zdravotnich sluzeb,
kde je Iékarnik pfevezme a zkontroluje (jako jiné zasilky -
tzn. neni-li poSkozena, v pfipadé zvlastnich pozadavki na
transport, byly-li tyto pozadavky dodrzeny, pfijem zasilky
potvrdi), nasledné si na zadanku ZkouSejici Hodnocené
[éCivo vyzvedne na centrum a je za né plné zodpovédny.
Spole¢nost Pharm-Olam je povinna oznamit do tfi (3)
pracovnich dnd pfed dodanim, kdy bude zasilka do
lékarny predana budto emailem nebo telefonicky Iékarnou
povéfenému farmaceutovi. Likvidaci nevyuZitych Iékd si
Zadavatel zajisti na vlastni naklady.

Odmeéna za lékarenské sluzby bude konkretizovana
v Pfiloze 1.

9. Davérnost

Strany souhlasi, Ze ve3keré informace, materidly a
dokumenty povazované spolecnosti Pharm-Olam nebo
Zadavatelem jako d(véré nebo v jejich vlastnictvi,
poskytnuté  Poskytovateli zdravotnich sluzeb, jeho
zaméstnancim, vcetné ZkousSejiciho, zmocnéncdm,
subdodavatelim a pfidruzenym spole¢nostem (spole¢né
Prijimajici Strana®), ze strany spole¢nosti Pharm-Olam
nebo jménem spoleénosti Pharm-Olam  a/nebo
Zadavatelem, ke kterym Pfijimajici Strana mohla mit
pistup v souvislosti se Studii, nebo které byly rozvinuté ¢i
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 o
Subjektu hodnoceni, informace tykajici se prav dusevniho
vlastnictvi, slozeni, vyroby, farmakologie, klinické
Ucinnosti a bezpec€nosti a klinického vyzkumu ve véci
Hodnoceného Ié¢iva nebo jinych Zadavatelovych produkti
¢i navrhovanych produktd budou povazovany za divémné
a vijeho vlastnictvi (spolu dale jenom ,Divérné
informace). V prGbéhu trvani této Smlouvy, véetné
prodlouzeni jejiho trvani, a po dobu deseti (10) let po
ukonCeni této Smlouvy, Pfijimajici strana nesmi
zpfistupnit  Davérné informace bez predchoziho
pisemného souhlasu spole¢nosti Pharm-Olam nebo
Zadavatele. Bez ohledu na vySe uvedené, Poskytovatel
zdravotnich sluzeb mlze zvefejnit tyto informace t&m
tfetim stranam (napf. SpoluzkouSejicim a €lendm
Studijniho tymu), které potfebuji byt obeznameny s témito
informacemi, aby mohly provadét Studii, avSak pod
podminkou, Ze v3echny tyto tfeti strany podléhaji zakonné
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those herein by a contract of employment. Institution shall
be responsible for any breach of the confidentiality terms
by such third parties. The Sponsor and Pharm-Olam
acknowledge the Institution is a liable entity in the sense
of Act No. 106/1999 Coll. on Free Access to Information
as amended and is obliged on the third party’s
requirements to provide such information based on the
conditions established by this Act.

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

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

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

3. 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 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 shall
give reasonable advance notice to Pharm-Olam
and Sponsor of such disclosure and shall use
best efforts to limit the disclosure and maintains
the confidentiality of such Confidential
Information to the extent possible. In addition,
the Institution 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.

povinnosti zachovavat mi€enlivost nebo, ze jsou vazany
davérnosti ve své pracovni smlouvé, a to nejméné tak
restriktivng, jaké jsou ustanoveni této Smlouvy.
Poskytovatel zdravotnich sluzeb nese odpovédnost za
jakékoli poruSeni podminek micenlivosti témito tfetimi
stranami. Zadavatel a spole¢nost Pharm-Olam berou na
védomi, Ze Poskytovatel zdravotnich sluzeb je povinnym
subjektem ve smyslu zakona ¢. 106/1999 Sbh., o
svobodném pfistupu k informacim, ve znéni pozdgjSich
predpistl a jako takovy je povinen na zadost tfeti osoby,
kterd o informace zada, informace dle podminek
stanovenych timto zakonem poskytnout.

Povinnost micenlivosti se neuplatni na Divémné
informace:
1. které jsou jiz Poskytovateli zdravotnich

sluzeb/ZkouSejicimu znamé a tato skuteCnost je
dolozena zaznamy, které Casové pfedchazeji
okamziku, kdy D0Ovémé informace byly
zpfistupnény Poskytovateli zdravotnich sluzeb
a/nebo Zkousejicimu podle této Smlouvy,

2. které jsou Ci vejdou ve znamost nebo se stanou
vefejné pfistupnymi jinak neZz konédnim i
opomenutim  ze  strany  Poskytovatele
zdravotnich sluzeb ZkouSejiciho v rozporu s
touto Smlouvou, nebo

3. se stanou zndmymi Poskytovateli zdravotnich
sluzeb a/nebo  ZkouSejicimu ze  zdroj
nezavislych na sdélujici strang, pficemz tyto
zdroje maji pravo tyto informace prozradit, nebo

4. se kterou se Poskytovatel zdravotnich sluzeb
a/nebo ZkouSejici sezndmil nezavisle a bez
pouziti Duvérnych Informaci ¢i aniz by se na
Davémé informace spoléhal, jak je dolozeno
pisemnymi zaznamy,

5. o kterych je vyzadovano, aby byly prozrazeny i
zpfistupnénymi  ze  strany  Poskytovatele
zdravotnich sluzeb a/nebo Zkousejiciho treti
osobé podle pouzitelného pravniho predpisu,
regulaéniho opatfeni vefejné moci, nebo
rozhodnuti soudu v pfislusné jurisdikci, pod
podminkou, Zze Poskytovatel zdravotnich sluzeb
oznami v dostate¢ném predstihu spoleCnosti
Pharm-Olam a Zadavateli takové zvefejnéni a
vyvine nejlepi  Usili komezeni takového
zvefejnéni a udrzi zavazek divérnosti k takovym
Davérnym informacim v nejSirsi
rozsahu. V souvislosti s tim, Poskytovatel
zdravotnich sluzeb umozni spoleCnosti Pharm-
Olam a/nebo Zadavateli uinit pokus o0 omezeni
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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 to Sponsor or Pharm-Olam, with respect to the
any Confidential Information of Institution.

The Parties acknowledge that this Agreement is
mandatorily published contracts pursuant to Act No.
340/2015 Coll. the Act on the Contract Register as
amended. The Parties have agreed that the publication
of this Agreement in the Contract Register pursuant to
Section 5 par. 1 of this 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 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 (either via email to

or via databox (ID
Pharm-Olam’s databox — cdbyaqq)).

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
by the Sponsor or Pharm-Olam before the Agreement is
sent for publication and the redaction will be approved by
the Institution. 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 private persons and non-corporate legal
persons, etc.) of any individual referred to in this
Agreement is protected in accordance with the applicable

takového zpfistupnéni tim, Ze pozadaji o vydani
pfedbézného opatfeni nebo se jinak pokusi o
divérné zachazeni s Davérnymi informacemi
Fadnymi pravnimi prostfedky.

Davérné informace zustanou ve vyluéném viastnictvi
spole¢nosti 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 spole¢nosti Pharm-Olam, Zadavatele nebo jinou
tfeti stranou ZkouSejicimu, sohledem na Davérné
informace, k jakémukoliv patentu, pravu autorskému,
ochranné znamce, obchodnimu tajemstvi nebo k
jakémukoliv prdvu duSevniho vlastnictvi. Nic. co je
obsazeno vtéto Smlouvé nebude povazovano jako
udéleni prava nebo licence, at uz vyslovné nebo micky,
Poskytovatelem zdravotnich sluzeb Zadavateli nebo
spole¢nosti Pharm-Olam, s ohledem na jakékoliv Divérmné
informace Poskytovatele zdravotnich sluzeb.

Strany berou na védomi, Ze tato Smlouva je povinné
uverejiovanym dokumentem podle zakona €. 340/2015
Sb., zakon o registru smluv, ve znéni pozdgjSich predpist.
Strany se dohodly, Zze uvefejnéni této Smlouvy
prostfednictvim registru smluv podle § 5 odst. 1
citovaného zakona bude provedeno Poskytovatelem
zdravotnich sluzeb bez zbytetného odkladu, nejpozdéji
véak do 30 dnl od uzavieni Smlouvy. Zadavatel ani
Zkousejici nejsou opravnéni k uverejnéni této Smiouvy,
ledaze Poskytovatel zdravotnich sluzeb tak ve stanovené
Ihuté (jak je uvedena vySe) neucini. V takovém pfipadé
pfevezme Pharm-Olam odpovédnost za uvefejnéni a
doruceni potvrzeni ostatnim Stranam.

Poskytovatel zdravotnich sluzeb je dale povinen dorucit

potvrzeni o uvefejnéni Smlouvy ostatnim Stranam (bud
emailem na adresu h nebo
datovou schrankou (ID datové schranky spoleénosti
Pharm-Olam - cdbyaqg)).

Strany jsou srozumény s tim, ze informace tvorici
obchodni tajemstvi Stran a dalsi informace, které
nepodléhaji povinnosti uvefejnéni, budou pfed odeslanim
Smlouvy k uvefejnéni znecitelnény Zadavatelem nebo
spoleCnosti Pharm-Olam a znecitelnéni podiéha schvaleni
Poskytovatelem zdravotnich sluzeb. S ohledem na
uvedené, maji Strany moznost ped zvefejnénim posoudit
a zneditelnit jakékoli citlivé a dlivérné informace obsazené
ve Smlouvé. Dale, Strany souhlasi s tim, Ze Zadavatel a
Pharm-Olam pfed uvefejnénim zajisti ochranu osobnich
Udaji (véetné jména a pfijmeni, jakéhokoliv typu
identifikaCnich udaju, dat narozeni, adres bydlisté,
telefonnich Cisel, bankovnich uétl fyzickych osob a
nepodnikajicich pravnickych osob apod.) jakékoli fyzické
o0soby zminéné ve Smlouvé v souladu s pravnimi pfedpisy
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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 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 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;

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 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 agrees to comply with any changes made by
Sponsor, including non-publication of the article, if
appropriate.

If the Sponsor notifies the Institution and that it wants to
file any patent applications, the Institution 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

na ochranu osobnich Udajl a znecitelni zejména pocet
Subjektld hodnoceni zafazenych do Studie, jakoz i
rozpocet Studie, ktery tvofi nedilnou sou¢ast Smlouvy.

10. Publikace

Vysledky Studie nebo jejich ¢ast nebudou Poskytovatelem
zdravotnich sluzeb prezentovany ani publikovany i jinak
zvefejfiovany bez predchoziho pisemného souhlasu
Zadavatele.

Strany berou na védomi, ze Studie je souasti
multicentrické studie a Ze zamérem Stran je, aby
k prvnimu  publikovani a/nebo prezentovani vysledk
Studie doSlo v ramci spolecné multicentrické publikace
vysledkid multicentrické studie jako celku.

Bez pisemného souhlasu Zadavatele Poskytovatel
zdravotnich  sluzeb  nepfedloZi  vysledky  Studie
k publikovani &i zvefejnéni, dokud nedojde ke zvefejnéni
vysledkd multicentrické studie jako celku nebo predtim,
nez nastane néktera z nasledujicich alternativ:

1. Zadavatel potvrdi, Ze nebude provedena zadna
multicentrickd publikace nebo

2. uplyne osmnéct (18) mésicl od ukonéeni analyz
dat ze strany Zadavatele v ramci multicentrické
studie jako celku.

3. vobou pfipadech za podminky, Ze jesté pfed
navrhovanou publikaci pfedlozi Zadavatel data
shromézdéna v ramci Studie americkému Uradu
pro kontrolu potravin a Ié¢iv (US Food and Drug
Administration) a/nebo  jakémukoli  jinému
kontrolnimu organu v oblasti  zdravotnictvi
v jakékoli jiné zemi.

Poskytovatel zdravotnich sluzeb poskytne Zadavateli
ke zhodnoceni kopii publikace nebo prezentace, a to
nejméné Sedesat (60) dni pfed predlozenim takového
materidlu  k publikaci ¢ uvefejnéni.  Poskytovatel
zdravotnich sluzeb souhlasi, Ze bude postupovat
v souladu s jakymikoliv zménami u€inénymi Zadavatelem,
véetné nepublikovani ¢lank(, bude-li to vhodné.

V pfipadé, ze Zadavatel vyrozumi Poskytovatele
zdravotnich sluzeb o tom, ze hodla podat patentové
pfihladky, Poskytovatel zdravotnich sluZzeb odloZi
publikovani, prezentovani nebo jiné zvefejnéni vysledki
Studie o dalSich devadesat (90) dni, aby tak Zadavateli
umoznil podat patentovou pfihlasku. Zadavatel je
opravnén pouzivat, citovat a dale rozSifovat pretisky
védeckych, lékafskych a jinych publikovanych ¢lanku
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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 refrigerator (“Equipment”) terms of conditions
relating to the Equipment shall be governed by separated
loan agreement by and between Institution and Pharm-
Olam.

12. Inventions

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

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

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

The Institution agrees that all rights to Inventions shall be
the property of Sponsor and hereby assigns in scope
allowed by all applicable laws, 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 will provide reasonable assistance to
Sponsor in filing and prosecuting any patent applications
relating to Inventions, at Sponsor’s expense.

tykajicich se Studie, véetné takovych pretiskl, z nichZ je
patrné jméno ZkouSejiciho a/nebo Poskytovatele
zdravotnich sluzeb.

11. Vybaveni

Jménem Zadavatele, Pharm-Olam poskytne zdarma
Poskytovateli zdravotnich sluzeb lednici (,Vybaveni®),
pfiéemZ podminky se budou Fidit samostatnou smlouvou
0 vypljcce uzavienou mezi Poskytovatelem zdravotnich
sluzeb a spoleénosti Pham-Olam.

12. Vynalezy

Veskera data, informace a vysledky Studie generované v
souvislosti se Studii, mimo jiné, vyplnénych eCRFs a
jakychkoli dal$ich vykaz(, zpracovanych Poskytovatelem
zdravotnich sluzeb, ZkouSejicim a/nebo &lenem Studijniho
tymu v prlbéhu Studie, jsou vyluénym vlastnictvim
Zadavatele.

Strany se dohodly, Ze Zadavateli pfislusi vSechna prava,
naroky a podily na jakémkoli vynalezu nebo objevu (at uz
mohou byt pfedmétem patentové pfihlasky ¢i nikoli),
plynoucich z provadéni Studie pouzivani Hodnoceného
[éCiva ¢i Davérnych informaci (,Vynélez").

UCini-li  Poskytovatel zdravotnich sluzeb, ZkouSejici
a/nebo ¢len Studijniho  tymu jakykoli Vynélez,
Poskytovatel zdravotnich sluzeb je povinen o této
skuteCnosti Zadavatele neprodlené pisemné informovat.

Poskytovatel zdravotnich sluzeb souhlasi stim, Ze
veskera prava k Vynalez(m jsou vlastnictvim Zadavatele
a postupuje v rozsahu povoleném platnymi a G&innymi
pravnimi pfedpisy timto veSkery podil na jakémkoli
takovém Vynélezu Zadavateli a souCasné se zavazuje, Ze
totéz provedou autofi takového Vynalezu, a to bez
jakychkoli zavazki a narokd na odménu vyjma téch, které
vyplyvaji z této Smlouvy. Poskytovatel zdravotnich sluzeb
prohladuje, Ze jakakoliv osoba poskytujici Sluzby nebo
jinak se ucastnici Studie je vazana povinnosti vyzadujici,
aby takova osoba postoupila Poskytovateli zdravotnich
sluzeb veSkera prava, pravni tituly a podily na v3ech
Vynalezech a pfisluSnych pravech duSevniho vlastnictvi,
a ve které souhlasi s poskytnutim soucinnosti
Poskytovatele zdravotnich sluZeb pfi ziskani a doméhani
se ochrany patenttl anebo jiné ochrany vlastnickych prav
jak jsou zminény vyse.

Poskytovatel zdravotnich sluzeb je povinen poskytnout
Zadavateli pfiméfenou soucinnost pfi podavani a
uplatiiovéni pfipadnych patentovych pfihladek ve vztahu
k Vynaleztm, a to na naklady Zadavatele.
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To the extent that the applicable law does not allow for a
transfer of Sponsor Inventions, the Institution hereby
grants the Sponsor an exclusive, perpetual, irrevocable,
worldwide and royalty free license, with the right to
sublicense to any third party, to use such Sponsor
Inventions for any purposes.

13. Term and Termination

This Agreement is valid as of the last date of execution on
the signature page, between the undersigned Parties and
shall be effective on the day ifits publication in the Register
of Contracts. Its effectiveness 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 the other Party.
Pharm-Olam may terminate this Agreement at any time
without any reason upon thirty (30) days prior written
notice to Institution and Investigator.

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

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;

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

Pokud platné pravni predpisy neumoziuji pievod
Vynalez(i Zadavatele, udéluje timto Poskytovatel
zdravotnich  sluzeb  Zadavateli  vyhradni, trvalou,
neodvolatelnou, celosvétové platnou a beziplatnou licenci
s pravem udélit sublicenci jakékoli tfeti strané na uzivani
Vynalezd Zadavatele k jakymkoli aceltim.

13. Doba trvani a zanik Smlouvy

Tato Smlouva vstupuje v platnost dnem posledniho
podpisu na podpisové strané mezi podepsanymi Stranami
a nabyva Ucinnosti dnem zvefejnéni v registru smluv. Jeji
Ucinnost trva do ukonéeni Studie, anebo do okamziku
pfedCasného zaniku Smilouvy podle ustanoveni tohoto
¢lanku.

Spoleénost Pharm-Olam je opravnéna kdykoliv pozastavit
Studii s okamzitou platnosti ke dni doruéeni takového
oznameni druhé Strané. Spole¢nosti Pharm-Olam je
opravnéna kdykoliv vypovédét tuto Smlouvu s tficeti denni
(30) vypovédni dobou, a to i bez udani divodu, na zakladé
pisemné vypovédi doruené Poskytovateli zdravotnich
sluzeb a ZkousSejicimu.

Pharm-Olam mUze vypovédét tuto Smlouvu bez stanoveni
vypovédni doby s ucinky zaniku Smiouvy ke dni doruceni
vypovédi druhé Strané v nasledujicich pfipadech:

1. souhlas k provadéni Studie byl vzat zpét
pfislusnou EK nebo pfislusSnym Regulacnim
Ufadem,

2. rozsah nebo zavaznost Nezadoucich udalosti ve
vztahu k Hodnocenému Ié€ivu podavanému
vramci Studie jsou podkladem pro okamzité
preruSeni Studie,

3. Poskytovatel zdravotnich sluzeb nebo ZkouSejici
nenabere dostatecny pocet Subjektd hodnoceni
k dosazeni cilt Studie,

4. okolnosti, které podle nazoru spole¢nosti Pharm-
Olam nebo Zadavatele budou pFedstavovat
zdravotni riziko nebo ohrozeni zivotni pohody
Subjektd hodnoceni,

5. porudeni pfislusnych pravnich predpisti nebo
regulacnich opatfeni ze strany Poskytovatele
zdravotnich sluzeb a/nebo Zkousejiciho,

6. poruSeni vyluGovacich a protikorup¢nich
ujednani ze strany Poskytovatele zdravotnich
sluzeb,
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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 twenty (20) working days of written
notice of such breach with notice period three (3) days
upon receipt of such notice by the other Party.

If this Agreement is terminated, the Institution shall provide
for an orderly cessation of the Study in a manner
determined by mutual agreement of the Parties that
recognizes the best interests and welfare of the Trial
Subjects and is designed to be safe for Trial Subjects
enrolled in the Study in accordance with ICH/GCP and in
compliance with all applicable laws, rules and regulations.
The Institution 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 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, Institution shall
ensure that, the Investigator will 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 shall provide any other information and/or
reports relating to the Study as may be reasonably
requested by Pharm-Olam and/or Sponsor.

7. UCast Poskytovatele zdravotnich sluzeb a/nebo
Zkou$ejiciho v konkurenCnim  klinickém
hodnoceni.

Kterakoli Strana muze vypovédét tuto Smlouvu, porusi-li
druha Strana podstatnym zplisobem jakékoli ustanoveni
této Smlouvy, a které zarover nebude napraveno ve Ihité
dvacet (20) pracovnich dn( od pisemného oznameni o
takovémto poruseni, s vypovédni Ihdtou fi (3) dny ode dne
potvrzeni o pfijeti pisemného oznameni druhou Stranou.

Zanikne-li tato Smlouva, Poskytovatel zdravotnich sluzeb
se zavazuje radné ukonéit Studii zplisobem, ktery bude
vzajemné mezi Stranami dohodnut s pfihlédnutim k
nejlepSim zajmim a ve prospéch Subjektli hodnoceni a
bude navrzen tak, aby byl bezpeény pro Subjekty
hodnoceni za¢lenéné do Studie v souladu s ICH/GCP a v
souladu se vemi pfisluSnymi pravnimi pfedpisy, pravidly
a regulacnimi opatienimi. Poskytovatel zdravotnich sluzeb
se zavazuje vyvinout obchodné pfiméfené usili k
minimalizaci nakladu spojenych s ukonéenim Studie. Tyto
naklady budou Zadavatelem uhrazeny podle vzajemné
dohody mezi Stranami. lhned po Ug&innosti zaniku
Smlouvy, Poskytovatel zdravotnich sluzeb poskytne
spole¢nosti Pharm-Olam vSechna Studijni Data jakoz i jina
data a informace shromazdéné v souvislosti se Studii, a to
ve vSech formatech, zahrnujici elektronické formaty,
pocitaCové soubory a programy. Poté co spoleCnost
Pharm-Olam obdrzi od Poskytovatele zdravotnich sluzeb
veSkerou dokumentaci, Studijni Data a informace tykajici
se Studie, zavazuje se spoleénost 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 Poskytovatele zdravotnich sluzeb nebo
naklady, knimz se Poskytovatel zdravotnich sluzeb
neodvolatelné zavazal, pokud maji souvislost s témito
Ukony).

V pfipadé, ze Studie bude ukonéena piedCasné,
Poskytovatel zdravotnich sluzeb zajisti, Ze ZkouSejici
poskytne spole€nosti Pharm-Olam vSechny kompletni
zaznamy CRF a/nebo &astegné vypinéné ke dni ukonéeni
Studie a taktéz vSechny ostatni materialy tykajici se
Studie, mimo jiné Hodnocené IéCivo. Poskytovatel
zdravotnich sluzeb je opravnén si, na bezpetném miste,
v souladu s ustanovenimi této Smlouvy a pod podminkou
dodrzeni pozadavki ohledné divérnosti, ponechat kopii
Studijnich zaznam( k archivacnim ucelim, a to dle
pozadavk( pfislusnych vnitrostatnich pravnich predpisu.
Poskytovatel zdravotnich sluzeb poskytne veSkeré dalsi
informace a/nebo zpravy tykajici se Studie, které mohou
byt v rozumné mife poZadované spole¢nosti Pharm-Olam
a/nebo Zadavatelem.
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In order to meet the Study timelines, the Institution will
each use its best endeavours to enrol a minimum of one
patient per site within three months of active enrolment.

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

Pharm-Olam and/or 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 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 however is expected 3 Trial
Subjects will be enrolled by the Institution.

14. Liability and Indemnification

The Institution acknowledges that it is acting as an
independent contractor to the Pharm-Olam or Sponsor.

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

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

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

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

Aby bylo mozné splnit ¢asovych harmonogram Studie,
vynaloZi Poskytovatel zdravotnich sluzeb i Zkou$ejici své
maximalni usili na to, aby pracovi$té dosahlo zarazeni
nejméné jednoho pacienta béhem tfi mésich aktivniho
naboru.

Pharm-Olam a Zadavatel si taktéz vyhrazuji pravo
pisemné udélovat pokyny Poskytovateli zdravotnich
sluZeb k zafazeni vét§iho nebo mensiho poctu Subjektl
hodnoceni, nez je pocet ujednany v dobé podpisu této
Smlouvy.

Pharm-Olam a/nebo Zadavatel je opravnén udglit pokyn
Zkousejicimu a/nebo Poskytovateli zdravotnich sluzeb k
ukonceni néboru, a to kdykoliv a z jakéhokoliv divodu.
Prikladné, v multicentrickém klinickém hodnoceni mize
byt ndbor ze strany Poskytovatele zdravotnich sluzeb
nebo Zkousejiciho ukonéen z divodu, Ze byl dosazen
celkovy pocet nabiranych Subjektd hodnoceni v ramci
Studie. Pharm-Olam ani Zadavatel timto neposkytuji
Zadné prohlaSeni ani zaruky ohledné poctu Subjektl
hodnoceni ur€enych k naboru, avSak pfedpoklada se, ze
Poskytovatel zdravotnich sluzeb zafadi 3 Subjekty
hodnoceni.

14. Odpovédnost a odSkodnéni

Poskytovatel zdravotnich sluzeb bere na védomi, Ze
vystupuje jako nezavisly dodavatel vici spoleénosti
Pharm-Olam ¢i Zadavatele.

Odskodnéni Poskytovatele zdravotnich sluzeb nebo
ZkousSejiciho ze strany Zadavatele se bude fidit dopisem
0 odSkodnéni [letter of indemnification], jenz bude
poskytnut Zadavatelem v separatnim dokumentu.

Poskytovatel zdravotnich sluzeb odSkodni, poskytne
ochranu a zprosti odpovédnosti spoleénost Pharm-Olam,
Zadavatele a jejich zaméstnance, pfidruzené subjekty a
dodavatele v zalezitostech jakychkoliv narokl ucinénych
tfeti stranou z titulu:

1. nedodrzeni ustanoveni této Smlouvy, Protokolu,
dohodnutych  dodatki  nebo  divodnych
pisemnych doporuCeni a pokyn( spole¢nosti
Pharm-Olam ¢i Zadavatele tykajicich se Sluzeb
poskytnutych ~ Poskytovatelem  zdravotnich
sluzeb, jeho zaméstnanci, pfidruzenymi subjekty,
dodavateli ~a  ZkouSejicim & jeho
spolupracovniky,

2. nedodrzeni jakychkoliv pravnich pfedpist nebo
regulaCnich opatfeni pouzitelnych ke spinéni

comply with any law or regulations applicable to zavazkl podletéto Smlouvy ze strany
Poskytovatele  zdravotnich ~ sluZeb, jeho
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the performance of its obligations under this
Agreement;

3. Medical malpractice, negligent act or omission or
willful misconduct by the Institution, its
employees, (including Investigator), affiliates and
contractors;

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. The Institution declares that
according to the provision § 45 article 2 letter n) of Act No.
372/2011 Coll., Healthcare Services and the Condition of
their provisions (,Healthcare Services”) has liability
insurance for any damage which may be caused in
connection with the provision of Health Services and is
aware of their obligations to have valid insurance during
the course of the Study. Relevant insurance policy is
concluded according to all applicable laws and regulatory
requirements and does not include liability insurance
which may be caused by the conducting or in connection
with the Study. The liability insurance does not also include
compensation for death of Trial Subject as well as
compensation for health damage as a result of
performance of 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 (provision § 52 article 3, letter f)
Pharmaceuticals Act) for Investigator and Sponsor
whereby also 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 available to the Parties
upon request.

15. Payments and Transparency

zaméstnanc, pfidruzenych subjektl, dodavatell
a Zkousejiciho &i jeho spolupracovnikd,

3. zanedbani péce, nedbalostnim jednanim nebo
opomenutim, nebo umysinym pochybenim, ze
strany Poskytovatele zdravotnich sluzeb, jeho
zaméstnanc( (vCetné Zkousejiciho),
pfidruZenych subjekt(i a dodavatel(,

4. poruSeni (véetné poruSeni zaruk Stran) této

Smlouvy  alnebo  Protokolu ze  strany
Poskytovatele ~ zdravotnich ~ sluzeb, jeho
zaméstnanc( (vCetné Zkousejiciho),

pfidruzenych subjektd a dodavateld.

Poskytovatel zdravotnich sluzeb, ZkouSejici a vSichni
¢lenové Studijniho tymu maji platné potfebné licence a
povoleni k provadéni klinickych studii. Poskytovatel
prohladuje, Ze je dle ust. § 45 odst. 2 pism. n) zakona €.
372/2011 Sb., 0 zdravotnich sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach), pojistén pro
pfipad odpovédnosti za $kodu zplsobenou v souvislosti s
poskytovanim zdravotnich sluzeb a Ze si je védom své
povinnosti zajistit trvani tohoto pojisténi po celou dobu
studie. PfisluSna pojistna smlouva je uzaviena v rozsahu
pozadovaném  pfisluSnymi  pravnimi  pfedpisy a
regulatornimi pozadavky a neobsahuje  pojisténi
odpovédnosti za Skodu zplisobenou pfi provadéni
klinického hodnoceni nebo v souvislosti s nim ani
nezajiStuje  odSkodnéni v pfipadé umrti  subjektu
hodnoceni nebo v pfipadé vzniku Skody na zdravi u
subjektu hodnoceni v dusledku provadéni klinického
hodnoceni.

Spole¢nost Pharm-Olam nebude v zadném pfipadé
odpovédna za Skodu/ujmu &i usly zisk z titulu poskytovani
Sluzeb podle této Smlouvy s vyjimkou pfipadl, kdy ke
vzniku této Skody/Ujmy Ci uslého zisku dojde v pfimém
dusledku nedbalosti na strané spole¢nosti Pharm-Olam.

Zadavatel je povinen zajistit, aby pfed zahajenim Studie
bylo, v souladu s pfislusnymi pravnimi predpisy (ust. § 52
odst. 3, pism. f) zakona o |éCivech), uzavieno 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 dlisledku provadéni Studie.

Dlkaz o uzavieni takového pojisténi bude Stranam
k dispozici na vyZadani.

15. Platby a Transparentnost
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Maximal expected value payable per enrolled Trial
Subjects including all other fee is USD 10,789.80.

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 agrees to such
disclosure and/or publication. The Institution 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 Institution hereby further
acknowledges that the processing by Pharm-Olam and
Sponsor (including use, disclosure or transfer) Personal
Data is required for the following purposes (the
“Purposes”): (i) the conduct of clinical trials; (ii)
performance of this agreement; and (jii) compliance with
legal or regulatory requirements, as described in the
relevant privacy notice provided to the Investigator and
Study Team members. The Institution also agrees that for
the Purposes, Personal Data of the Investigator 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.

Maximalni pfedpokladana hodnota pinéni za zafazené
Subjekty hodnoceni véetné vSech poplatkd Cini
10,789.80 USD.

Poskytovatel zdravotnich sluzeb bude odpovédny za
platbu jakékoliv mistni dané (budou-li takové).

Ve vétSiné zemi jsou vyrobci 1éCiv a zdravotnickych
prostfedkli povinni podavat zprdvy o veSkerych
hodnotnych vécech, které byly poskytnuty odbornym
zdravotnickym pracovnikim, véetné (mimo jiné) plateb,
obcerstveni, vzdélavacich pfileZitosti, dart, nahrad vydaj
a jinych plateb & hodnotnych véci. Tyto zpravy mohou byt
zvefejfiovany v souladu s platnymi pravnimi poZadavky.
Poskytovatel zdravotnich sluzeb se zavazuje, Ze tyto
informace poskytne a/nebo zvefejni. Poskytovatel
zdravotnich sluzeb poskytuje svij vyslovny souhlas s tim,
Ze Zadavatel je pro UCely této Smlouvy opravnén uzivat,
shromazdovat, zpracovavat, zaznamenavat, poskytovat a
pfedavat jejich osobni udaje. Osobni (daje mohou
zahrnovat jméno, kontaktni Uidaje, informace o bankovnim
spojeni, informace o pracovnich zkuSenostech (i
kvalifikaci, publikace, Zivotopisy, informace o ziskaném
vzdélani, vykonnosti ¢i kvalifikaci persondlu a jiné
informace, které jsou pro Studii relevantni (dale jen
,0sobni udaje”). Poskytovatel zdravotnich sluzeb timto
dale prohlauje, Ze zpracovani Osobnich Udajli ze strany
spole€nosti Pharm-Olam a Zadavatele (vCetné jejich
vyuzivani, zvefejiiovani a prfedavani) je nezbytné pro
nasledujici Gcely (dale jen ,Ugely): (i) provadéni
klinickych hodnoceni, (ii) plnéni této Smlouvy a (iii)
dodrzovani pravnich a regulatornich  pozadavk(
uvedenych v pfisluSném oznameni o ochrané osobnich
Udajl poskytnutych Zkousejicimu a ¢lenGm Studijniho
tymu. Poskytovatel zdravotnich sluzeb se rovnéz
zavazuje, 7e pro Ugely mohou byt Osobni udaje
ZkouSejiciho pfedavany do zahranici, a to i v pfipadé, ze
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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 hereby represents and warrants, that it 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 hereby further
represents and warrants that it will not involve in this Study
any person or organisation which is or has been debarred,
suspended, excluded or disqualified by any authority to
participate in clinical research.

The Institution agrees that it and 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

budou pfedavany do zemi, které nezajistuji rovnocennou
uroven ochrany jako v zemi jejich pavodu.

Strany berou na védomi a zavazuji se, Ze vySe veSkerych
Uhrad a podpory, které budou Poskytovateli zdravotnich
sluzeb a/nebo ZkouSejicimu poskytnuty na zakladé této
Smlouvy,  predstavuje  redlnou  trzni  hodnotu
poskytovanych sluZeb, byla sjedndna za standardnich
trznich podminek a nebyla uréena zplisobem, ktery by
zohledfoval objem ¢&i hodnotu jakychkoli doporuceni €i jiné
obchodni €innosti mezi Zadavatelem, spole¢nosti Pharm-
Olam, Zkousejicim a/nebo Poskytovatelem zdravotnich
sluzeb. Zadné ustanoveni této Smlouvy nebude zadnym
zplisobem vykladano jako zavazek ¢i vyzva Poskytovatele
zdravotnich sluzeb ¢i Zkou3ejiciho k tomu, aby odebrali
jakékoli sluzby od spole¢nosti Pharm-Olam nebo jakékoli
sluzby ¢i produkty Zadavatele, nebo k tomu, aby jakékoli
tyto sluzby Ci produkty odebraly jakékoli jiné osoby &i
subjekty. Pro vylou€eni pochybnosti se uvadi, Ze jakékoli
nahodné preplatky nad ramec stanovenych plateb &i jinych
poplatkll ze strany spole¢nosti Pharm-Olam ani zadné
platby spoleénosti Pharm-Olam za sluzby, které
Poskytovatelem zdravotnich sluzeb &i Zkou3ejicim nebyly
poskytnuty, nepfedstavuiji jakoukoli takovou vyzvu, a ze
v takovém pfipadé odeéte spole¢nost Pharm-Olam vysi
jakékoli takové platby ¢&i pfeplatku od své dalsi platby ve
prospéch Poskytovatele zdravotnich sluzeb a/nebo
ZkousSejiciho. V opatném pfipadé jsou Poskytovatel
zdravotnich sluzeb a ZkouSejici (dle situace) povinni
pfislusny preplatek vratit spoleCnosti Pharm-Olam
v souladu s pokyny vydanymi spole¢nosti Pharm-Olam.

16. VylouCeni a protikorupCni opatieni

Poskytovatel zdravotnich sluzeb timto prohlaSuje a
zaruCuje se, ze vuci nému ani vici zadnym CElenlm
Studijniho tymu neni vedeno fizeni, kterym by mohlo byt
rozhodnuto o jejich vylouCeni ze stavovské organizace
nebo pozastaveni Clenstvi zdlvodu  vylougeni
Regulaénim Gfadem. Poskytovatel zdravotnich sluzeb
timto dale prohlaSuje a zaruCuje se, ze do této Studie
nezapoji zadnou osobu ani subjekt, ktery je i byl vyloucen
ze stavovské organizace, jehoz €innost byla pozastavena
nebo ktery byl vyloucen ¢i diskvalifikovan z u€asti na
klinickém vyzkumu jakymkoli organem.

Poskytovatel zdravotnich sluzeb souhlasi, Ze ono, ani jeho
agenti, zastupci, manazefi nebo zaméstnanci neucini
nebo nepfijmou jakoukoliv platbu, nabidku platby, pfislib
k platbé, nebo schvaleni platby, nebo pfimé & nepfimé
pfedani penéznich prostfedkl nebo jakékoliv hodnoty
komukoliv, vCetngé, mimo jiné, jakémukoliv VIadnimu
Ufednikovi nebo nevladnim subjektim (jak jsou
definovany nize) pokud takova platba je pro Ucely
ovliviiovani nebo odméfovani povazovana za nekala
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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.

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 Park E, Suite 250, Houston, Texas
77060, USA

Email:ff 2 SRt i e T
To Institution:

Atn.: I

Address: Fakultni nemocnice v Motole, sekretariat
namestka LPP

V Uvalu 84, 150 06 Prague 5, Czech Republic
Tei No: IS

rozhodnuti nebo jednani v zalezZitostech pfedmétu této
Smlouvy nebo jakéhokoliv jiného aspektu obchodnich
aktivit Zadavatele & spole¢nosti Pharm-Olam mimo jiné
k ziskani i udrZeni si obchodnich aktivit ¢i jinych vyhod.

Vladnim Urednikem* 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 prava
vefejného, jakakoliv osoba jednajici z Ufedni povinnosti za
nebo jménem jakéhokoliv statem vlastnéného nebo
kontrolovaného obchodniho subjektu, nebo mezinarodni
organizace podle mezinarodniho préva 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 organ(, indikujici lékafe nebo
indikujici nelékarské zdravotnické pracovniky atd.

Navic kazda ze Stran bude vyzadovat, aby jeji
zaméstnanci, ktefi se podileji na provedeni Studie,
nenabidli, nezaplatili, nepoZadali nebo nepfijali jakykoliv
Uplatek, podnét & pobizeni, ilegalni provizi, nebo
napomozeni platbé. RovnéZ neucini nabidku, ani nezadaji
pfi¢inu 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 povolena touto Smlouvou bude sdélena
pisemné a bude povazovana za doru¢enou, pokud bude
pfedana osobné, zaslédna doporu¢ené s dodejkou nebo
kurymi sluzbou, nebo faxem Strang, jiz je oznameni
ureno na adresu uvedenou v zahlavi (nebo na takovou
adresu, ktera bude ur€ena pisemnym oznamenim,
oznameni zmény adresy bude ucinné jeho dorucenim):

Spole¢nosti Pharm-Olam:

Pharm-Olam, LLC
450 N. Sam Houston Park E, Suite 250, Houston, Texas
77060, USA

Email: 5 25 gt s

o Py T
L e

it
Poskytovateli zdravotnich sluzeb:

Do rukou: N

Adresa: Fakutlni nemocnice v Motole, sektretariat
néméstka LPP )

V Uvalu 84, 150 06 Praha 5, Ceska republika

Tel:
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Fax No:
Email:
18. Entire Agreement; Severability

This Agreement, together with all Appendices attached
hereto and incorporated herein, constitutes the entire
agreement between the Parties with respect to the subject
matter hereof and supersedes all existing Agreements and
all other oral, written or other communications between the
Parties concerning the subject matter hereof. This
Agreement will not be amended, modified or
supplemented in any way except in writing and signed by
a duly authorized representative of each Party. In the
event any provision of this Agreement shall be determined
to be invalid, void or unenforceable in whole or in part, the
remaining provisions shall remain in full force and effect
andParties 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.

Fax:
Email:
18. Celistvost Smlouvy, Salvatorska klauzule

Tato Smlouva, spoletné se vSemi Prilohami kni
pfipojenymi a vtélenymi zaklada Uplnou dohodu mezi
Stranami s ohledem na pfedmét Smlouvy a nahrazuje
vSechny existujici dohody a vSechnu dosavadni Ustni,
pisemnou nebo jinou komunikaci mezi Stranami, pokud
jde o predmét této Smlouvy. Tato Smlouva nebude
opatfovana dodatky, ménéna nebo dopliovana 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, neucinné nebo nevymahatelné v celku nebo
z€asti, zbyvajici ustanoveni zidstavaji v piné platnosti a
Ucinnosti a Strany timto souhlasi, ze nahradi takovéto
neplatné, nezékonné nebo nevymahatelné ustanoveni
novym platnym, zakonnym a vymahatelnym ustanovenim,
které bude nejvice odpovidat z&méru, uelu a smyslu
pavodniho ustanoveni.

19. Vzdani se prav

Dojde-li ke vzdani se prav z jakéhokoliv ustanoveni této
Smlouvy, jednanim & jinak, vjednom nebo vice
pfipadech, nelze toto pokladat ¢ vykladat jako
pfetrvavajici vzdani se prav Ci dalSi vzdani se dalSich prav
z jakéhokoliv dalSiho ustanoveni této Smiouvy.

20. Postoupeni

Zadna ze Stran neni opravnéna postoupit, zadat
subdodavateli nebo delegovat tuto Smlouvu nebo zde
uvedena prava a zavazky, vcelku nebo zCasti, bez
pfedchoziho pisemného souhlasu druhé Strany. Nicméné,
spoleénost Pharm-Olam m(Ze postoupit, zadat
subdodavateli & delegovat tuto Smlouvu nebo zni
plynouci prava a zavazky svym pfidruzenym subjektdm
bez predchoziho pisemného souhlasu ostatnich stran.
v pfipadé zmény CRO.

Bez ohledu na jakékoli jiné ustanoveni této Smlouvy je
Zadavatel na zakladé svého vlastniho uvazeni opravnén
jmenovat novou smluvni vyzkumnou organizaci (,CRO"),
pficemz Strany se dohodly, ze po takovém jmenovani
mlZe byt tato Smlouva postoupena nové CRO, je-li to
poZadovano.

Tato Smlouva zavazuje a slouzi ku prospéchu Strandm a
jejich pfipadnym nastupctim a povolenym postupnikim.
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Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Country/Zemé: Czech Republic

21. Use of Names

No Party shall use the other Party’s name or logo in any
advertising or sales promotional material or in any
publication without prior written permission of such Party.

22. Third Party Beneficiary

Sponsor is an intended third-party beneficiary to the
Agreement in whose benefit the Agreement is entered. In
the event Sponsor is not able to enforce directly any and
all of its rights hereunder, Institution agrees that
Pharm-Olam may have the benefit of Sponsor’s rights
hereunder.

23. Governing Language and Law

The Parties agree that Czech languageshall 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 excluding conflict of 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 260f 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

This Agreement may be executed in two (2) 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:

21. Pouziti jmen a nazvli

Z4dna Strana neni opravnéna pouzitjméno ¢ nazev nebo
logo v jakékoliv reklamé, prodejnich propagacnich
materidlech ¢i publikacich bez pfedchoziho pisemného
souhlasu druhé Strany.

22. Beneficient — treti strana

Zadavatel je ve vztahu ke Smlouvé predpokladanym
beneficientem - tfeti stranou, vjehoZ prospéch se
smlouva uzavira. Pokud Zadavatel nebude schopen pfimo
vymahat veSkera sva prava, souhlasi Poskytovatel
zdravotnich sluzeb stim, ze spole¢nost Pharm-Olam
mUZe vyuZit prava Zadavatele ve sv(j prospéch.

23. Ridici jazyk a Rozhodné Pravo

Strany timto souhlasi, Zze Cesky jazyk bude fidicim
jazykem této Smlouvy.

Spory tykajici se této Smlouvy, které Strany nevyfeSi
smirmou cestou, budou FeSeny vsouladu s ceskym
pravem, vyjma koliznich norem. Sjednava se soudni
pravomoc Ceskeé republiky.

24. Pfetrvani platnosti

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

25. Vy§8i moc

Z4adnd ze Stran nebude odpovédna za jakékoliv
nedodrzeni této Smlouvy nebo prodleni pfi provadéni této
Smlouvy druhé Strané po dobu, kdy toto nedodrzeni nebo
prodleni je zplisobeno pfi¢inami, nad nimiz nelze mit
oduvodnéné kontrolu, mimo jiné zasahy vy$si moci, valky,
stdvky nebo pracovni spory, embarga, vladni nafizeni
nebo jakoukoliv jinou vy$si moc.

26. Stejnopisy
Tato Smlouva je podepsana ve dvou (2) stejnopisech,
z nichz kazdy je pokladan za origindl, ale které tvofi jeden

a tyz dokument. Kazda Strana obdrZi jeden v3emi
Stranami fadné podepsany stejnopis.

27. Pfilohy:

Nésledujici PFiloha tvoii nedilnou soucast této Smlouvy:
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Investigator/Zkousejici:
Institution/Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

Country/Zemé: Czech Republic

Appendix No. 1 - Payment schedule

An authorised signatory of the Institution:

Opravnény zastupce Poskytovatele zdravotnich

sluzeb:

Name/Jméno: [N

SIgnatUre/POdpIS. ......veverreeerirrere e

Date/Datum: ........coeeeiieeeeee s

The undersigned [ the Investigator

hereby confirm that | have familiarized myself with the
Agreement and relevant Trial documentation and hereby
undertake to ensure compliance with the obligations
arising from them. Furthermore, | undertake not to disclose
any information related to the Trial without Sponsor’s
written permission, to keep confidential all provided
information, to treat them as confidential and to refrain
from any other use of such information and results than for
the purpose of this Trial. The Investigator agrees the
Sponsor (and Pharm-Olam, if applicable) shall collect,
use, process and disclose my Personal Data including
name, qualification and experience in the Trial, financial
data relating to receiving fee and financial compensation
and other Personal Data for the administrative purpose in
connection with the Trial, to provide them to Ethics
Committee and state institutions and | undertake to ensure
also this approval from the Sub-Investigators and other

Trial Team members.

Pfiloha €. 1 — Rozpis plateb

An authorised signatory of Pharm-Olam:
Opravnény zastupce spolecnosti Pharm-Olam:

Name/Jméno: | G

Nize podepsany | NG 2«0 Zkousejici
potvrzuji, Ze jsem se fadné seznamil se Smlouvou a
pfisluSnou dokumentaci ke klinickému hodnoceni léiva a
zavazuji se zajistit dodrzovani povinnosti z nich
vyplyvajicich. Dale se zavazuji nezvefejfiovat informace
tykajici se predmétného klinického hodnoceni bez
pfedchoziho  pisemného  souhlasu  Zadavatele,
zachovavat mi¢enlivost o v8ech poskytnutych informacich,
povazovat tyto za divémé a zdrZet se jakéhokoliv jiného
uziti téchto informaci a vysledk( nez pro Ucely tohoto
klinického hodnoceni. Jako Zkou$ejici souhlasim s tim, Zze
Zadavatel (a popf. i spole¢nost Pharm-Olam) bude/budou
shromazdovat, pouZivat, zpracovavat a zvefejiovat mé
osobni Udaje, vCetné jména, kvalifikace a zkuSenosti
v klinickém hodnoceni, mé finan¢ni udaje vztahujici se
mimo jiné k obdrZzené odméné a finan¢ni nahradé a dalSi
osobni Udaje k administrativnim Gcelim v souvislosti
s klinickym hodnocenim, popf. k poskytnuti etickym
komisim a statnim Ofadim a zavazuji se zajistit tento
souhlas i od spoluzkousejicich a ostatnich Clend
studijniho tymu.

Signature/Podpis: | GGG
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APPENDIX 1 PRILOHA 1

g
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Institution /Poskytovatel zdravotnlch sluzeb F kuitni nemocmcevMotole Country /Zemé: Czech Republic

IIIIIIIIIIIIIW

1. Evaluable Trial Subject: Unless otherwise defined 1. Hodnotitelny Subjekt hodnoceni:  Nenili
in the Protocol, a complete and evaluable Trial uvedeno v Protokolu jinak, kritéria Subjektu
Subject is defined as follows: hodnoceni vhodného pro Ucast na Studii,

jehoz hodnoceni bylo dokonceno, jsou
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Investigator / Zkousejici: ‘*..h Ll 1' e ’:ﬁ.j ‘w’*

Institution /Poskytovatel zdravotnlch sluzeb Fakultm nemocmce v Motole

2.

4.

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

Screen Failure: A Screen Failure is a consented
Trial Subject who fails to meet the screening visit
criteria and is thus not eligible for enrolment into
the Trial.

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

Payments: Payments will be made quarterly by
Pharm-Olam according to monitored and verified
visits approved by the Investigator fully described
in Invoice ("Invoice”). Invoice will be prepared by
Institution quarterly (including all occurred
expenses for particular invoicing period) and sent
to Pharm-Olam to the address below. All
payments (Final payment inclusive) are due 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 andfor Sponsor, Pharm-Olam
and/or Sponsor are not obligated to pay any
disputed amount until such dispute is resolved.

Country /Zemé: Czech Republic

nasledujici:
a. Subjekt hodnoceni splni kritéria vybéru,

b. nedoSlo k poruSeni Protokolu a byly
dodrzeny smérnice ICH-GCP,

c. veSkerd vySetfeni byla  vykonéna
v souladu s harmonogramem Studie,

d. CRF jsou pfesné vyplnéné a to pouze v

2. Screen Failure: Screen Failure je Subjekt
hodnoceni, ktery jiz udéli souhlas se
zafazenim do Studie a ktery nesplnil kritéria
screeningové navstévy a tim neni zpUsobily

k zafazeni  do  Studie.

3. Potfebné procedury: Spole¢nost Pharm-Olam
uhradi Poskytovateli zdravotnich sluZzeb
naklady potfebnych n&vstév a procedur pro
zajisténi bezpelnosti  Subjektu hodnoceni.
Faktura za tyto potfebné vydaje bude
zahrnovat detailni dokumentaci ohledné
potfebnosti procedur(y). Je-li to proveditelné,
Zadavatel poskytne souhlas  pfedem,
neovlivnidi  to  bezpeénost  Subjektu
hodnoceni, jinak bude Zadavatel informovan
ihned, jakmile to bude mozné poté, co nastala
tato skutecnost.

4. Platby: Platby budou hrazeny Ctvrtletné ze

strany  spoleCnosti  Pharm-Olam  podle
zmonitorovanych a ovéfenych  navstév
odsouhlasenych ~ ZkouSejicim  detailné

popsanych ve faktufe (dale jen ,Faktura®).
Faktura bude vystavena Poskytovatelem
zdravotnich  sluzeb Ctvrtletné (a bude
zahrnovat veSkeré vydaje za pfislusné
fakturatni obdobi) a zaslana spolecnosti
Pharm-Olam na nize uvedenou adresu.
VeSkeré platby (vEetné zavérené platby) jsou
splatné 30 dni po dorugeni Faktury spole€nosti
Pharm-Olam. Poskytovatel zdravotnich sluzeb
bude mit tficet (30) dnl od pfijeti posledni
platby na to, aby pfipadné vzneslo namitku
z duvodu jakychkoli nesrovnalosti v platbach.
V pfipadé  jakéhokoli ~ sporu  ohledné
nesrovnalosti v platbach mezi spole¢nosti
Pharm-Olam a/nebo Zadavatelem nejsou
spolecnost Pharm-Olam ani Zadavatel povinni
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Institution /Poskytovatel zdravotnich sluzeb: Fakultni nemocnice v Motole

5. Final payment: Final payment will be made after 5.

resolution of all enquiries (including, but not
limited to collection of all CRFs, Trial related
documents, data queries were satisfied,
remaining Investigational Product was returned
and all close out issues were resolved).

6. Advance payments: Any advance payments 6.

made to the Institution on account of this Payment
Schedule shall be applied against the criteria for
payment detailed above.

7. Taxobligations: The Institution shall be obligedto 7.

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 include 8.

the reference to the Sponsor name, Protocol
number, Investigator name, Site number and
description of invoiced procedures, otherwise
won't be processed. All invoices should be
received by Pharm-Olam within forty-five (45)
days following the incurrence of the applicable
expense or Study close out visit, whichever is
earlier.

Invoice address:

Pharm-Olam, LLC

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

9. Payee: All payments will exclusively be made to: 9.

Account owner: Fakultni nemocnice v Motole
Bank: s F S AL A
Address of the Bank: Na Prikope 28, 115 03, Prague 1,

Czech Republic Ces
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10. Payer: All Invoices shall be submitted by mail or
e-mail to the assigned Study Monitor and
addressed to:

Pharm-Olam International s.r.o.
Doudbleska 1699/5, Prague 4, Czech Republic

2ot o e
v S

Country /Zemé: Czech Republic
zadné sporné &astky hradit az do doby, kdy
bude spor vyfesen.

Zavéretnd platba: ZavéreCna platba bude
uhrazena po vyfe$eni vSech dotaz(i (mimo jiné
shromazdéni vSech CRF a dokumentd
tykajicich se Studie, pficemZ dotazy k idajim
byly uspokojivé vyfeSeny, zbyvajici mnozstvi
Hodnoceného léCiva bylo vraceno a zélezitosti
,close out” byly vyfeSeny).

Zalohy: Na v8echny zalohové platby hrazené
Poskytovateli zdravotnich sluzeb podle tohoto
Rozpisu plateb se budou vztahovat shora
konkretizovana kritéria.

Dafova povinnost: Poskytovatel zdravotnich
sluZzeb jsou povinni pfiznat veSkeré pfijaté
platby mistnim nebo celostatnim finanénim
UFaddm podle pfislusnych pravnich predpist a
regulaCnich opatfeni a budou odpovidat za
veSkeré splatné platby.

PoZadavky na Faktury: Kazda Faktura bude
obsahovat nazev Zadavatele, ¢islo Protokolu,
jméno ZkouSejiciho, Cislo centra a popis
fakturovanych  procedur, jinak nebude
zpracovana k platbé. Spole¢nost Pharm-Olam
by méla vSechny faktury obdrzet do Ctyficeti
péti (45) dnli ode dne, kdy vzniknou pfislusné
vydaje, nebo od zavéreCné navstévy v ramci
Studie, podle toho, ktera zobou udalosti
nastane dfive.

Fakturaéni adresa:

Pharm-Olam, LLC

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

Pfilemce platby: VeSkeré platby budou
hrazeny vylu¢né ve prospéch:

Majitel G¢tu: Fakultni nemocnice v Motole
Banka: L
Adresa banky: Na Prikopé 28, 115 03, Praha 1,

10. Platce: VeSkeré Faktury budou pfedlozeny

poStou nebo e-mailem pfislusnému Monitorovi
Studie a adresovany:

Pharm-Olam International SI.0.
Doudlebska 1699/5, Praha 4, Ceska republika
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Attention: Do rukou:
Email:

Email:
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