Protocol no.: TNX-103-07
Site: Il (Fakultni nemocnice Motol a Homolka)

Principal Investigator: | NG| NEGNzG

CLINICAL TRIAL AGREEMENT -
BIPARTITE

THIS AGREEMENT (“Agreement”) is entered into
and becomes valid as of the last signature below and
effective as of the date of publication in the Registry of
Contracts (“Effective Date”); subject to compliance
with the requirement to publish the redacted version of
the Agreement in accordance with Section 13
(Registration of the Agreement).

BETWEEN

)] ICON CLINICAL RESEARCH LIMITED, a
private limited company incorporated under the laws
of Ireland with its registered office at South County
Business Park, Leopardstown, Dublin 18, Ireland,
VAT number |IE 8201978R (ICON”); and

(2) Fakultni nemocnice Motol a Homolka,
statni pfispévkova organizace

V Uvalu 84

150 00 Prague 5

Czech Republic

ID No.: 00064203

VAT No.: CZ 00064203

Represented by [ Gz (nstitution”);

ICON and Institution shall also each be referred to
individually as a “Party” and collectively as the
“Parties”.

BACKGROUND

(A) ICON’S client, Tenax Therapeutics, Inc.
(“Sponsor”) is developing an investigational product
called levosimendan (TNX 103) ( “Investigational
Product”) for use in patients with cardiopulmonary
indication ( “Study Indication”) and the Sponsor has
retained ICON to conduct certain services in relation
to the Study (as below defined) under separate
contract including without limitation contracting with
clinical research sites.

(B) ICON wishes to engage the Institution to
conduct a clinical study to evaluate the Investigational
Product, and the Institution wishes to conduct such a
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PROVEDENI
HODNOCENI -

SMLOUVA o)
KLINICKEHO
DVOUSTRANNA

TATO SMLOUVA (dale jen ,smlouva“) je uzavfena
vstupuje v platnost ode dne posledniho podpisu
uvedeného nize a nabyva ucinnosti dnem jejiho
zvefejnéni v Registru smluv (dale jen ,datum a€innosti“)
vyhradou splnéni pozadavku na zvefejnéni znecitlivéné
verze Smlouvy v souladu s § 13 (Registrace Smlouvy)“.

MEzI
(1 ICON CLINICAL RESEARCH LIMITED,
soukromou  spoleénosti s ruCenim  omezenym

registrovanou podle irskych zakond, se sidlem na adrese
South County Business Park, Leopardstown, Dublin 18,
Irsko, DIC: IE 8201978R (dale jen ,ICON“); a

(2) Fakultni nemocnice Motol a Homolka,
statni pfispévkova organizace

V Uvalu 84

150 00 Prague 5

Czech Republic

ID No.: 00064203

VAT No.: CZ 00064203

Zastoupena NN (dde  jen
.poskytovatel nebo poskytovatel zdravotnich
sluzeb®);

ICON a poskytovatel budou téZ uvadéni jednotlivé jako
~-Smluvni strana“ a spole¢né jako ,smluvni strany“.

PREDMET A UCEL SMLOUVY

(A) Klient spole¢nosti ICON, spoleénost Tenax
Therapeutics, Inc., (,zadavatel) vyviji hodnoceny
pripravek, ktery se nazyva levosimendan (TNX 103)
(,hodnoceny pripravek”) pro pouziti u pacientd s
kardiopulmonalni indikaci (,indikace v ramci studie®) a
zadavatel vyuZiva spole€nost ICON k poskytovani
nékterych sluZzeb souvisejicich se studii (definovanou
dale) v ramci samostatné smlouvy, a to mimo jiné pro
uzavirani smluv s klinickymi vyzkumnymi pracovisti.

(B) ICON si pfeje vyuzivat sluzby poskytovatele pro
provedeni klinické studie k vyhodnoceni hodnoceného
pripravku a poskytovatel si pfeje provést takové klinické
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clinical trial in accordance with the protocol entitled “A
Phase 3, Double-Blind, Randomized, Placebo-
Controlled Study of Levosimendan in Pulmonary
Hypertension Patients with Heart Failure with
Preserved Left Ventricular Ejection Fraction“ and
with protocol code TNX-103-07, as may be amended
from time to time (“Protocol®), which is incorporated
herein by reference as part of this Agreement and the
terms and conditions contained herein (collectively,
“Study”) and the Institution has agreed to the
participation of I

(“Investigator”) in carrying out the said clinical.

(C) Institution acknowledges and agrees that ICON
shall execute a separate clinical trial agreement with
the Investigator and may also execute separate
clinical trial agreements with Study Staff (as defined
below) for the provision of the necessary services to
conduct the Study, as needed.

IT IS HEREBY AGREED AS FOLLOWS:

1 CONDUCT OF STUDY

1.1 Institution shall conduct, and shall ensure their
Study Staff (as defined below) shall conduct the Study
in strict compliance with (i) the Protocol (including
adverse event and serious adverse event, as defined
in the Protocol (“SAE" reporting) (ii) all applicable laws
and regulations, and any relevant legislation,
particularly Act No. 378/2007 Coll., on Drugs, as
amended, Decree No. 463/2021 Coll., on good clinical
practice and closer conditions of clinical research of
medicinal products, as amended, codes or guidelines
as amended from time to time, including but not limited
to, all applicable laws, regulations, codes and
guidelines in relation to anti-corruption, anti-kickback,
patient safety, safety reporting, financial disclosure
conflict of interest global trade, the International
Conference on Harmonization Good Clinical Practice
(“ICH GCP”), the 1964 Declaration of Helsinki,
Regulation (EU) 536/2014 of 16 April 2014 on clinical
trials on medicinal products for human use, Regulation
(EU) 2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of natural
persons with regard to the processing of personal data
and on the free movement of such data (“General
Data Protection Regulation” or “GDPR*“) and any
other applicable regulation, code or guideline issued
by an applicable Regulatory Authority (as defined in
next sentence) (hereinafter “Regulations”) iii) this
Agreement and the written instructions of
ICON/Sponsor and the terms of approval for the Study
from the Independent Ethics Committee (“IEC”)/State
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hodnoceni v souladu s protokolem nazvanym ,Dvojité
zaslepené, randomizované a placebem kontrolované
klinické hodnoceni faze 3 levosimendanu u pacienti
s plicni hypertenzi a srdeénim selhanim se
zachovalou ejekéni frakci levé komory“ s kdédem
protokolu TNX-103-07, ktery mulze byt pfilezitostné
upraven (dale jen ,protokol®) a ktery je za¢lenén do této
smlouvy odkazem, a podminkami této smlouvy (spole¢né
.studie), a poskytovatel souhlasil se zapojenim

(,zkousejici“) do provadéni
uvedené klinické studie.

(C) Poskytovatel bere na védomi a souhlasi s tim, ze
podle potfeby spole¢nost ICON uzavie se zkousejicim
samostatnou smlouvu o provedeni klinického hodnoceni
a muze uzavfit i samostatné smlouvy o provedeni
klinického hodnoceni s pracovniky studie (definovanymi
nize) pro poskytovani sluzeb nezbytnych k provedeni
studie.

SMLUVNi STRANY SE TIMTO DOHODLY NA
NASLEDUJICIM:

1. PROVEDENI STUDIE

1.1 Poskytovatel provede a zajisti, Ze jeho pracovnici

studie (definovani niZze) provedou studii v pfisném
souladu s (i) protokolem (v&etné nezadoucich pfihod a
zavaznych nezadoucich pfihod tak, jak jsou definovany v
protokolu (hlaseni ,SAE®)), (i) vSemi planymi zakony a
pravnimi pfedpisy a jakoukoli pfislusnou legislativou,
zejména zdkonem €. 378/2007 Sb., o IéCivech, v platném
znéni, vyhlaskou €. 463/2021 Sb., o spravné klinické
praxi a blizSich podminkach klinického hodnoceni
IéCivych pripravk(, v platném znéni, kodexy nebo pokyny
v platném znéni, mimo jiné v&etné v3ech platnych

zakon(l, pravnich predpisi, kodexd a pokynl
souvisejicich s bojem proti korupci, bojem proti
Uplatkarstvi, bezpecnosti pacientll, bezpeénostnimi

hlasenimi, zvefejnénim finannich informacich, stietem
zajmu, celosvétovym obchodem, pokynu Mezinarodni
konference o harmonizaci pro spravnou klinickou praxi
(,SKP ICH”), Helsinské deklarace z roku 1964, nafizeni
(EU) 536/2014 ze 16. dubna 2014 o klinickych
hodnocenich humannich I[é&ivych pfipravkd, nafizeni
(EU) 2016/679 Evropského parlamentu a Rady ze dne
27. dubna 2016 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaju a o volném pohybu téchto
udaju (,obecné nafizeni o ochrané osobnich udaja
nebo GDPR") a dalSich platnych pravnich pfedpisq,
kodex( €i pokynu vydanych jakymkoli kontrolnim Gfadem
(dle definice v nasledujici vét&) (dale jen ,pravni
predpisy“) a (iii) touto smlouvou a pisemnymi pokyny
spole¢nosti ICON/zadavatele a podminkami schvaleni
této studie ze strany nezavislé etické komise (,NEK*) /
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Institute for Control of Drugs (“SUKL”) and conditions
stated in permission of SUKL or, where permission is
not required, conditions determined in the respective
announcement. For the purposes of this Agreement,
Regulatory  Authority shall mean a relevant
governmental agency, administrative agency or
professional body and/or the national or multinational
authority responsible for granting regulatory approval
in a particular country or multinational group of
countries (including without limitation the European
Commission, the European Medicines Agency
(“EMA®), the Food and Drug Administration of the
United States Department of Health and Human
services (“FDA”), the SUKL (as defined below), the
Czech Office for Personal Data Protection or any other
regulatory agency worldwide having authority under
applicable law to regulate and/or apply applicable laws
and regulations to the conduct of clinical trials and
other ancillary matters related thereto such as,
including but not limited to, those related to the
protection and privacy of the personal data of
individuals (“Regulatory Authority“)Institution shall
ensure that Investigator, any sub-investigators, and all
Institution employees, staff, agents, representatives
and all other persons providing services in connection
with the Study (“Study Staff’) comply with the terms
of this Agreement.

1.2 The Protocol shall be considered final
following approval by the designated IEC when SUKL
issues the respective permission, or where applicable,
does not refuse the clinical trial. The Protocol may only
subsequently be amended by the Sponsor and will be
subject to subsequent IEC/SUKL review and approval.

1.3 Institution acknowledges that the Investigator
may only deviate from the Protocol in the course of
conducting the Study, if generally accepted standards
of clinical research and medical practice relating to the
benefit, wellbeing and safety of subjects require a
deviation from the Protocol. Such standards will be
followed in accordance with the Regulations and
IEC/SUKL requirements. Institution acknowledges
that Investigator immediately notifies ICON, Sponsor
and the IEC/SUKL of the facts supporting any
deviation from the Protocol and provide notice of the
deviation to ICON, Sponsor and the IEC/SUKL as
soon as Institution becomes aware of such deviation
as may be required by applicable Regulations

1.4 Institution acknowledges the Investigator fully
complies with adverse event provisions of the
Protocol. In the event of any omission of, or the event
of a conflict between such provisions and the
Regulations, then the Regulations shall apply in
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Statniho Ustavu pro kontrolu 1é&iv  (,SUKL®) a
podminkami uvedenymi ve schvaleni SUKL, nebo pokud
neni schvaleni vyZzadovano, podminkami stanovenymi
v pfislusném oznameni. Pojem kontrolni ufad pro ucely
této smlouvy znamena jakoukoli pfislusnou viadni
agenturu, spravni Ufad nebo profesni organizaci a/nebo
narodni & mezinarodni Ufad odpovédny za udélovani
souhlasu kontrolniho Ufadu v konkrétni zemi &i skupiné
vice zemi (mimo jiné véetné Evropské komise, Evropské
agentury pro légivé pripravky, ,EMA®), Uradu pro kontrolu
potravin a léCiv Spojenych statd americkych (,FDA"),
SUKL (definovaného nize), eského Uradu pro ochranu
osobnich udaju nebo jakykoli jiny kontrolni organ kdekoli
na svété, ktery ma podle platnych zakonu pravo
uplatfiovat kontrolni pozadavky a/nebo aplikovat platné
zakony a predpisy na provadéni klinickych hodnoceni a
dalsi pfidruzené zalezitosti, jez s nimi souviseji, mimo jiné
véetné téch, jez souviseji s ochranou a davérnosti
osobnich  udaji  jednotlived  (,kontrolni  arad®).
Poskytovatel zaijisti, Ze zkouSejici, spoluzkou$ejici a
v8ichni zaméstnanci poskytovatele, personal, zmocnéné
osoby, zastupci a vSechny dalSi osoby, které poskytuji
sluzby v souvislosti se studii, (,pracovnici studie)
budou dodrZzovat podminky této smlouvy.

1.2 Protokol bude povazovan za konecny, jakmile
bude schvalen pfislusnou NEK, kdy SUKL vyda pfisluné
schvaleni, pfipadné nezamitne Kklinické hodnoceni.
Protokol muze byt nasledné doplnén pouze zadavatelem
a bude podléhat naslednému posouzeni a schvaleni ze
strany NEK/SUKL.

1.3 Poskytovatel bere na védomi, Ze zkousejici se
muze béhem provadéni studie od protokolu odchylit
pouze, pokud obecné pfijimané standardy klinického
vyzkumu a lékafské praxe souvisejici s pfinosem pro
subjekty hodnoceni a jejich blahem a bezpelnosti
vyZaduji, aby doSlo k odchyleni od protokolu. Takové
standardy budou dodrZovany v souladu s pravnimi
predpisy a pozadavky NEK/SUKL. Poskytovatel bere na
védomi, Ze zkou$ejici okamzité informuje spoleCnost
ICON, zadavatele a NEK/SUKL o skuteénostech
podporujicich jakékoli odchyleni od protokolu a oznami
odchyleni od protokolu spole¢nosti ICON, zadavateli a
NEK/SUKL, jakmile si bude takového odchyleni, které

muze byt vyzadovano platnymi pravnimi pfedpisy,
védomo.
1.4 Poskytovatel bere na védomi, Ze zkouSejici bude

jednat pIné v souladu s ustanovenimi protokolu, ktera se
tykaji nezadoucich pfihod. V pfipadé jakéhokoli jejich
opomenuti nebo v pfipadé rozporu mezi takovymi
ustanovenimi a pravnimi pfedpisy, plati v této souvislosti

3/33



Protocol no.: TNX-103-07
Site: Il (Fakultni nemocnice Motol a Homolka)

Principal Investigator: | NG| NEGNzG

relation thereto. The Institution acknowledges that the
Investigator promptly responds to all requests for
follow up information from Sponsor and/or ICON.
Institution acknowledges that the Investigator
immediately, no later than twenty-four (24) hours after
the event comes to the knowledge of the Investigator,
and/or the Study Staff, report all SAEs to ICON,
Sponsor and the IEC/SUKL in accordance with the
Protocol.

1.5 Institution acknowledges that the Investigator
obtains the form prepared by ICON or the Sponsor in
conformance with the Regulations, and subsequently
approved by the IEC/SUKL and signed and dated by
all participants or their legal representative(s) before
they begin to participate in the Study (“Informed
Consent Form” or “ICF”);

1.6 If so specified in the Protocol and the ICF,
Institution acknowledges Investigator may collect and
provide to ICON biological samples obtained from
participants in the Study (e.g., blood, urine, tissue,
saliva, etc.) for testing that is not directly related to the
Study participant care or safety monitoring, such as
pharmacokinetic, pharmacogenomic, or biomarker
testing (“Biological Samples”). Institution
acknowledges that the Investigator will not use
Biological Samples collected under the Protocol in any
manner or for any purpose other than that described
in the Protocol and as permitted by the ICF

1.7 The Institution acknowledges that the
Investigator retains factually correct records and
documents pertaining to the conduct of the Study and
the distribution of the Investigational Product for
twenty-five (25) years (“Retention Period”) following
completion, abandonment or termination of the Study,
unless longer period is required by the Regulations.
The destruction of the Study records and document
shall be carried out after the Retention Period or in
accordance with applicable legal regulations. The
Institution acknowledges that the Investigator ensures
source records, data and documentation including but
not limited to the Case Report Forms relating to the
Study (“Study Data”) is attributable, legible,
contemporaneous, original, accurate, and complete.
Institution will not, and Institution will ensure that
Investigator does not, dispose of any such records
without first giving Sponsor or ICON sixty (60)
business days’ prior written notice of its intent to do so
and an opportunity to transfer the records to Sponsor
or ICON, at Sponsor’s reasonable expense. Should
the Investigator leave his or her practice at the
Institution before the Retention Period has expired, the
Institution shall nominate another person in writing to
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pravni pfedpisy. Poskytovatel bere na védomi, ze
zkousejici bude bezodkladné reagovat na vSechny
zadosti zadavatele a/nebo spole¢nosti ICON o dalsi
informace. Poskytovatel bere na védomi, ze zkousejici
bezodkladné, avSak nejpozdéji do dvaceti ¢tyf (24) hodin
poté, co se o pfihodé dozvi zkousSejici a/nebo pracovnici
studie, ohlasi vS8echny zavazné nezadouci pfihody
spole¢nosti ICON, zadavateli a NEK/SUKL v souladu
s protokolem.

1.5 Poskytovatel bere na védomi, ze zkouSejici
obdrzi formulaf vytvofeny spoleénosti ICON nebo
zadavatelem v souladu s pravnimi pfedpisy, a nasledné
schvaleny NEK/SUKL a podepsany a opatfeny datem
v8emi ucastniky nebo jejich pravnimi zastupci pred tim,
nez se zacnou UCastnit studie  (,formular
informovaného souhlasu“ nebo ,FIS®).

1.6 Je-li to stanoveno v protokolu a ve formulafi
informovaného souhlasu, poskytovatel bere na védomi,
Ze zkousSejici muze Ucastnikim studie odebirat biologické
vzorky (napf. krev, mo¢, tkan, sliny atd.) k testam, které
pfimo nesouviseji s péci o ucastnika studie nebo s
monitorovanim bezpeclnosti, jako jsou farmakokinetické
nebo farmakogenomické testy nebo testy ke stanoveni
biomarker( (,biologické vzorky*), a mize tyto biologické
vzorky poskytnout spole¢nosti ICON. Poskytovatel bere
na védomi, Ze zkou$ejici nebude biologické vzorky
odebrané podle protokolu pouzivat Zadnym jinym
zpusobem ani k zadnému jinému ucelu, nez jak je
vyslovné uvedeno v protokolu a povoleno ve FIS.

1.7 Poskytovatel bere na védomi, Ze zkouSejici bude
archivovat fakticky spravné zaznamy a dokumenty
vztahujici se k provadéni studie a distribuci hodnoceného
pfipravku po dobu dvaceti péti (25) let (,obdobi
archivace®) po dokoné&eni, zastaveni & ukon&eni studie,
pokud neni pravnimi pfedpisy vyZzadovano delSi obdobi.
Skartace studijnich zaznamG a dokumentd bude
provedena po uplynuti obdobi archivace nebo v souladu
s platnymi pravnimi pfedpisy. Poskytovatel bere na
védomi, Ze zkousejici zajisti, Ze zdrojové zaznamy, udaje
a dokumentace, mimo jiné véetné formulard pro zaznamy
subjektll hodnoceni souvisejicich se studii (,adaje ze
studie®) budou dohledatelné, ¢itelné, aktualni, pavodni,
presné a kompletni. Poskytovatel nezlikviduje a zajisti, Ze
zkousejici nezlikviduje, jakékoli takové zaznamy, aniz by
nejdfive svlj zamér pisemné oznamili zadavateli ¢i
spole¢nosti ICON Sedesat (60) pracovnich dnu pfedem a
poskytli jim pFilezitost pfevzit zdznamy na pfiméfené
naklady zadavatele. Jestlize zkouSejici ukonCi své
pusobeni u poskytovatele pfed uplynutim obdobi
archivace, poskytovatel ur€i pisemnym oznamenim
spole¢nosti ICON jinou osobu, ktera bude odpovédna za
vedeni zaznamu studie. Spole¢nost ICON svym jménem
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ICON to be responsible for maintenance of Study
records. ICON on its own behalf or that of the Sponsor
shall have the right to approve or reject the nominated
replacement person.

1.8 Institution acknowledges that the Investigator
includes in the Study only potential participants who
upon entrance into the treatment phases of the Study,
meet all of the inclusion criteria and none of the
exclusion criteria set forth in the Protocol and have
signed a valid IEC/SUKL approved Informed Consent
Form  (“Qualified  Participants”). Institution
acknowledges that the Investigator only uses any
Study recruitment materials directed to potential
Qualified Participants that that have been previously
agreed in writing by the Sponsor or ICON.

1.9 Institution acknowledges that the Investigator
or his/her authorized designee completes case report
forms in the format provided by ICON/Sponsor or its
authorized designee where documenting the
administration of the Investigational Product and
conduct of all the Study procedures to each Qualified
Participant (as defined herein) in accordance with the
Protocol (“CRF”), and shall submit them within forty
eight (48) hours of obtaining the data. Institution
acknowledges that the Investigator is in any case
responsible for the completion and submission of the
CRFs. Institution acknowledges that the Investigator
fully assists, in a timely manner, ICON representatives
in resolving any discrepancies, errors or missing
information in CRFs. Institution acknowledges that the
Investigator helps ICON or the Sponsor, in conducting
audits of original case records, laboratory reports,
and/or raw data sources underlying data recorded in
the CRFs. Such audits shall be conducted during
normal business hours and with due regard for patient
confidentiality. The Institution understands that failure
to resolve discrepancies, errors or missing information
in CRFs may result in payment being withheld until
resolution.

2 RESOURCES AND EQUIPMENT
21 The Institution agrees to provide all Study

Staff, facilities and other resources, as are required to
duly complete the Investigator's or Institution’s

responsibilities under this Agreement and the
Protocol.
22 The Institution may not reassign the conduct

of the Study to a different Study Staff without
nominating in written another qualified person and
only after written authorization from ICON or Sponsor;
If a successor acceptable to Institution, ICON and
Sponsor is not available, ICON shall be entitled to
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nebo jménem zadavatele bude mit pravo navrzenou
nahradni osobu schvalit nebo zamitnout.

1.8 Poskytovatel bere na védomi, ze zkouSejici do
studie zapoji pouze takové potencialni u¢astniky, ktefi pfi
vstupu do obdobi IéCby v ramci studie splfiuji vdechna
kritéria pro zafazeni a zadné z kritérii pro vylou€eni
stanovenych v protokolu a ktefi podepsali platny formular
informovaného  souhlasu  schvaleny  NEK/SUKL
(,zpUsobili u€astnici®). Poskytovatel bere na védomi, ze
zkousSejici pouziva pouze materialy pro nabor do studie
zaméfené na potencialni zpusobilé Ucastniky, které jiz
byly pisemné schvaleny zadavatelem a spoleCnosti
ICON.

1.9 Poskytovatel bere na védomi, Ze zkouSejici
a/nebo jim povéfena osoba vyplni formulafe pro zaznamy
subjektt hodnoceni ve formatu stanoveném spole¢nosti
ICON/zadavatelem nebo jejich uréenou osobou, v nichz
bude zdokumentovano podavani hodnoceného pfipravku
a provedeni vSech Ukon( studie, a to pro kazdého
zpusobilého ucastnika (dle definice v tomto dokumentu)
v souladu s protokolem (,CRF*), a pfedloZi je do C&tyficeti
osmi (48) hodin od ziskani Udajd. Poskytovatel bere na
védomi, Ze za vyplnéni a pfedloZzeni CRF bude vzdy
odpovidat zkou$ejici. Poskytovatel bere na védomi, Ze
zkouSejici poskytuje zastupcim spolecnosti ICON Uplnou
a v€asnou soucinnost pfi feSeni jakychkoli rozporl, chyb
nebo chybgjicich informaci v CRF. Poskytovatel bere na
védomi, Ze zkousSejici poskytuje spoleénosti ICON nebo
zadavateli pomoc pfi provadéni auditll puvodnich CRF,
laboratornich zprav a/nebo nezpracovanych zdrojovych
udaju, jez jsou podkladem pro udaje zaznamenané v
CRF. Takové audity budou provedeny b&hem bézZné
pracovni doby a s nalezitym ohledem na davérnost idajl
pacienta. Poskytovatel si je védomo, Ze pokud nebudou
odstranény rozpory &i chyby nebo nebudou doplnény
chybgjici informace v CRF, mulze to mit za nasledek
zadrZeni platby aZ do vyfeSeni pfislusné zalezitosti.

2. ZDROJE A VYBAVENI

21 Poskytovatel souhlasi s tim, Ze poskytne viechny
pracovniky studie, prostory a dalSi zdroje, které jsou
potfebné pro Fadné plnéni povinnosti zkousejiciho nebo
poskytovatele podle této smlouvy a podle protokolu.

2.2 Poskytovatel nesmi pfidélit provadéni studie
jinym pracovnikim studie, aniz by pisemné nominovalo
jinou kvalifikovanou osobu, a smi tak ucinit pouze po
obdrzeni pisemného svoleni od spole¢nosti ICON d&i
zadavatele. Pokud neni k dispozici nastupce pfijatelny
pro poskytovatele, spoleCnost ICON a zadavatele, bude
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invoke the termination of this Agreement as per the
provisions of section 9 below.

2.3 In case of a temporary absence of the
Institution shall designate a qualified sub-investigator,
who shall be identified to ICON and Sponsor in writing.
When the Investigator's absence is anticipated to
exceed fourteen (14) days, ICON shall be notified in
writing of the designated sub-investigator who shall
assume the Study responsibilities until Investigator
returns. ICON on its own behalf or that of the Sponsor
may approve or reject any proposed sub-investigator.
If a permanent substitution of Investigator is required,
Institution shall notify ICON/Sponsor in accordance
with section 0. above.

2.4 ICON may provide, or arrange for a vendor to
provide, certain equipment (“Equipment’) or
proprietary materials for use by Institution during the
conduct of Study. Such proprietary materials may
include computer software, methodologies, rating
scales and other instruments that are owned or
licensed for use by ICON or Sponsor (collectively,
“Materials”). Equipment or Materials to be provided
for the Study and any requirements relating to them
are described in Appendix 4. Any such Materials or
Equipment shall remain the property of Sponsor or
ICON, as the case may be, and unless otherwise
agreed in writing shall be returned to ICON or Sponsor
at the end of the Study or promptly on receipt of written
request from ICON or Sponsor. A Loan Agreement will
be executed for this loan.

3 INVESTIGATIONAL PRODUCT

Unless expressly agreed in contrary by the Parties,
ICON shall provide, or shall ensure that the Sponsor
provides, to the Institution, the required quantities of
the Investigational Product as well as any applicable
placebo, and/or combination drug and/or comparator
drug and any other Study materials required (e.g.
CRFs) for the Study, as set forth in the Protocol.
Institution may not use Investigational Product or other
Materials in any other way other than as expressly
specified in the Protocol shall store and maintain
control of the Investigational Product and other
Materials in accordance with the Protocol and
Regulations, particularly with Act No. 378/2007 Coll.,
on Drugs, as amended, and Decree No. 226/2008
Coll., on good clinical practice and closer conditions of
clinical research of medicinal products, as amended
and will not administer or dispense the Investigational
Product to anyone who is not a Qualified Participant or
provide access to it to anyone except Study Staff. The
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mit spole¢nost ICON pravo ukoncit tuto smlouvu podle
ustanoveni ¢lanku 9 nizZe.

2.3 V pfipadé doCasné nepfitomnosti poskytovatel
ustanovi kvalifikovaného spoluzkousejiciho, ktery bude
uréen a pisemné oznamen spolec¢nosti ICON a
zadavateli. Pokud se pFedpoklada, Ze nepfitomnost
zkousejiciho pfesahne &trnact (14) dni, bude spoleénost
ICON pisemné informovana o povéfeném
spoluzkousSejicim, ktery pfevezme povinnosti souvisejici
se studii do navratu zkousSejiciho.  Spole¢nost ICON
mulze svym jménem nebo jménem zadavatele jakéhokoli
navrzeného spoluzkou$ejiciho schvalit nebo zamitnout.
V pfipadé, Zze bude nutné trvalé nahrazeni zkousSejiciho,
poskytovatel pisemné oznami takovou skuteCnost
spole¢nosti ICON/zadavateli v souladu s ¢lankemO vyse.

2.4 ICON mlze poskytnout nebo zaijisti, aby
dodavatel poskytl urcité vybaveni (,vybaveni“) nebo
chranéné materialy, jez bude poskytovatel pouzivat
béhem provadéni studie. Takové chranéné materialy
mohou zahrnovat pocitatovy software, metodiky,
hodnotici Skaly a dal8i nastroje, které jsou ve vlastnictvi
spole€nosti ICON ¢&i zadavatele nebo na néz ma ICON ¢&i
zadavatel licenci (spole€né déle jen ,materialy®).
Vybaveni nebo materialy, které budou poskytnuty pro
studii, a jakékoli s nimi souvisejici poZadavky jsou
popsany v priloze 4. V3echny takové materidly nebo
vybaveni zlstanou vlastnictvim zadavatele nebo
pfipadné spole¢nosti ICON a pokud nebude pisemné
dohodnuto jinak, budou vraceny spoleénosti ICON ¢&i
zadavateli na konci studie nebo neprodlené na zakladé
pisemné zadosti spolecnosti ICON ¢i zadavatele. K této
vypuijcce bude uzaviena smlouva o vyp(jcce.

3. HODNOCENY PRIPRAVEK

Pokud se smluvni strany vyslovné nedohodnou jinak,
spole¢nost ICON poskytovateli/zkouSejicimu poskytne
nebo =zajisti, Ze zadavatel poskytovateli poskytne
potfebné mnozstvi hodnoceného pfipravku a pfislusné
placebo a/nebo kombinovany pfipravek a/nebo
srovnavaci pfipravek a dalsi potfebné materiély pro studii
(napf. CRF) tak, jak je stanoveno v protokolu.
Poskytovatel nesmi hodnoceny pfipravek ani dalsi
materidly pouzit jinak, nez je vyslovné stanoveno v
protokolu, bude hodnoceny pfipravek a daldi materialy
uchovavat a mit je pod kontrolou v souladu s protokolem
a pravnimi pfedpisy, zejména zakonem ¢&. 378/2007 Sb.,
o léCivech, v platném znéni, a vyhlaSkou ¢. 226/2008
Sb., o spravné klinické praxi a blizS§ich podminkach
klinického hodnoceni léCivych pfipravkd, v platném znéni
a nepoda ani nevyda hodnoceny pfipravek nikomu, kdo
neni zpUsobilym u€astnikem, a neposkytne pfistup k
hodnocenému pfipravku nikomu jinému nez pracovnikiim
studie. Poskytovatel na pfiméfené naklady zadavatele
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Institution shall return, at Sponsor’s reasonable
expense, all unused Investigational Product, as well
as any containers, whether containing unused
Investigational Product or not, in accordance with the
instructions of the Sponsor or ICON upon expiration or
termination of the Study or at such times as the
Sponsor or ICON may direct.

The Sponsor shall ensure the distribution of the
shipment of Investigational Products to the
Institution’s pharmacy, where a pharmacist will receive
them and check them (like other shipments — i.e. for
damage, in the case of special transport requirements,
if such requirements have been met, s/he will confirm
acceptance of the shipment); subsequently, based on
a requisition form, the Investigator will pick up the
Investigational Products for the site and is fully
responsible for them. The Sponsor/ICON undertakes
to make every effort to inform the authorized
pharmacist by e-mail about the delivery of the
shipment to the pharmacy at least 3 working days
before the delivery of the shipment to the pharmacy.
The Sponsor shall ensure delivery to the address:
Nemocniéni Iékarna FN Motol a Homolka — Pracovisté
Motol [Motol and Homolka University Hospital
Pharmacy], V Uvalu 84, 150 00 Prague 5, Czech
Republic and shall mark it with the name of the
responsible pharmacist.

4 REPRESENTATIONS, WARRANTIES AND
COVENANTS
41 The Institution covenants, warrants and

represents that:

411 It has at all times during the course
of the Study, the appropriate licenses, approvals and
certifications necessary to safely, adequately and
lawfully perform the Study in accordance with
applicable Regulations, the Protocol, this Agreement
and good clinical practice and have no notice of any
investigations that would jeopardize such licenses,
approvals or certifications;

4.1.2 Study Staff is at all times during the
course of the Study qualified by training and
experience with appropriate expertise to conduct the
Study within the jurisdiction where the Study is being
conducted;

41.3 Study Staff are and at all times
during the course of the Study continue to be
appropriately trained in ICH GCP, Study procedures
and the Protocol; and
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vrati vesSkery nepouzity hodnoceny pfipravek i obaly bez
ohledu na to, zda obsahuji nepouzity hodnoceny
pfipravek €i nikoli, v souladu s pokyny zadavatele nebo
spole¢nosti ICON, a to po ukoncéeni ¢i dokonceni studie
nebo kdyz k tomu da zadavatel i spoleénost ICON
pokyn.

Zadavatel zajisti distribuci zasilky hodnocenych pfipravku
do Iékarny poskytovatele, kde je lékarnik pfevezme a
zkontroluje (jako jiné zasilky — tzn. neni-li poSkozena, v
pfipadé zvlastnich pozadavkd na transport, byly-li tyto
pozadavky dodrzeny, pfijem zasilky potvrdi). Nasledné si
na zadanku zkouS$ejici hodnocené pfipravky pro
pracovisté vyzvedne a nese za né pinou zodpovédnost.
Zadavatel / spole¢nost ICON se zavazuje vynalozit
veskeré usili, aby alespori 3 pracovni dny pfed doru¢enim
zasilky do lékarny informoval e-mailem autorizovaného
Iékarnika o dorucovani zasilky do lékarny. Zadavatel
zajisti dodavku na adresu: Nemocni¢ni Iékarna FN Motol
a Homolka — Pracovisté Motol, V Uvalu 84, 150 00 Praha
5, Ceska republika a oznadi ji jménem odpovédného
Iékarnika.

4, PROHLASENI, ZARUKY A UJEDNANI

4.1 Poskytovatel se zavazuje, zaru€uje a prohlasuje,
ze:

411 v prubéhu studie vzdy bude mit
prisludné licence, schvéleni a osvédCeni, jeZz jsou

nezbytna pro bezpe&né, odpovidajici a zakonné
provedeni studie v souladu s platnymi pravnimi pfedpisy,
protokolem, touto smlouvou a spravnou klinickou praxi, a
Ze mu nebyla oznamena Zadné Setfeni, kterd by mohla
takové licence, schvaleni nebo osvéd&eni ohrozit;

41.2 pracovnici studie budou v pribéhu
studie vzdy kvalifikovani svym odbornym vzdélanim,
zaSkolenim a zkuSenostmi k provedeni studie v ramci
jurisdikce, v niz studie probiha;

41.3 pracovnici studie jsou a v pribéhu
studie vzdy budou fadné& zaSkoleni v oblasti SKP ICH,
Ukonech studie a protokolu; a
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414 neither it nor the Investigator are
subject to any conflicting interests in the outcome of
the Study or conflicting obligations or contracts that
might interfere with the performance of the Study or
that might impair the acceptance of the resulting data
by any Regulatory Authority, including the EMA and
FDA, or that might otherwise create a conflict.

5 AUDITS, INSPECTIONS AND MONITORING

5.1 The Institution shall, on reasonable prior
notice at least 3 working days in advance (for ICON
and/or Sponsor audits), permit authorized personnel
of ICON and/or the Sponsor to audit, and further to any
Regulatory Authority to inspect, the locations and
facilities where the Institution and Study Staff will
conduct the Study (“Site*); both before the Study
begins, during the treatment phase of the Study and
after the Study ends. The representatives of
ICON/Sponsor may review and/or request copies of
Study Data and Institution/Investigator shall promptly
provide such documents. Institution/Investigator will
notify ICON/Sponsor by telephone and subsequently
in written form, of any changes in Investigator or
physical location of the Study.

5.2 Institution acknowledges that the Study is
subject to inspection by a Regulatory Authority or to
an audit by the Sponsor or by ICON, and that such
inspections and audits may occur after completion of
the Study and may include auditing of the Study
records. Institution shall notify ICON as soon as
reasonably possible if the Site is inspected or
scheduled to be inspected by a Regulatory Authority
in relation to the Study. Institution will cooperate with
Regulatory Authority and ICON/Sponsor in the
conduct of inspections and audits and will ensure that
the clinical Study records are maintained in a way that
facilitates such activities. Institution will promptly
forward to ICON copies of any inspection findings that
Institution receives from a Regulatory Authority in
relation to the Study. Whenever feasible, Institution
will also provide ICON/Sponsor with an opportunity to
be present in any Regulatory Authority inspection and
to prospectively review and comment on any
Institution responses to Regulatory Authority
inspections in regard to the Study.

53 Institution shall allow authorized personnel of
ICON and Sponsor to monitor the Study, the clinical
Study records, such as but not limited to, CRFs, and
any other records required by the Regulations at
mutually agreed upon times during normal business
hours, or as otherwise required or recommended by
the Regulations. Institution will permit remote
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414 poskytovatel ani zkouSejici
nepodléhaji zadnému stfetu zajm(, pokud jde o vysledek
studie, ani stfetu povinnosti €i dohod, které by mohly
narusit provadéni studie nebo mit vliv na pfijeti
vyslednych Udaji jakymkoli kontrolnim ufadem, véetné
EMA a FDA, nebo by mohly jinak vytvofit rozpor.

5. AUDITY, INSPEKCE A MONITOROVANI

5.1 Poskytovatel po pfiméfeném pfedchozim
oznameni ve [h(té alespon 3 pracovnich dnl (v pfipadé
audita spole¢nosti ICON/zadavatele) povoli povéfenym
pracovnikim spole¢nosti ICON a/nebo zadavatele
provedeni auditu a dale jakémukoli kontrolnimu ufadu
provedeni inspekci mist a prostor, kde budou
poskytovatel a pracovnici studie studii provadét
(,pracovisté“), a to pfed zahajenim studie, v prabéhu
obdobi lé€by i po ukonleni studie. Zastupci spole€nosti
ICON/zadavatele mohou pfezkoumat a/nebo pozadovat
kopie udaji ze studie a poskytovatel/zkouSejici jim tyto
dokumenty neprodlené poskytne.
Poskytovatel/zkouSejici bude telefonicky a nasledné
pisemné informovat spole€¢nost ICON/zadavatele o vSech
zménach tykajicich se zkouSejiciho nebo mista fyzického
vykonu studie.

5.2 Poskytovatel bere na védomi, Ze studie podléhd
inspekci ze strany kontrolniho Ufadu nebo auditu ze
strany zadavatele nebo spoleCnosti ICON a Ze se
takovéto inspekce a audity mohou uskuteénit po
dokonc&eni studie a mohou zahrnovat provedeni auditu
zaznamu studie. Pokud je v souvislosti se studii
provadéna inspekce pracovisté studie kontrolnim
urfadem, nebo pokud je takové inspekce napléanovéna,
bude poskytovatel co nejdfive informovat spole€nost
ICON. Poskytovatel bude spolupracovat s kontrolnim
Uradem a spole€nosti ICON/zadavatelem pfi provadéni
inspekci a auditt a zajisti, aby klinické zaznamy studie
byly vedeny zplisobem, ktery takové aktivity usnadni.
Poskytovatel bezodkladné pfeda spoleénosti ICON kopie
vesSkerych zjisténi z inspekce, které v souvislosti se studii
obdrzi od kontrolniho ufadu. Poskytovatel spole€nosti
ICON/zadavateli také umozni, aby byla pfitomna pfi
jakékoli inspekci kontrolnim ufadem a poskytne ji
pfilezitost k budoucimu pfezkoumani a pfipominkovani
odpovédi poskytovatele na inspekce kontrolnim Ufadem
souvisejici se studii, a to vZdy, kdyZ to bude proveditelné.

5.3 Poskytovatel umozni povéfenym pracovnikim
spole€nosti ICON a zadavatele monitorovat studii,
klinické zdznamy studie, mimo jiné v€etné& CRF, a jakékoli
dal§i zaznamy v souladu s pravnimi pfedpisy, a to ve
vzajemné dohodnuty ¢as bé&éhem bézné pracovni doby
nebo jinak v souladu s poZadavky ¢&i doporugenimi
pravnich predpisll. Poskytovatel umozni vzdaleny
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electronic access to clinical Study records, such as but
not limited to CRFs, Investigational Product
accountability and make available any source
documents when available and allowed by the
applicable Regulations. Similarly, Institution shall
assist ICON’s or Sponsor’s authorized designee in
resolving all queries, discrepancies, errors or missing
information in CRFs. Any audit by ICON or Sponsor of
source documents shall be performed with due regard
for patient confidentiality. The Parties agree to hold in
confidence all Qualified Participant’s identifiers in
accordance with the Regulations.

54 If the Study is designed to comply with Risk
Based Monitoring (RBM) or Adaptive Monitoring (AM)
principles, in addition to or alternatively in lieu of on-
site monitoring activities, the Institution undertakes to
facilitate the remote evaluation carried out by
Sponsor/ICON personnel or representatives in a
timely manner to ensure quality data collection and the
safety of Study subjects. RBM and AM monitoring
activities might include and are not limited to:
communication with the Study Staff, review of
Institution’s processes, procedures, records and
corroboration.

5.5 If, in accordance with GCP, or the Sponsor’s,
or ICON’s Standard Operating Procedures or
standards, the facilities are determined not to be
adequate for the proper conduct of the Study, and the
Institution does not remedy such inadequacies within
a reasonable period of being notified of such
inadequacy, then ICON may at its sole discretion,
refuse to commence or decide to discontinue the
Study, and terminate this Agreement without further
obligation to the Institution.

6 PUBLICATION

The Parties acknowledge that the Sponsor shall retain
ownership of all original CRFs that result from this
Study. However, Institution acknowledges that the
Investigator shall have publication or presentation
privileges as regulated in the separate clinical trial
agreement with the Investigator. Institution shall not
have any other publication rights with respect to the
Study or its results.

7 CONFIDENTIALITY
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elektronicky pfistup ke klinickym zaznamim studie, mimo
jiné v€éetné CRF a evidenénich zaznam( hodnoceného
pfipravku, a zpfistupni veSkeré zdrojové dokumenty,
pokud jsou k dispozici a pokud je takovy pfistup povolen
pravnimi pfedpisy. Poskytovatel rovnéz poskytne
asistenci povéfené osobé spolecnosti ICON nebo
zadavatele pfi feSeni v§ech dotazl/pfipominek, rozpora,
chyb nebo chybéjicich informaci v CRF. Jakykoli audit
zdrojovych  dokumentl  spoleénosti ICON nebo
zadavatelem bude proveden s nalezitym ohledem na
zachovani duvérnosti osobnich udaju pacienta. Smluvni
strany souhlasi s tim, 2Ze =zachovaji duavérnost
identifikacnich udaji vSech zpUsobilych ucéastnik( v
souladu s pravnimi piedpisy.

5.4 Pokud mé& studie kromé& monitorovani na
pracovisti nebo namisto né spliiovat zasady
monitorovani rizik (Risk Based Monitoring, RBM) nebo
adaptivniho  monitorovani  (AM), poskytovatel se
zavazuje, ze umozni vCasné provedeni vzdaleného
hodnoceni ze strany pracovnikl nebo zastupcl
zadavatele/spole¢nosti ICON pro zajisténi kvalitniho
shromazdovani Udajl a bezpecénosti subjektll hodnoceni.
Monitorovaci aktivity RBM a AM mohou mimo jiné
zahrnovat: komunikaci s pracovniky studie, kontrolu
proces(, postupl, zaznamU a soucinnosti poskytovatele.

5.5 Pokud je v souladu s SKP, standardnimi
provoznimi postupy ¢&i standardy zadavatele nebo
spole€nosti ICON zjisténo, Ze prostory nejsou postacujici
pro fadné provedeni studie a poskytovatel neodstrani
takové nedostatky b&hem pfiméfené doby od okamziku,
kdy bude o] takové nedostate&nosti
informovano/informovan, spoleénost ICON muze podle
svého vyhradniho uvéZeni odmitnout zahdjeni studie
nebo se rozhodnout pro jeji pfed€asné ukonceni a
vypovédét tuto smlouvu bez dalSich zavazk( vugi
poskytovateli.

6. PUBLIKOVANI

Smluvni strany berou na védomi, Ze zadavatel si ponecha
ve vlastnictvi v8echny puavodni CRF, které budou
pochazet ztéto studie. Poskytovatel vSak bere na
védomi, Ze zkousejici bude mit pfednostni publikaéni a
prezentani prava, jak je stanoveno v samostatné
smlouvé o provedeni klinického hodnoceni uzaviené se
zkouSejicim. Poskytovatel nebude mit Zadna dalsi prava
na publikovani ve vztahu ke studii nebo jejim vysledkam.

7. DUVERNOST INFORMACI
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7.1 For the purposes of this Agreement
“Confidential Information” means any data,
documentation, records and information in whatever
form related to the terms of this Agreement and/or the
Study and/or the Investigational Product that is
provided to the Institution, Investigator or the Study
Staff or on behalf of by ICON or Sponsor or their
respective employees or agents or is otherwise
developed or generated in connection with the
discussions and negotiations pertaining to, or in the
course of performing this Agreement including, but not
limited, to the Protocol, Study Data, and the clinical
investigator brochure provided by the Sponsor that
contains summary information of all studies carried out
during the development of the Investigational Product.

7.2 Unless ICON/Sponsor provides prior written
consent, the Institution may not use Confidential
Information for any purpose other than authorized in
this Agreement, nor may Institution and/or its
employees disclose Confidential Information to any
third party except to Study Staff who need to know
such Confidential Information for the conduct of the
Study and who are bound by obligations of
confidentiality and non-use substantially as protective
as those herein and as authorized in this Agreement
or as required by the Regulations. Institution agrees to
use Confidential Information only for fulfilling its
respective  obligations under this Agreement.
Institution/Investigator shall safeguard Confidential
Information with the same standard of care that is used
with Institution’s confidential information, but in no
event less than reasonable care. If requested by
ICON, the Institution shall promptly return to ICON or
destroy all such Confidential Information at the end of
the Study, however, Institution may retain a copy of
such information for internal compliance purposes and
subject to the confidentiality requirements of this
section.

7.3 Confidential
information that:

Information does not include

7.3.1 Is in the public domain at the time
of disclosure or during the term of this confidentiality
obligation by means other than breach of this
Agreement by Institution or Investigator;

7.3.2 Is already known to Institution at
the time of disclosure and is free of any obligations of
confidentiality;

7.3.3 Is obtained by Institution, free of

any obligations of confidentiality, from a third party
who has a lawful right to disclose it; or
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71 Pro ucely této smlouvy se ,davérnymi
informacemi“ rozumi veskeré udaje, dokumentace,
zaznamy a informace v jakékoli podobé souvisejici s
podminkami této smlouvy, studii a/nebo hodnocenym
pfipravkem, které jsou spole¢nosti ICON (nebo jejim
jménem) ¢&i zadavatelem nebo jejich pFisluSnymi
zaméstnanci C€i povéfenymi osobami  poskytnuty
poskytovateli, zkouSejicimu nebo pracovnikim studie,
nebo jsou jinak vytvofeny Ci ziskany ve spojitosti s
diskusemi a jednanimi, jez se tykaji plnéni této smlouvy
nebo jez se uskutecnila v jeho pribéhu, a to mimo jiné
véetné protokolu, udajd ze studie a souboru informaci pro
zkousSejiciho poskytnutych zadavatelem, které obsahuji
souhrnné informace o vSech studiich provadénych
bé&hem vyvoje hodnoceného pfipravku.

7.2 Poskytovatel nesmi bez pfedchoziho pisemného
souhlasu spole¢nosti ICON/zadavatele pouzivat divérné
informace k zadnému jinému Gc¢elu nez tomu, ktery je
povolen touto smlouvou, a poskytovatel a/nebo jeho
zaméstnanci dale nesmi sdélit divérné informace zadné
treti strané kromé pracovniku studie, ktefi takové diivérné
informace potfebuji znat pro provadéni studie a ktefi jsou
vazani povinnostmi mi€enlivosti a nepouzivani, které jsou
v podstaté stejné ochranné jako povinnosti uvedené v
tomto dokumentu, a to v souladu s touto smlouvou nebo
pozadavky pravnich predpis(i. Poskytovatel souhlasi s
tim, Ze pouzije duvérné informace pouze pro plnéni svych
pfisludnych zavazku podle této smlouvy.
Poskytovatel/zkouSejici je povinen chranit ddvérné
informace se stejnou péci, jaka je vénovana davérnym
informacim poskytovatele, v Zadném pfipadé vSak s
mensi péci, nez je pfiméfené. Pokud o to spole€nost
ICON pozada, poskytovatel na konci studie neprodlené
vrati spole¢nosti ICON vSechny takové duvérné
informace nebo je znici, poskytovatel si vSak muze
ponechat kopii takovych informaci pro ucely dodrZeni
internich pravidel a za predpokladu dodrzeni pozadavk
na zachovani davérnosti uvedenymi v tomto ¢lanku.

7.3 Duveérné informace nezahrnuji informace, které:

7.3.1 jsou v dobé sdéleni nebo v dobé
trvani tohoto zavazku micenlivosti vefejné dostupné
jakymkoli jinym zpusobem, nez je poruseni této smlouvy
poskytovatelem nebo zkousejicim;

7.3.2 jsou poskytovateli v dobé& sdéleni jiz
znamy a poskytovatel nepodléha Zadnému zavazku
zachovani dlvérnosti;

7.3.3 jsou poskytovatelem ziskany od treti

strany, kterd ma zakonné pravo je sdélit, aniz by bylo
poskytovatel povinno zachovat jejich divérnost; nebo
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7.3.4 Is independently developed, as
documented by written records, by individuals within
Institution who had no access to Confidential
Information.

7.4 If disclosure of Confidential Information
beyond that expressly authorized in this Agreement is
required by law, that disclosure does not constitute a
breach of this Agreement as long as (i) Institution
notifies Sponsor of such a requirement as far as
reasonably possible in advance of the disclosure to
allow Sponsor the reasonable opportunity to oppose
the requirement or seek an appropriate protective
order; (ii) discloses only that Confidential Information
required to comply with the legal requirement; and (iii)
continues to maintain the confidentiality of the
Confidential Information with respect to all other third
parties.

7.5 No Party shall make, place or disseminate any
advertising, public relations, promotional material or
any material of any kind using the name of the other
party, and/or the other party’s subsidiary or affiliate
companies or using their respective trademarks,
without the prior written approval of the other Party or
Sponsor, as applicable. Provided that Institution
hereby consents on behalf of itself that Sponsor and/or
ICON is hereby authorized to disclose on one or more
clinical  trial  registries/databases Institution’s
participation in the Study, including, without limitation,
identifying the location and contact information for
Institution and all other locations where the Study is
conducted under this Agreement. ICON and/or
Sponsor shall also have the right to make appropriate
registration entries pertaining to the Study on
www.clinicaltrials.gov. Additionally, the Institution shall
not make, place or disseminate any advertising, public
relations, promotional material or any material of any
kind using the name of the Sponsor and/or the
Sponsor’s subsidiary or affiliate companies.

7.6 The Institution agrees not to trade in or to give
advice regarding the securities of the Sponsor when it
is in possession of Study Data or other information that
constitutes material non-public information of the
Sponsor.

8 INTELLECTUAL PROPERTY

8.1 All documents, protocols, data, know-how,
methods,  operations,  formulas, Confidential
Information, Investigational Product, Study Data and
materials provided to the Institution or its employees
pursuant to this Agreement or developed during the
course of conducting the Study, excluding Qualified
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7.3.4 jsou nezavisle vytvofeny osobami v
ramci poskytovatele, které nemély k ddvérnym
informacim pfistup, coz je doloZzeno pisemnymi zaznamy.

7.4 Pokud zakony vyzaduji sdéleni divérnych
informaci presahujici rozsah sdéleni, které je vyslovné
povoleno v této smlouvé, takové sdéleni informaci
nepredstavuje poruSeni této smlouvy, jestlize (i)
poskytovatel oznami takovy pozadavek zadavateli v co
nejvétsSim pfiméfeném predstihu pfed takovym sdélenim,
aby mél zadavatel odpovidajici pfilezitost vznést proti
takovému pozadavku namitku nebo usilovat o
odpovidajici ochranny pfikaz; (ii) jsou sdéleny pouze ty
dlvérné informace, které jsou nutné pro splnéni pravniho
pozadavku; a (iii) je nadale zachovana davérnost téchto
dlvérnych informaci vici ostatnim tfetim stranam.

7.5 Zadna ze smluvnich stran neuskute¢ni, nezada
ani nebude Sifit zadnou inzerci, public relations,
propagacni materialy ani materialy jakéhokoli druhu za
pouziti nazvu/jména druhé smluvni strany a/nebo
dcefinych &i pfidruzenych spole€nosti druhé smluvni
strany nebo za pouZiti jejich pfislusnych ochrannych
znamek bez pfedchoziho pisemného souhlasu druhé
smluvni strany €i zadavatele (v pfisluSnych pfipadech).
Poskytovatel timto v souvislosti s vySe uvedenym
souhlasi svym jménem stim, Ze zadavatel a/nebo
spoleénost ICON jsou timto opravnéni zvefejnit ucast
poskytovatele  ve  studii v jednom ¢i  vice
registrech/databazich klinickych hodnoceni, mimo jiné
vcetné uvedeni mista a kontaktnich udaji poskytovatele
a vSech dalSich mist, kde se studie podle této smlouvy
provadi. Spole¢nost ICON a/nebo zadavatel budou mit
rovnéz pravo uvést pfislusné registracni Udaje tykajici se
studie na internetovych strankach www.clinicaltrials.gov.
Poskytovatel dale neuskuteéni, nezada ani nebude Sifit
Zadnou inzerci, public relations, propagacni material ani
materidl jakéhokoli druhu za pouZiti jména zadavatele
a/nebo dcefinych &i pfidruzenych spole€nosti zadavatele.

7.6 Poskytovatel souhlasi stim, Ze nebudou
obchodovat s cennymi papiry zadavatele ani poskytovat
rady tykajici se cennych papirt zadavatele, kdyZ budou
mit v drZzeni udaje ze studie nebo jiné informace, jeZ jsou
dalezitymi nevefejnymi informacemi zadavatele.

8. DUSEVNI VLASTNICTVi

8.1 V8echny dokumenty, protokoly, udaje, know-
how, metody, postupy, sloZeni, ddvérné informace,
hodnoceny pfipravek, udaje ze studie a materialy
poskytnuté poskytovateli a jeho zaméstnancim podle
této smlouvy nebo vytvofené b&hem provadéni studie,
kromé lékarské dokumentace zpUsobilych Ucastnika a
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Participant medical records and other source
documents, are and shall remain Sponsor’s property.
The completed CRFs, the final report (if applicable),
and other results of the Study, shall also be owned by
Sponsor. Institution hereby  assigns, and
acknowledges that Investigator and Study Staff
hereby assigns as well, their entire rights, title and
interest in the Study Data (and all intellectual property
rights therein) to Sponsor free and clear of all liens,
claims, and encumbrances.

8.2 Inventions whether or not patentable,
processes, technologies, know-how, trade secrets,
data, improvements, patents and/or other intellectual
property relating to the Investigational Product (or its
manufacture or use) or otherwise arising from the
Study or through the use of any Confidential
Information, conceived, generated or first reduced to
practice, as the case may be, (collectively referred to
as “Sponsor Inventions”), shall, without further
remuneration for Institution, be the property of the
Sponsor. The Institution shall promptly disclose to
ICON and/or the Sponsor, in writing, any Sponsor
Invention and shall assign (and shall require all Study
Staff to assign) to Sponsor all rights, title and interest,
if any, in and to each such Sponsor Invention (and all
intellectual property rights therein) free and clear of all
liens, claims, and encumbrances. Institution agrees to
provide, at Sponsors expense, reasonable assistance
to Sponsor to enable Sponsor to perfect and enforce
its rights in such Sponsor Inventions (and all
intellectual property rights therein), free and clear of all
liens, claims, and encumbrances. The Institution shall
have exclusive ownership of any existing inventions
and technologies of its property prior to this
Agreement. If the Institutions’ cooperation required for
the Sponsor’s exercise of intellectual property rights
entails an excessive time or financial burden, the
Parties agree to negotiate an amendment to this
Agreement. Such an amendment shall set out
appropriate compensation for the time and financial
burden that cannot be foreseen at the time of entering
into this Agreement.

9 TERM AND TERMINATION

9.1 Unless earlier terminated in accordance with
the provisions of this Agreement, the terms of this
Agreement shall commence on the Effective Date of
this Agreement and shall continue in force until the
Study has been completed at Institution, and all CRFs,
and any other pertinent Study-related documents have
been received by and completed to the reasonable
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dalSich zdrojovych dokument, jsou a zUstanou
vyhradnim vlastnictvim zadavatele. Vyplnéné CREF,
zavéreCna zprava (v pfisluSnych prfipadech) a jiné
vysledky studie jsou rovnéz majetkem zadavatele.
Poskytovatel timto postupuje a bere na védomi, ze i
zkousSejici a pracovnici studie timto postupuji vdechna
sva prava, majetkové naroky a podily souvisejici s udaji
ze studie (a vSechna prava na dusevni vlastnictvi v nich
obsazenda) zadavateli, a to bezplatné a bez jakychkoli
zastavnich prav, narokd a bfemen.

8.2 Patentovatelné i nepatentovatelné vynalezy,
postupy, technologie, know-how, obchodni tajemstvi,
data, zkvalitnéni, patenty a/nebo jiné dusevni vlastnictvi
souvisejici s hodnocenym pfipravkem (nebo jeho
vyrobou €i pouzitim) ¢i jinak vyplyvajici ze studie nebo z
pouziti jakychkoli davérnych informaci, jez byly
vymysleny, vytvofeny ¢&i poprvé dovedeny do faze
praktického vyuziti, (souhrnné oznacované jako
,vynalezy zadavatele“) budou bez dal$i odmény pro
poskytovatel majetkem zadavatele. Poskytovatel bude
spole¢nost ICON a/nebo zadavatele neprodlené pisemné
informovat o jakémkoli vynalezu zadavatele a postoupi (a
bude vyZadovat, aby vSichni pracovnici studie postoupili)
zadavateli ve8kera pfipadna prava, naroky a podily
spojené s kazdym takovym vynalezem zadavatele (a
v8echna prava na duSevni vlastnictvi v nich obsaZena),
bezplatné a bez jakychkoli zastavnich prav, naroku a
bfemen. Poskytovatel souhlasi s tim, Ze na né&klady
zadavatele poskytne zadavateli pfiméfenou pomoc, ktera
mu umozni zkvalitnit a uplatfiovat jeho prava k takovym
vynalezim zadavatele (a vS8echna prava na duSevni
vlastnictvi v nich obsazena), bezplatné a bez jakychkoli
zastavnich prav, naroki a bfemen. Poskytovatel je
vyluénym maijitelem jakychkoli existujicich vynalezd a
technologii, jejichZ vlastnikem bylo pfed podepsanim této
smlouvy. Pokud by souginnost Poskytovatele vzhledem k
uplatnéni prav zadavatele z duSevniho vlastnictvi byla
spojena s hadmérnou ¢asovou a finanéni zatézi, smluvni
strany se zavazuji jednat o dodatku k této smlouvé.
Dodatkem k této smlouvé by byla stanovena adekvatni
kompenzace za Casovou a financni zatéz, ktera neni v
dobé uzavirani smlouvy pfedvidatelna.

9. DOBA PLATNOSTI SMLOUVY A JEJi
UKONCENI
9.1. Pokud nedojde k dfivéjSimu ukoncéeni v souladu

s ustanovenimi této smlouvy, zacnou podminky této
smlouvy platit ode dne nabyti G€innosti této smlouvy a
budou platné do dokon&eni studie ve poskytovateli a do
doby, nez budou v3echny CRF a dalSi pfislusné
dokumenty souvisejici se studii obdrzeny spolecnosti
ICON a/nebo zadavatelem a vyplnény k jejich pfiméfené
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satisfaction of ICON and/or Sponsor (hereinafter the
“Term”). Expected study duration is till _

9.2 Institution may terminate the Agreement for
the following reasons:

9.2.1 At any time, upon written notice if
in Institution’s reasonable opinion termination is
required to protect patient safety, e.g., because of the
occurrence of a serious or unexpected adverse event
or if requested to do so by the responsible SUKL.

9.2.2 Upon sixty (60) days prior written
notice, for ICON’s material breach of this Agreement,
if ICON does not cure such breach within thirty (30)
days of its being notified of such breach

9.3 ICON may on its own behalf or that of the
Sponsor terminate this Agreement prior to completion
by providing written notice to the Institution with
immediate effect for any of the following reasons:

9.31 Notification by the Sponsor to
ICON to terminate the Study;

9.3.2 Notification by a Regulatory
Authority to the Sponsor/ICON to terminate the Study;

9.3.3 Without prejudice to the generality
of the rights of ICON under this section, the Institution
acknowledges that the Study forms part of a multi-
centre clinical trial for which recruitment is competitive
and that the Study may accordingly be terminated by
ICON prior to recruitment of the number of Qualified
Participants;

9.34 Determination by the Sponsor
and/or ICON that the Institution, after reasonable
opportunity, is unable for any reason, to satisfactorily
perform the Study as required in the Protocol and this
Agreement;

9.3.5 In the event that the Institution
commits a breach of any of its obligations under this
Agreement and has not remedied that breach (if
remediable) within thirty (30) days of receipt of written
notice from ICON specifying the breach complained
of;

9.3.6 If Institution is declared or
becomes insolvent, files a petition for protection from
its creditors under any applicable bankruptcy laws,
becomes subject to an involuntary bankruptcy
proceeding, makes an assignment for the benefit of its
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spokojenosti (dale jen ,doba platnosti‘). Pfedpokladana
doba trvani studie je do

9.2 Poskytovatel muze tuto smlouvu ukongit z nize
uvedenych dvodu:

9.2.1 kdykoli pisemnym oznamenim, pokud
je podle pfiméfeného Usudku poskytovatele jeji ukon&eni
nutné pro ochranu bezpecnosti pacientl, napf. z divodu
vyskytu zavazné nebo nepfedpokladané nezadouci
pfihody nebo pokud o to pozada SUKL;

9.2.2 v pripadé zasadniho poruSeni této
smlouvy spole¢nosti ICON pisemnym oznamenim se
60denni lhGtou, pokud spole¢nost ICON takové poruseni
neodstrani do 30 dnl poté, co je ji takové poruseni
oznameno.

9.3 Spole¢nost ICON muze tuto smlouvu ukongit
pfed jejim dokon&enim svym vilastnim jménem nebo
jménem zadavatele, a to pisemnym oznamenim
poskytovateli s okamzitym u€inkem z kteréhokoli z dale
uvedenych divodu:

9.3.1 oznameni zadavatele spole¢nosti
ICON, aby studii ukondila;
9.3.2 oznameni kontrolniho uradu

zadavateli/spolegnosti ICON, aby studii ukonéili;

9.3.3 aniz by byl dotéen obecny charakter
prav spole€nosti ICON podle tohoto ¢lanku, poskytovatel
bere na védomi, Ze studie tvofi &ast multicentrického
klinického hodnoceni, v némz je nabor subjektl
kompetitivni, a Ze studie mize byt proto spole¢nosti
ICON ukonlena pfed ziskanim stanoveného podctu
zpusobilych u€astniku;

9.34 zadavatel a/nebo spole¢nost ICON
rozhodnou o tom, Ze poskytovatel neni poté, co mu byla
poskytnuta pfiméfena pfilezitost, z jakéhokoli divodu
schopen uspokojivym zplsobem provést studii podle
pozadavku protokolu a této smlouvy;

9.3.5 pokud poskytovatel porusi kterykoli ze
svych zavazkl podle této smlouvy a toto poruseni
nenapravi (je-li napravitelné) do tficeti (30) dni od
obdrzeni pisemného oznameni od spolecnosti ICON a
specifikovani porudeni, jeZ je pfedmétem stiZnosti;

9.3.6 pokud se poskytovatel dostane do
insolvence nebo poda navrh na ochranu pred véfiteli
podle platnych zakonl o konkurznim Ffizeni, bude
podléhat nedobrovolnému konkurznimu fizeni, provede
postoupeni ve prospéch svych véfitell, ma uréeného
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creditors, or has an administrator or receiver
appointed over all or any part of its assets or ceases
or threatens to cease to carry on its business; and

9.3.7 ICON may on its own behalf or that
of the Sponsor terminate this Agreement at any time
prior to completion by providing thirty (30) days written
notice without cause to the Institution.

9.4 Immediately upon receipt of a notice of
termination, Institution acknowledges the Investigator
stops entering potential patients into the Study and
shall cease conducting procedures, to the extent
medically and ethically permissible, on patients
already entered into the Study.

9.5 In the event of early termination of this
Agreement, reconciliation of payments shall be
conducted by the Institution, subject to verification by
ICON. Following ICON’s receipt of adequate
documentation, ICON will pay for:

9.5.1 all services properly rendered and
monies properly expended by the Institution in
accordance with this Agreement through the effective
date of termination, which have not yet been paid by
ICON; and

9.5.2 non-cancellable obligations
properly incurred for the Study by the Institution in
accordance with this Agreement prior to receipt of
notice of termination

10 PRIVACY AND DATA PROTECTION

Parties agree to adhere to principles, instructions and
guidance contained into Appendix 5 in relation to the
processing of personal data that may be necessary to
conduct the Study

11 DEBARMENT CERTIFICATION

11.1 The Institution represents that the Study Staff,
who will be rendering services to the Sponsor or ICON,
have never been:

11.1.1 debarred, disqualified, restricted in
their ability to practice medicine, or convicted of a
crime for which a person can be debarred under any
Regulations including but not limited to 21 U.S.C. §
335a (hereinafter 335a), or the Generic Enforcement
Act of 1992, Sections 306(a) or (b);
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spravce konkurzni podstaty pro veSkery majetek Ci jeho
Cast nebo prestane vykonavat svou ¢innost ¢i pokud mu
hrozi zastaveni ¢innosti; a

9.3.7 spole¢nost ICON muze bez uvedeni
dlvodu ukongit tuto smlouvu svym jménem nebo jménem
zadavatele kdykoli pfed jejim dokonCenim pisemnym
oznamenim poskytovateli se 30denni lhdtou.

94 Poskytovatel bere na védomi, Ze zkousSejici ihned
po obdrZzeni oznameni o ukon&eni zastavi zafazovani
potencialnich pacientd do studie a u pacient(, ktefi jiz byli
do studie zarazeni, pfestane provadét vykony v mife
Iékarsky a eticky pFipustné.

9.5 V pfipadé predCasného ukondeni této smlouvy
provede poskytovatel odsouhlaseni plateb, které bude
podiéhat ovéfeni ze strany spolecnosti ICON.
Po obdrzeni odpovidajici dokumentace spole¢nost ICON
uhradi:

9.5.1 v8echny sluzby fadné poskytnuté a
naklady fadné vynaloZené poskytovatelem v souladu
s touto smlouvou az do data uginnosti ukon&eni smlouvy,
které dosud nebyly spoleénosti ICON uhrazeny; a

9.5.2 nezrusSitelné zavazky, které
poskytovateli fadné& vznikly pro u&ely studie v souladu
s touto smlouvou pfed obdrzenim oznameni o ukoné&eni
smiouvy.

OSOBNICH

10. DUVERNOST

UDAJU

A OCHRANA

Smluvni strany souhlasi s tim, Z2e budou dodrZzovat
principy, pokyny a zasady obsaZené v pfiloze 5 v
souvislosti se zpracovanim osobnich udajl, jez mize byt
pro provedeni studie nezbytné.

1. POTVRZENI, ZE NEDOSLO K ZAKAZzZU
CINNOSTI

11.1 Poskytovatel prohlasuje, Ze pracovnikim studie,
ktefi budou poskytovat sluzby zadavateli nebo

spole€nosti ICON, nikdy:

11.1.1 nebyla zakazana c&innost, nedosSlo u
nich ke ztraté odborné zpusobilosti, nebyla omezena
jejich schopnost vykonavat lékafskou praxi ani nebyli
odsouzeni za trestny ¢in, za ktery je mozné uloZit zdkaz
¢innosti podle pravnich pfedpist, mimo jiné véetné mimo
jiné v€etné 21 U.S.C. § 335a (dale jen 335a) nebo zakona
USA o vymahani prava v oblasti generickych léku
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11.1.2 involved in any past or pending
civil, criminal or regulatory litigation or investigation,
arbitration proceedings or governmental or regulatory
investigation, inquiry, warning or enforcement, or
disciplinary action that may reasonably affect their
involvement in the Study or more generally, their
conduct of clinical research or the practice of
medicine, and that no data produced by them in any
previous clinical study in which they have been
involved have been rejected because of concern as to
its accuracy or bona fide nature.

11.2  The Institution agrees that it shall immediately
notify the Sponsor or ICON in the event of any such
debarment, conviction, investigation, indictment or
other action or proceedings referred to in section 11.1
above occurs during the term of this Agreement and
for three (3) years after the end of such term. During
the term of this Agreement, the Institution agrees not
to employ or otherwise engage any Study Staff who
has been debarred or convicted of a crime for which a
person can be debarred.

12 INDEMNIFICATION

121 Sponsor indemnity:
Any Indemnification arrangements between the
Institution by the Sponsor (hereinafter called

“Indemnification Provision”) shall be by means of an
agreement between the Institution and the Sponsor
directly.

12.2  Institution Indemnity:  The Institution
acknowledges that neither ICON nor the Sponsor will
be responsible for, and the Institution agrees to
indemnify and hold harmless ICON, Sponsor and their
respective affiliates, officers, directors, partners,
employees and agents from, any liability, loss, claim,
damages and expense (including lawyers’ fees and
costs of suit) incurred by them in connection with any
and all third party claim, suits, investigations or
demands to the extent caused by or arising out of any
actual or alleged negligence, failure to adhere to the
Protocol, failure to obtain informed consent, failure to
comply with the Regulations or other applicable law,
breach of this Agreement or willful misconduct, of the
Institution, the Investigator, the Study Staff or any
other person who assists in conducting the Study, in
performing their obligations under this Agreement.
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(Generic Enforcement Act) z roku 1992, odstavec 306,
pismeno a) nebo b); ani

11.1.2 nebyli ani nejsou zapojeni do zadného
obc¢anskopravniho €i trestniho sporu, sporu s kontrolnim
ufadem, vySetfovani Ci rozhod&iho fizeni ani Setfeni,
dotazovani a vymahani prav ze strany vladniho ¢&i
kontrolniho ufadu, ze jim takovym viadnim ¢&i kontrolnim
Ufadem nebylo udéleno varovani a ani proti nim neni
vedeno disciplinarni fizeni, které by mohlo mit vliv na
jejich ucast ve studii nebo obecnéji na provadéni
klinického vyzkumu €i vykon Iékafské praxe z jejich strany
a ze zadné udaje, které jimi byly vytvofeny v jakékoli
pfedchozi klinické studii, na niz se podileli, nebyly
odmitnuty kvuli obavam o jejich pfesnosti nebo z jinych
vaznych divoda.

11.2  Poskytovatel souhlasi s tim, Ze bude zadavatele
nebo spolec¢nost ICON neprodlené informovat v pfipadé,
ze béhem platnosti této smlouvy a po dobu tfi (3) let po
jejim skonceni dojde k jakémukoli takovému zakazu
¢innosti, uznani vinnym, Setfeni, obvinéni nebo jinému
kroku ¢&i Fizeni uvedenym v ¢&lanku 11.1 vySe.
Poskytovatel souhlasi s tim, Ze b&hem platnosti této
smlouvy nezaméstna ani jinak neangaZuje pracovniky
studie, jimZ byla zakdzana &innost nebo byli odsouzeni za
trestny €in, kvali némuz je mozné ulozit zakaz innosti.

12. ODSKODNENI

12.1  OdSkodnéni ze strany zadavatele:

Jakékoli ujednani o odSkodnéni mezi poskytovatelem a
zadavatelem (déle jen ,poskytnuti odSkodnéni“) bude
ucinéno prostfednictvim dohody uzaviené pfimo mezi
poskytovatelem a zadavatelem.

12.2  OdSkodnéni  poskytovatelem:  Poskytovatel
potvrzuje, Ze spole€nost ICON ani zadavatel neponesou
odpovédnost za zadny zavazek, ztratu, narok, Skody ani
vydaje (v€etné nakladl na pravni zastoupeni a soudni
fizeni) vzniklé v souvislosti s jakymkoli narokem, soudnim
fizenim, Setfenim ¢i pozadavky, pokud budou zplsobeny
¢i vyplynou z jakékoli skuteéné €i domnélé nedbalosti,
nedodrzeni  protokolu, neziskani  informovaného
souhlasu, nedodrzeni pravnich pfedpist nebo jinych
platnych zakond, poruseni této smlouvy nebo zamérného
pochybeni poskytovatelem, zkouSejicim, pracovniky
studie nebo jinou osobou poskytujici asistenci pfi
provadéni studie &i pfi plnéni jejich zavazkl podle této
smlouvy, a poskytovatel souhlasi s tim, Ze v souvislosti s
vySe uvedenym spolecnost ICON, zadavatele a jejich
prisludné pfidruzené spolecnosti, ufadniky, feditele,
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12.3  No Party to this Agreement nor Sponsor shall
be liable to any other Party for any punitive, special
consequential or indirect damages including any claim
for loss of profits or opportunity to any other Party or
Sponsor. The restriction of liability stipulated in the
preceding sentence shall not be applied to (i) any
losses arising from third party claims and each party’s
indemnification obligations hereunder, (ii) any breach
of the intellectual property rights of Sponsor or its
principals, nor (iii) any breach by Institution or
Investigator of the Privacy and Data Protection or
Confidential Information obligations hereinunder.

13 DISCLAIMER

The Parties acknowledge that the Sponsor has
engaged ICON to manage the Study. ICON has
performed no independent research or analysis
regarding the safety or efficacy of the Investigational
Product, materials or treatment procedures that are to
be administered pursuant to the Study and therefore
ICON makes no warranties, expressed or implied
concerning the Investigational Product, materials,
treatment procedures, results to be obtained in
administering the Investigational Product, or the
Investigational Product’s fithess for any particular
purpose. ICON HEREBY DISCLAIMS ANY AND ALL
REPRESENTATIONS AND WARRANTIES WITH
RESPECT TO THE INVESTIGATIONAL PRODUCT

INCLUDING  ANY  REPRESENTATION OR
WARRANTY OF QUALITY, PERFORMANCE,
MERCHANTABILITY OR FITNESS FOR A

PARTICULAR USE OR PURPOSE, OR THAT THE
USE OF THE INVESTIGATIONAL PRODUCT FOR
PURPOSES OTHER THAN SPECIFIED IN THIS
AGREEMENT WILL NOT INFRINGE THE RIGHTS
OR PATENTS OF ANY THIRD PARTY. FURTHER
ICON EXPRESSLY DISCLAIMS ANY LIABILITY FOR
ANY PRODUCT CLAIM ARISING OUT OF A
CONDITION CAUSED OR ALLEGEDLY CAUSED BY
THE ADMINISTRATION OF SUCH
INVESTIGATIONAL PRODUCT EXCEPT TO THE
EXTENT SUCH LIABILITY IS CAUSED BY THE
NEGLIGENCE, WILFUL MISCONDUCT OR
BREACH OF THIS AGREEMENT BY ICON. THIS
SECTION SHALL SURVIVE TERMINATION OR
EXPIRATION OF THIS AGREEMENT.

14 INSURANCE

141 The Institution shall maintain insurance
pursuant to Section 45 of Act No. 372/2011. Upon
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partnery, zaméstnance a zmocnéné osoby od3kodni a
zbavi je odpovédnosti.

12.3 Zadna strana této smlouvy ani zadavatel
nenesou vUci zadné jiné strané odpovédnost za zvlastni
nasledné ani nepfimé Skody ¢i odSkodné plnici represivni
funkci, v€etné naroku na ztratu zisku nebo pfilezitosti jiné
smluvni strany &i zadavatele. Omezeni odpovédnosti
stanovené v pfedchozi vété se nevztahuje (i) na zadné
ztraty vyplyvajici z narok( tretich stran, na povinnost
kazdé strany poskytnout odSkodnéni podle této smiouvy,
(i) na poruseni prav zadavatele &i jeho vedoucich
pracovnikl na dusSevni vlastnictvi ani (iii) na poruseni
povinnosti v oblasti diivérnosti a ochrany osobnich udaju
nebo duvérnych informaci podle této smlouvy ze strany
poskytovatele nebo zkousSejiciho.

13. ODMITNUTI ZARUK

Smluvni strany berou na védomi, Ze zadavatel vyuziva
sluzeb spole¢nosti ICON pro Fizeni studie. Spole¢nost
ICON neprovedla zadny nezavisly vyzkum ani analyzu
bezpe€nosti nebo ucinnosti hodnoceného pfipravku,
materiald nebo lé¢ebnych postupll, které budou
aplikovany v ramci studie, a ICON proto neposkytuje
zadné vyslovné ani prfedpokladané zaruky tykajici se
hodnoceného pfipravku, materiald, 1é€ebnych postupt &i
vysledki, které budou ziskany v souvislosti s podavanim
hodnoceného pfipravku, & vhodnosti hodnoceného
pripravku pro jakykoli konkrétni ugel. SPOLECNOST
ICON TiMTO ODMITA VSECHNA PROHLASENI A
ZARUKY TYKAJICi SE HODNOCENEHO PRIPRAVKU,
VCETNE PROHLASENi ClI ZARUKY KVALITY,
UCINNOSTI, PRODEJNOSTI A VHODNOSTI PRO
URCITE POUZITI Cl UCEL NEBO TOHO, ZE POUZITI
HODNOCENEHO PRIPRAVKU K JINYM UCELUM, NEZ
JE STANOVENO V TETO SMLOUVE, NEPORUSI
PRAVA ClI PATENTY ZADNE TRETI STRANY.
SPOLECNOST ICON SE DALE VYSLOVNE ZRIiKA
ODPOVEDNOSTI ZA JAKYKOLI NAROK VZNESENY
V SOUVISLOSTI S PRIPRAVKEM, KTERY VYPLYVA
Z ONEMOCNENi ZPUSOBENEHO CI DOMNELE
ZPUSOBENEHO PODANIM TAKOVEHO
HODNOCENEHO PRIPRAVKU KROME PRIPADU, KDY
JE TAKOVA ODPOVEDNOST ZPUSOBENA
NEDBALOSTiI, ZAMERNYM  POCHYBENIM ClI
PORUSENIM TETO SMLOUVY ZE STRANY
SPOLECNOSTI ICON. USTANOVENi TETO CASTI
SMLOUVY ZUSTAVAJI V PLATNOSTI | PO UKONCENI
TETO SMLOUVY NEBO SKONCENI JEJi PLATNOSTI.

14. POJISTENI

141  Poskytovatel bude udrZzovat pojisténi dle
ustanoveni § 45 zdkona ¢&. 372/2011 Sb. Poskytovatel na
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request by ICON, the Institution shall produce written
evidence of this insurance.

14.2 The Parties to the Agreement acknowledge
that the Sponsor is responsible for injury to health of
the trial subjects caused by the specific nature of the
medication. In accordance with relevant Regulations,
particularly Act No. 378/2007 Coll., as amended, the
Sponsor shall arrange for insurance for itself and the
Investigator to cover the Qualified Participants in the
event of injury to their health resulting from the Study
and maintain this insurance during the whole term of
the Study. .

15 COMPENSATION

15.1 ICON shall pay Study costs to Institution in
accordance with Appendix 2 to this Agreement, and
payments set forth in Appendix 2 represent all Study
costs, and no other moneys shall be payable, unless
otherwise approved by ICON/Sponsor in writing. It is
important to note that all payments are provided in
support of clinical research conducted in accordance
with the Regulations governing such activities. The
Institution shall ensure that such invoices are sent to
ICON within 60 days of the expense being incurred. In
the event the Sponsor shall become bankrupt,
insolvent or is otherwise unable to pay its debts as
they fall due, or if all or a substantial part of its
business or assets shall be placed in the hands of a
receiver, administrator, administrative receiver,
trustee in bankruptcy or similar or analogous officer or
an insolvency practitioner, whether by its voluntary act
or otherwise (hereinafter a “Sponsor Insolvency
Event”), ICON shall use commercially reasonable
efforts to notify the Institution promptly on becoming
aware of such a Sponsor Insolvency Event and any
further payments under this Agreement shall be
suspended pending the resolution of the Sponsor
Insolvency event. Institution acknowledges and
agrees that if the Sponsor fails to pay ICON for
Institution services or expenses under this agreement,
in whole or in part due to a Sponsor Insolvency Event,
ICON shall have no liability to the Institution
whatsoever provided that Sponsor’s failure to pay is
not due to ICON’s negligence, wilful misconduct or
breach of its obligations under its agreement with the
Sponsor and ICON shall be released from any
outstanding payment obligations, howsoever arising to
the Institution under this Agreement.
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zadost spolecnosti ICON predlozi pisemny doklad o
tomto pojisténi.

14.2  Smluvni strany berou na védomi, ze zadavatel je
odpovédny za Ujmu na zdravi subjektll hodnoceni
zplUsobenou konkrétni povahou Iéciva. V souladu
s platnymi pravnimi pfedpisy, zejména se zakonem C¢.
378/2007 Sb., v platném znéni, zadavatel uzavie pro
sebe a zkouSejiciho pojisténi, které bude zpusobilé
uc€astniky hodnoceni kryt v pfipadé ujmy na zdravi v
disledku studie, a toto pojisténi bude udrzovat po celou
dobu trvani studie.

15. ODMENA

15.1. Spoleénost ICON uhradi poskytovateli naklady
studie v souladu s pfilohou 2 k této smlouvé. Platby
uvedené v pfiloze 2 pfedstavuji veSkeré naklady studie a
nebudou splatné zadné jiné finanéni ¢astky, pokud nebyly
jinak pisemné schvaleny spole¢nosti ICON/zadavatelem.
Je dulezité poznamenat, Ze vSechny platby jsou
poskytovany na  podporu  klinického  vyzkumu
provadéného v souladu s pravnimi pfedpisy, jimiz se
takové aktivity fidi. Poskytovatel zajisti, aby tyto faktury
byly spole€nosti ICON odeslany do 60 dni od vzniku
tohoto nakladu. V pfipadé, Ze se zadavatel dostane do
platebni neschopnosti, stane se pfedmétem konkurzniho
fizeni nebo jinak neni schopen uhradit své dluhy k datu
splatnosti, nebo pokud budou jeho veSkeré podnikani &i
aktiva nebo jejich znaéna ¢&ast svéfeny do rukou
nuceného spravce, konkurzniho spravce, svéifeneckého
spravce, spravce konkurzni podstaty nebo podobného &i
analogického ufednika nebo pracovnika
specializovaného na platebni neschopnost bez ohledu na
to, zda se jedna o dobrovolny &i jiny krok, (dale jen
snsolvenéni udalost zadavatele®), spolecnost ICON
vyvine komer&né pfiméfené Usili, aby o tom co nejdfive
poté, co se o této insolvencni udalosti zadavatele dozvi,
uvédomila poskytovatel, a veSkeré dalsi platby podle této
smlouvy budou pozastaveny, dokud se insolvenéni
udalost zadavatele nevyfeSi. Poskytovatel bere na
védomi a souhlasi s tim, Ze pokud zadavatel spole€nosti
ICON zcela nebo z &asti neuhradi sluzby nebo vydaje
poskytovatele vyplyvajici ztéto smlouvy =z duvodu
insolvenni udalosti zadavatele, spole¢nost ICON
neponese VvUCi poskytovateli Zadnou odpovédnost za
predpokladu, Ze platebni neschopnost zadavatele neni
zpusobena zanedbanim, zamérnym pochybenim nebo
porusenim zavazku ze strany spole¢nosti ICON, které pro
ni vyplyvaji z jeji smlouvy se zadavatelem, a spolecnost
ICON bude zbavena jakychkoli nenapinénych platebnich
zavazkd, které vici poskytovateli jakkoli vznikly podle této
smlouvy.
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15.2 ICON/Sponsor shall make no payment for
Study subjects whom Institution (including its Study
Staff) entered into the Study in violation of the Protocol
(i.e., inclusion/exclusion criteria violation) or for
significant Protocol violations, caused by the
Institution (including its Study Staff) or whom
correspondence CRF has not been properly
completed in according to the Protocol and
ICON/Sponsor given instructions. Payments shall be
made by Sponsor only up to the visit in which the
violation occurred. The Parties acknowledge that a
deviation from the Protocol that arises out of medical
necessity or is approved by ICON/Sponsor shall not
be considered a Protocol violation.

15.3  The Institution hereby agrees that no third
party will be charged for any aspect of treatment or
subject care for which the Payee has invoiced or been
paid under this Agreement. The Institution hereby
agrees that neither participants in the Study nor any
third party will be charged for the Study drug or any
comparator drugs provided for this Study, nor shall
Payee include such cost in any cost report to third-
party payers.

154 Payment will be remitted to Fakultni
nemochnice Motol a Homolka (“Payee”) according to
the Beneficiary Details Form. Institution agrees that
the information found in Beneficiary Details Form is
true and correct.

15.5  The Institution acknowledges and agrees that
the Payee designated here is the proper payee under
this Agreement. Institution must complete the
Beneficiary Details Form attached hereto as Appendix
3 hereto. Should ICON change the name or format of
the Beneficiary Details Form, it will not be necessary
to formally amend this Agreement.

15.6  For the avoidance of doubt all charges and/or
fees imposed by the Payee’s banks shall be for the
account of the Institution, ICON will have no obligation
to discharge the same or any other similar
administrative charges.

15.7 It is also acknowledged that the amounts in
Appendix 1 do not include any tax (such as VAT or
other) that may be applicable as per the Regulation.
ICON may be required by law and/or the relevant tax
authority to deduct certain withholding taxes from
payments made to Payee (“Withholding Taxes”). If
and to the extent ICON applies Withholding Taxes to
payments to the Payee and correctly remit the amount
of any such Withholding Taxes to the relevant tax
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15.2. Spoleénost ICON/zadavatel neprovede zadnou
platbu za subjekty hodnoceni, které poskytovatel (véetné
jeho pracovnik(l studie) zafadilo do studie v rozporu s
protokolem (tj. porusenim kritérii pro zafazeni/vylouceni),
nebo v pfipadé vyznamného poruSeni protokolu ze strany
poskytovatele (véetné jeho pracovnikl studie) nebo k
nimz nebyl Fadné vyplnén CRF v souladu s protokolem a
pokyny spoleénosti ICON/zadavatele. Platby budou
provedeny zadavatelem, a to pouze do navstévy, pfi které
doslo k poruseni. Smluvni strany berou na védomi, ze
odchyleni od protokolu, k némuz dojde z lékarsky
nezbytnych dlvod( nebo které je schvaleno spolecnosti
ICON/zadavatelem, nebude povazovano za poruseni
protokolu.

15.3  Poskytovatel timto souhlasi s tim, Zze zadné treti
strané nebudou uctovany naklady za jakykoli aspekt
IéCby nebo péle o subjekt, které pfFijemce platby
fakturoval nebo které mu byly uhrazeny na zakladé této
smlouvy. Poskytovatel timto souhlasi s tim, ze zadnému
ucastnikovi studie ani zadné tfeti strané nebude uétovan
poplatek za hodnoceny pfipravek ani za srovnavaci
pfipravky poskytnuté pro tuto studii a pfijemce platby tyto
naklady neuplatni ani ve vyuctovani pfedaném platciim
tfeti strany.

154 Platba bude poukazana Fakultni nemocnici
Motol a Homolka (,pfijemce platby“) na zakladé
formulafe Bankovni udaje pfijemce platby. Poskytovatel
souhlasi s tim, Ze informace ve formulafi Bankovni Udaje
pfijemce platby jsou pravdivé a pfesné.

15.5 Poskytovatel bere na védomi a souhlasi s tim, Ze
pfijemce platby uvedeny v tomto dokumentu je Fadnym
pfijemcem platby podle této smlouvy. Poskytovatel musi
vyplnit formul&f Bankovni udaje pfijemce platby, ktery je
pfipojen k této smlouvé jako pfiloha 3. Pokud spole€nost
ICON zméni nazev ¢i forméat formulafe Bankovni udaje
pfijemce platby, nebude nutné tuto smlouvu formainé
upravit.

15.6 Aby se zabranilo pochybam, vSechny sazby
a/nebo poplatky ucétované bankami pfijemce platby
budou hrazeny poskytovatelem, spoleCnost ICON
nebude povinna hradit takové poplatky a sazby ani Zadné
jiné podobné administrativni poplatky.

15.7 TézZ je vzato na vé&domi, Ze Castky uvedené
v pfiloze 1 nezahrnuji Zadnou dan (jako je DPH nebo jina
dan), ktera by se na né mohla podle pravnich predpisl
vztahovat. Spole¢nost ICON muze byt ze zakona nebo na
7adost pfislusného finanéniho uUfadu povinna odedist
nékteré srazkové dané od plateb provedenych ve
prospéch pfijemce platby (,srazkové dané“). Pokud
spole¢nost ICON uplatni srazkové dané na platby ve
prospéch pfijemce platby a spravné poukaze Castku
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authority, ICON will be regarded for the purposes of
determining the amount owed by ICON to Payee as
having discharged their liability to the Payee in an
amount equal to the amount of any such Withholding
Taxes correctly deducted and remitted. Where
required to do so under applicable legislation ICON
shall provide Payee with certification of the amount of
such Withholding Taxes remitted in a form acceptable
under relevant legislation.

15.8  If the Study is discontinued for any reason it is
agreed that the amounts paid or payable will be made
proportionally to the actual work duly performed
pursuant to the Protocol in accordance with Appendix
1 to this Agreement. Any funds not due under this
calculation, but already paid, shall be returned to
ICON, within thirty (30) days of the date of termination
of the Study and Institution’s receipt of supporting
documentation from ICON/Sponsor evidencing such
overpayment. If Institution fails to do so within the
subsequent fifteen (15) days, ICON, in its sole
discretion, may apply such unearned sums to
payments otherwise due in connection with
Institution’s participation in another Sponsor study or
may pursue other available remedies. For clarification
purposes, if the Parties disagree on the overpayment
amounts, they shall meet and discuss in good faith to
agree a mutually acceptable solution prior to
ICON/Sponsor taking any of the actions listed in this
section.

15.9  If during the course of the Study, ICON pays
an amount in excess of actual work duly performed,
any funds not due under this calculation, but already
paid, shall be returned to ICON, within thirty (30) days
of a written request by ICON and Institution’s receipt
of supporting documentation from |ICON/Sponsor
evidencing such overpayment. If Institution fails to do
so, within the subsequent fifteen (15) days, ICON, in
its sole discretion, may suspend further payment until
the amount has been returned, or offset the amount
against future work under this Agreement (if possible),
or apply such unearned sums to payments otherwise
due in connection with Institution’s participation in
another ICON study or may pursue other available
remedies. For clarification purposes, if the Parties
disagree on the overpayment amounts, they shall
meet and discuss in good faith to agree a mutually
acceptable solution prior to ICON/Sponsor taking any
of the actions listed in this section.
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takovych srazkovych dani pfislusnému finanénimu ufadu,
bude se mit za to, Ze je spole¢nost ICON pro ucely uréeni
Castky, kterou ma uhradit pfijemci platby, zbavena svého
zavazku vucCi pfijemci platby ve vysi rovnajici se vysi
jakychkoli srazkovych dani spravné odectenych a
poukazanych finanénimu Gfadu. Tam, kde to vyzaduji
platné pravni predpisy, poskytne spolec¢nost ICON
pfijemci platby osvéd€eni o vysi takovych srazkovych
dani uhrazenych formou pfipustnou podle pfislusnych
pravnich predpisu.

15.8  Smluvni strany se dohodly, Ze bude-li studie z
jakéhokoli divodu pfedasné ukoncena, zaplacené Ci
splatné Castky budou pomérné prepocteny na zakladé
skute€né prace fadné provedené podle protokolu v
souladu s pfilohou 1 k této smlouvé. Jakékoli finanéni
prostiedky, které nejsou podle této kalkulace splatné,
avSak byly uz zaplaceny, budou vraceny spolecnosti
ICON do fficeti (30) dnli od data ukonceni studie a ode
dne, kdy poskytovatel od spole¢nosti ICON/zadavatele
obdrzi podpurnou dokumentaci dokladajici takovy
preplatek. Pokud tak poskytovatel neudini bé&hem
nasledujicich patnacti (15) dnu, spole¢nost ICON muze
podle svého vyhradniho uvazZeni pFevést takove
neodpracované ¢astky na platby, které jsou jinak splatné
v souvislosti s ulasti poskytovatele v jiné studii
zadavatele, nebo muze uplatnit dal$i dostupné opravné
prostfedky. Pro ucely objasnéni plati, Ze pokud se
smluvni strany nedohodnou na c&astkach preplatkd, v
dobré vife se sejdou a budou spolu jednat, aby se
dohodly na vzajemné pfijatelném FeSeni jesté pred tim,
nez ICON/zadavatel ucini kterykoli z krok(l uvedenych v
tomto ¢lanku.

15.9 Pokud spole¢nost ICON bé&hem studie zaplati
Castku prevysujici €astku odpovidajici skuteéné fadné
vykonané préaci, jakékoli finan&ni prostiedky, které nejsou
podle této kalkulace splatné, avSak byly uz zaplaceny,
budou ICON vraceny do ftficeti (30) dnd od pisemné
Zadosti ICON a ode dne, kdy poskytovatel od
ICON/zadavatele obdrzi podplrnou dokumentaci
dokladajici takovy preplatek. Pokud tak poskytovatel
neucini béhem nasledujicich patnacti (15) dng,
spole¢nost ICON mUze podle svého vyhradniho uvazeni
pozastavit dal$i platbu do vraceni této ¢astky, nebo muize
Castku zapodist oproti budouci praci podle této smlouvy
(je-li to mozné), nebo mlze pouzit takové neodpracované
Castky na platby, které jsou jinak splatné v souvislosti s
ucasti poskytovatele v jiné studii spole¢nosti ICON, nebo
muZze uplatnit dal$i dostupné opravné prostfedky. Pro
UCely objasnéni plati, ze pokud se smluvni strany
nedohodnou na d&astkach preplatkd, v dobré vife se
sejdou a budou spolu jednat, aby se dohodly na vzajemné
pfijatelném feSeni jest& pred tim, nez ICON/zadavatel
ucini kterykoli z krokd uvedenych v tomto élanku.
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15.10 Institution agrees that the compensation
received under this Agreement does not exceed the
fair market value of the services Institution is
providing, and that no payments are being provided to
Institution for the purpose of inducing Institution to
purchase or prescribe any drugs, devices or products.
Institution agree that Institution will not bill any patient,
insurer, or governmental agency for any items, visits,
services or expenses provided or paid for by ICON or
Sponsor. Institution further agrees that Institution will
not provide any money or item of value to any
government official or representative to improperly
influence government actions.

15.11 Institution acknowledges that Investigator
completes and return to ICON or the Sponsor in a
timely manner, financial certification or disclosure
forms including, but not limited to, ICON’s Financial
Disclosure Form and all disclosure updates, as
applicable, provided to the Investigator by ICON or the
Sponsor for the duration of the Study, and for one year
thereafter. If requested, the Institution shall ensure
that all sub investigators, performing a Study-related
function shall also complete and return all financial
certification/disclosure  forms.  The  Institution
acknowledges and agrees that any payments made
under this Agreement will be disclosed to the local
regulatory authorities by Sponsor or ICON as required
under the EFPIA (European Federation of
Pharmaceutical Industries and  Associations)
Disclosure Code or Regulation.

15.12 The expected total amount of remuneration
according to this agreement is cca CZK 592.824. The
expected total amount of remuneration of the study
team according to a separate agreement is

15.13 Payment is without VAT. VAT will be added
according to the legislation in force on the day of
invoicing by the Institution. Payments will be made on
the basis of invoicing by the Institution according to the
calculation of visits made, created by the Sponsor and
agreed by the Principal Investigator. Individual
payments must always be unequivocally marked with
the Institution's invoice number, entered in the variable
symbol (VS) field. In the case of an incoming payment
without a VS mark, it is not possible to assign the
payment to a specific invoice and such payment will
not be accepted by the Sponsor. Documents for
invoicing the study will be sent to the email address:
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15.10 Poskytovatel souhlasi stim, Ze odména
obdrzena podle této smlouvy nepfevysSi spravedlivou trzni
hodnotu sluzeb poskytovanych poskytovatelem a zZe
platby nejsou poskytovateli poskytovany proto, aby
poskytovatele pfimély k zakoupeni nebo predepisovani
jakychkoli 1éka, zdravotnickych prostfedkd &i vyrobkd.
Poskytovatel souhlasi stim, Ze nebude Zadnému
pacientovi, pojistovateli ani vladnimu organu uctovat
polozky, navstévy, sluzby C&i vydaje poskytnuté Ci
uhrazené  spole¢nosti ICON ¢ zadavatelem.
Poskytovatel dale souhlasi s tim, Ze neposkytne zadné
finanéni prostfedky ani hodnotnou véc Zzadnému
vladnimu ufednikovi &i zastupci s cilem nevhodné ovlivnit
vladni kroky.

15.11 Poskytovatel bere na védomi, Ze zkouS$ejici v€as
vypini a zaSle spolecnosti ICON nebo zadavateli
formulafe pro potvrzeni nebo oznameni finanénich
informaci, mimo jiné véetné formulare spole¢nosti ICON
pro oznameni finanénich informaci a vSechny pfipadné
aktualizované udaje, jez mu byly poskytnuty spole¢nosti
ICON ¢i zadavatelem, a to po celou dobu trvani studie a
jeden rok poté. Poskytovatel na pozadani zajisti, ze
v8ichni  spoluzkousejici, ktefi vykonavaji funkci
souvisejici se studii, rovnéz vyplni a odevzdaji potvrzeni
nebo prohlaSeni o finan€nich informacich. Poskytovatel
bere na védomi a souhlasi s tim, Ze zadavatel nebo
spole¢nost ICON oznami veSkeré platby provedené dle
této smlouvy mistnim kontrolnim Gfaddm, jak vyzaduje
Kodex EFPIA pro zvefejfiovani informaci nebo pravni
predpisy.

15.12 Pfedpokladana celkova vySe odmény podle této
smlouvy €ini 592.824,-K¢&. Predpokladana celkova vyse
odmény tymu studie na zakladé samostatné smlouvy &ini
cca

15.13. Platby jsou bez DPH. DPH bude pfipo¢tena podle
pravni upravy platné v den fakturace poskytovatelem.
Platby budou provadény na zakladé fakturace
poskytovatele dle kalkulace uskute€nénych navstév
vytvofené zadavatelem a odsouhlasené hlavnim
zkoudejicim.  Jednotlivé platby musi byt vzdy
jednoznacné oznaleny Cislem faktury poskytovatele
uvedenym v poli variabilniho symbolu (VS). V pfipadé
prichozi platby bez oznafeni VS neni mozné platbu
pfifadit ke konkrétni fakture a tato platba nebude
zadavatelem akceptovana. Podklady pro fakturaci studie
budou zasilany na e-mailovou adresu: |l
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16 GENERAL PROVISIONS

16.1  Assignment; The Institution may not assign
its/his or her rights and/or delegate its/his or her
obligations under this Agreement without the prior
written consent of ICON, which consent shall not be
unreasonably withheld. ICON shall have the power to
assign this Agreement to the Sponsor without the
Institution’s consent. If ICON authorizes delegation or
subcontracting, Institution remains responsible to
ICON for the performance of all delegated or
subcontracted duties.

16.2  Waiver: A waiver by either Party of any term
or condition of this Agreement in any instance shall not
be deemed or construed to be a waiver of such term
or condition for any similar instance in the future or any
subsequent breach hereof and shall only be effective
if in writing and signed by the waiving Party. All rights,
remedies, undertakings, obligations and agreements
contained in this Agreement are cumulative and none
of them shall be a limitation of any other remedy, right,
obligation or agreement.

16.3  Notices: Notices under this Agreement shall
be in writing and considered sufficient if delivered
personally, sent by registered mail with return receipt,
sent by recognized overnight courier service, by
telefax transmission, or by electronic mail to a Party’s
email address that a Party has provided below
addressed as follows:

If to ICON:

ICON Clinical Research Limited
South Country Business Park
Leopardstown

Dublin 18

Ireland

Attention: Director of Global Contracts

With copy addressed to Director, Legal Counsel (SSU
Legal), ICON Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18, Ireland

If to the Institution:

Fakultni nemocnice Motol a Homolka
V uvalu 84

150 00 Prague 5

Czech Republic

Attention: Oddé&leni klinickych studii

Email: [
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16. OBECNA USTANOVENI

16.1 Postoupeni. Poskytovatel nesmi postoupit sva
prava a/nebo prenést své zavazky vyplyvajici z této
smlouvy bez pfedchoziho pisemného souhlasu
spole¢nosti ICON, jejiz souhlas nebude bezduvodné
odepfen. Spole¢nost ICON ma pravo postoupit tuto
smlouvu zadavateli bez souhlasu poskytovatele. Pokud
ICON schvali postoupeni nebo uzavieni
subdodavatelské smlouvy, poskytovatel i nadale
spole¢nosti ICON odpovida za provedeni vSech
svéfenych nebo subdodavatelskych povinnosti.

16.2  Vzdani se prav. Vzdani se jakékoli podminky této
smlouvy kteroukoli ze smluvnich stran v zadném pfipadé
nebude povazovano za vzdani se takové podminky v
jakémkoli podobném pfipadé v budoucnosti nebo pfi
jakémkoli nasledném poruSeni této smlouvy ani tak
nebude vykladano a bude ucinné pouze v pisemné formé
a s podpisem smluvni strany, ktera se vzdava svych prav.
VSechna prava, opravné prostiedky, zavazky, povinnosti
a dohody obsazené v této smlouvé jsou kumulativni a
zadné z nich nebude predstavovat omezeni jakéhokoli
jiného opravného prostfedku, prava, zavazku &i dohody.

16.3  Oznameni. Oznameni podle této smlouvy budou
vyhotovena pisemné a budou povaZovana za postacujici,
pokud budou doru€ena osobné, zaslana doporucené s
doruéenkou, zaslana wuznavanou expresni kuryrni
sluzbou, faxem na déle uvedené adresy ¢€i elektronickou
postou na nize uvedenou a-mailovou adresu:

Zaslani spole¢nosti ICON:

ICON Clinical Research Limited

South County Business Park

Leopardstown

Dublin 18

Irsko

K rukam: Director of Global Contracts (Globalni feditel pro
smluvni oddéleni)

Stejnopis bude zaslan fediteli, Legal Counsel (SSU
Legal), ICON Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18, Irsko.

Zaslani poskytovateli:

Fakultni nemocnice Motol a Homolka
V avalu 84

150 00 Praha 5

Ceska republika

K rukam: Oddéleni klinickych studii

E-mail: [

21/33



Protocol no.: TNX-103-07
Site: Il (Fakultni nemocnice Motol a Homolka)

Principal Investigator: | NG| NEGNzG

If to Sponsor:

TENAX THERAPEUTICS, INC.
101 Glen Lennox Drive, Suite 300
Chapel Hill, NC 275 15

USA

Attention: CEO

Email:

16.4  Relationship of Parties: Nothing herein shall

be construed as creating any association, partnership,
joint venture, employment or the relationship of
principal and agent between the Parties, it being
understood that the Institution is an independent
contractor, and no Party has the authority to bind the
other, nor the other’s representatives, in any way.

16.5 Governing Law and Prevailing Language: This
Agreement, and all disputes and/or claims arising
under this Agreement, shall be interpreted and
governed by the laws of Czech Republic, without
regard to conflict of laws principles.

This Agreement has been executed in English and
Czech, in the event of any conflict between the two
versions, the parties agree that the Czech language
version will prevail.

16.6  Entire Agreement: This Agreement including
Appendices, sets forth the entire Agreement and
understanding between the Parties hereto as to the
subject matter hereof and has priority over all
documents, verbal consents or understandings made
between ICON and the Institution. Any modification to
this Agreement must be in writing, signed by the
parties, and identified as an amendment, except for
certain mutually agreeable changes in the Study
budget in Appendix 1 as set out in section 0 below.

16.7 Budget modifications: The following Study
budget changes may be documented by a
modification letter signed by ICON: (1) increases in the
total Study budget, with or without modification of the
payment schedule, or (2) modification of the payment
schedule with no change in total Study budget.

16.8  Conflicts: If there is any conflict between this
Agreement and any Appendices to it, the terms of this
Agreement control. If there is any conflict between this
Agreement and the Protocol, the Protocol will control
as to any issue regarding treatment of Qualified
Participants, and the Agreement will control as to all
other issues.
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Zaslani zadavateli:

TENAX THERAPEUTICS, INC.
101 Glen Lennox Drive, Suite 300
Chapel Hill, NC 275 15

USA

K rukam: CEO

E-mail:

16.4. Vztah smluvnich stran. Nic v této smlouvé nelze

vykladat jako vytvoreni sdruzeni, partnerstvi, spole¢ného
podniku, zaméstnaneckého vztahu nebo vztahu
zmocnitele a zmocnénce mezi smluvnimi stranami, ¢imz
se rozumi, ze poskytovatel je nezavislym smluvnim
dodavatelem a zadna ze smluvnich stran neni opravnéna
zadnym zplsobem zavazovat druhou stranu ani jeji
zastupce.

16.5. Rozhodné pravo a jazyk smlouvy. Tato smlouva
a veskeré spory a/nebo naroky vzniklé podle této smlouvy
se budou fidit a budou vykladany v souladu se zakony
Ceské republiky bez ohledu na stfet pravnich zasad.

Tato smlouva byla vyhotovena v anglickém jazyce a
Ceském jazyce a smluvni strany souhlasi s tim, Ze v
pfipadé jakychkoli rozpord mezi témito dvéma jazykovymi
verzemi bude rozhodujici verze v Ceském jazyce.

16.6  Celistvost smlouvy. Tato smlouva, v€etné pfiloh,
pfedstavuje uplnou smlouvu a dohodu mezi smluvnimi
stranami, pokud jde o pfedmét smlouvy, a ma pfednost
pfed v8emi dokumenty, slovnimi souhlasy &i dohodami
u¢inénymi mezi spoleCnosti ICON a poskytovatelem.
Jakakoli uprava této smlouvy musi byt provedena
pisemné, podepsana smluvnimi stranami a oznacena
jako dodatek, kromé nékterych vzdjemné dohodnutych
zmén rozpoctu studie v pfiloze 1, jak je stanoveno v
¢lanku 0 nize.

16.7  Upravy rozpoétu. Nasledujici zmény rozpoétu
studie mohou byt doloZzeny dopisem o Udpravach
podepsanym spolec¢nosti ICON: (1) narust celkového
rozpoc€tu studie s upravou, &i bez upravy harmonogramu
plateb nebo (2) uprava harmonogramu plateb bez
jakékoli zmény celkového rozpoctu studie.

16.8. Rozpory. Pokud dojde krozporu mezi touto
smlouvou a jejimi pfilohami, jsou ur€ujici podminky této
smlouvy. Pokud dojde k rozporu mezi touto smlouvou a
protokolem, je urCujici protokol, pokud jde o otazky
tykajici se lécby zpusobilych ucastnik(, a smlouva, pokud
jde o v8echny ostatni zaleZitosti.
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16.9  Counterparts and Signatures: This Agreement
shall be entered into by using electronic signature
methods. While each Party shall have one counterpart
at its disposal.

16.10 Survival; Except as otherwise specifically
provided herein, termination of this Agreement shall
not relieve any Party hereto from any obligation under
this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In addition,
the following provisions of this Agreement shall
survive expiration or termination of this Agreement:
Section 1.7 (retention of records), Audits, Inspections
and Monitoring, Publication, Confidential Information,
Intellectual Property, Term and Termination,
Debarment Certification, Indemnification,
Compensation, General Provisions, and Appendix 5
(to the extent set forth therein).

16.11 Third Party Beneficiary: All Parties hereto
expressly acknowledge and agree that the Sponsor
shall be a third party beneficiary of this Agreement and
shall be entitled to enforce any of the provisions hereof
by all remedies at law and/or in equity.

16.12 Compliance with Applicable Anti-Bribery/Anti-
Corruption Regulations, International Trade
Compliance and Insider Trading Laws: The Parties
acknowledge that they are bound by all applicable
Regulations, for the Sponsor this includes Foreign
Corrupt Practices Act (FCPA) and UK Bribery Act. The
Parties will not cause another Party to be in breach of
applicable Regulations through any act as described
in this section. In performing the Study and or services
under this Agreement, the Institution (and its
employees and agents): (i) agree(s) that it has not and
shall not, directly or indirectly, offer to make, promise,
authorize or accept any payment or anything of value,
including bribes, gifts and/or donations to or from any
public official, Regulatory Authority or anyone else for
the improper purpose of influencing, inducing or
rewarding any act, omission or decision in order to
secure an improper advantage, including to obtain or
retain business; and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws, regulations and
industry and professional codes of practice. The
Institution shall notify ICON and Sponsor immediately
upon becoming aware of any breach under this
section. For the purpose of monitoring compliance
with applicable Regulations and the terms of this
section, Institution agrees that ICON shall have the
right to conduct an investigation or audit of payments
and/or transfers of value made by the Institution
related to the Study. The Institution shall cooperate
fully with such investigation or audit, the timing of
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16.9 Stejnopisy a podpisy. Tato smlouva bude
uzaviena pomoci metod elektronického podpisu. Pficemz
kazda smluvni strana bude mit k dispozici jedno
vyhotoveni.

16.10 Pretrvani ustanoveni. Pokud zde vyslovné neni
uvedeno jinak, ukon&eni této smlouvy nezbavuje Zadnou
smluvni stranu jakychkoli zavazka podle této smilouvy,
které vznikly na zakladé nebo v dusledku skute¢nosti a
okolnosti existujicich pfed ukonéenim této smlouvy. Po
ukonc€eni této smlouvy nebo po skonceni jeji platnosti
rovnéz zlstavaji v platnosti nasledujici ustanoveni této
smlouvy: Cclanek 1.7 (archivace zaznamu), audity,
inspekce a monitorovani, publikovani, davérné
informace, dusevni vlastnictvi, doba platnost smlouvy a
jeji ukonc&eni, potvrzeni, ze nedoslo k zakazu €innosti,
odskodnéni, odména, obecna ustanoveni a pfiloha 5 (v
rozsahu v ni stanoveném).

16.11 Opravnéna treti strana. VSechny strany této
smlouvy vyslovné potvrzuji a souhlasi s tim, Ze zadavatel
je opravnénou tfeti stranou této smlouvy a Zze ma pravo
vymahat jakakoli ustanoveni této smlouvy vSemi
zakonnymi pravnimi prostfedky a/nebo podle zvykového
prava.

16.12 DodrZzovani platnych protikorupénich pravnich
predpisl a pravnich predpisi o boji s Uplatkarstvi,
pravidel mezinarodniho obchodu a zakonld o zneuziti
davérnych obchodnich informaci. Smluvni strany berou
na védomi, Ze jsou povinny dodrZzovat veSkeré platné
pravni pfedpisy, pro zadavatele se jedna mimo jiné o
zakon proti korup&nim praktikdm v zahrani¢i (Foreign
Corrupt Practices Act, FCPA) a britského zdkona o boji
proti uplatkafstvi (UK Bribery Act). Smluvni strany se
nedopusti jednani popsaného v tomto &lanku, které by
vedlo k poruseni platnych pravnich predpist jinou
smluvni stranou. Poskytovatel (a jeho zaméstnanci a
zmocnéné osoby) pfi provadéni studie anebo sluzeb
podle této smlouvy (i) souhlasi stim, Ze pfimo ani
nepfimo nenabidli poskytnuti, neslibili, neschvalili ani
nepfijali zadné platby ani nic hodnotného, v€etné Uplatkd,
vécnych a/nebo financnich darG ve vztahu k jakémukoli
vefejnému Ciniteli, kontrolnimu ufadu ani komukoli jinému
za nevhodnym u&elem ovliviiovani, podporovani nebo
odménovani jakéhokoli jednani, opomenuti ¢i rozhodnuti
ve snhaze ziskat nepatfi€¢nou vyhodu, v€etné ziskani &i
udrZeni zakazky, a Ze tak ani neucini; a (ii) budou
dodrZzovat veskeré platné protikorupéni zakony a
predpisy a zakony a predpisy o boji proti uplatkarstvi a
oborové predpisy a profesni kodexy. Poskytovatel bude
informovat spole¢nost ICON a zadavatele okamZzité,
jakmile se dozvi o jakémkoli poruSeni smlouvy podle
tohoto ¢&lanku. Pro ucely monitorovani dodrZzovani
platnych pravnich pfedpist a podminek tohoto ¢lanku
poskytovatel souhlasi s tim, Ze spole¢nost ICON bude mit
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which shall be at the sole discretion of ICON/Sponsor.
The Institution shall ensure that all Study Staff,
subcontractors (if any) and agents (if any) receive
appropriate anti-corruption training. Any violation of
this section 16.12 by the Institution or Study Staff
constitutes a material breach of this Agreement. In
addition to any other sanction provided by law and/or
this Agreement, ICON/Sponsor may terminate this
Agreement for cause and with immediate effect.

16.13 Trade Control Laws; In performing the Study
or services under or related to this Agreement, the
Institution will comply with any applicable global
export, sanctions and trade control laws relating to its
respective business, facilities, and the provision of
services hereunder. The Institution represents and
warrants that neither it nor, with respect to those
engaged in activities under or related to this
Agreement, any of its affiliates, Study Staff,
subcontractors, or agents, are: (a) currently subject to
any sanctions administered or enforced by a
Regulatory Authority or included on any of the
Restricted Party Lists maintained by the U.S.
Government or other relevant Government authority
(as defined below); or (b) owned or controlled by any
individual or party described in subsection (a) or
located in any Restricted Market subject to sanctions
imposed by the U.S., EU, or United Nations
(“Restricted Market” currently refers to Crimea,
Cuba, the Donetsk Region, Iran, North Korea, Sudan
and Syria). The Institution further represents and
warrants that it is not owned or controlled by, or
otherwise affiliated with and to the best of its
knowledge, does not employ, any individual or entity
on any Restricted Party List. “Restricted Party List”
means the Specially Designated Nationals List, as
administered by the U.S. Department of the Treasury
Office of Foreign Assets Control; the Consolidated List
of Persons, Groups and Entities Subject to E.U.
Financial Sanction, as implemented by the E.U.
Common Foreign & Security Policy; the List of
Excluded Individuals/Entities, as published by the U.S.
Health and Human Services - Office of Inspector
General; and the System and Award Management
database, which is managed by the U.S. General
Services Administration.

16.14 Severability: The invalidity or unenforceability
of any provision of this Agreement shall in no way
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pravo provést kontrolu ¢i audit plateb a/nebo prevod
hodnot provedenych poskytovatelem v souvislosti se
studii. Poskytovatel bude pfi takové kontrole &i auditu,
jejichz naCasovani bude zaviset vyhradné na spoleénosti

ICON/zadavateli, pIné spolupracovat. Poskytovatel
zajisti, Ze vSichni pracovnici studie a pfipadni
subdodavatelé a zmocnéné osoby  podstoupi

odpovidajici zaSkoleni v otazkach boje proti korupci.
Jakékoli poruSeni tohoto ¢lanku 16.12 poskytovatelem &i
pracovniky studie predstavuje zasadni poruSeni této
smlouvy. Kromé jakychkoli dalSich sankci stanovenych
zakonem a/nebo touto smlouvou muze spolecnost
ICON/zadavatel tuto smlouvu z uvedené pficiny
s okamzitou u&innosti ukongit.

16.13 Zakony o kontrole obchodu. PFi provadéni studie
nebo sluzeb podle této smlouvy nebo souvisejicich s
touto smlouvou bude poskytovatel dodrzovat vSechny
platné zakony tykajici se vyvozu, sankci a kontroly
obchodu, které se vztahuji na pfislusné podnikani,
zafizeni a poskytovani sluzeb podle této smlouvy.
Poskytovatel prohlasuje a zaruc€uje, Ze ono, Zadna z jeho
pfidruzenych spoleénosti ani zadny z pracovnikd studie,
subdodavatell ¢i zmocnénych osob, které se podileji na
aktivitach podle této smlouvy ¢&i souvisejicich s touto
smlouvou, nejsou: (a) v sou€asné dobé pFedmétem
Zadnych sankci uloZzenych & vymahanych kontrolnim
Ufadem ani nejsou zahrnuti do seznamu stran, pro néz
plati omezeni, vedenych vladou USA nebo jinym
pfisludnym vladnim organem (jak je definovano nize);
nebo (b) ve vlastnictvi nebo pod kontrolou jakéhokoli
jednotlivce nebo strany popsané v pododstavci (a) nebo
nachazejici se na jakémkoli trhu, pro ktery plati omezeni
a sankce ulozené USA, EU nebo Organizaci spojenych
narodu (,trh, pro ktery plati omezeni*; v sou¢asné dobé
se jedna o Krym, Kubu, Doné&cky region, iran, Severni
Koreu, Sudan a Syrii). Poskytovatel dale prohladuje a
zaruCuje, Ze neni vlastnéno ani ovladano Zadnou fyzickou
¢i pravnickou osobou uvedenou na jakémkoli seznamu
stran, pro néz plati omezeni, ani s ni neni spojeno jinak a
podle svych nejlepSich znalosti nevyuziva sluzeb zadné
takové fyzické &i pravnické osoby. ,Seznam stran, pro
néz plati omezeni® znamena seznam specialné
vymezenych ob&anu spravovany U.S. Department of the
Treasury Office of Foreign Assets Control; konsolidovany
seznam fyzickych osob, skupin a pravnickych osob, na
které se vztahuji finanéni sankce EU zavedené podle
spole¢né bezpelnostni a zahrani¢ni politiky EU; seznam
vylou€enych fyzickych/pravnickych osob publikovany
U.S. Health and Human Services - Office of Inspector
General; a databazi SAM (System and Award
Management), kterou spravuje U.S. General Services
Administration.

16.14. Oddélitelnost jednotlivych ustanoveni smlouvy.
Neplatnost & nevymahatelnost jakéhokoli ustanoveni této
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affect enforcement of any other provision of this
Agreement

16.15 Transparency: ICON and Sponsor may
disclose for any lawful purpose, within their sole
discretion, the terms of this Agreement, including
without limitation, the total compensation (including
fees and expenses) payable or paid pursuant to this
Agreement. When making such disclosures, Sponsor
and ICON reserve the right to attribute all
compensation paid under this Agreement to each
person that provides services under this Agreement.

16.16 Registration of the Agreement: The Parties
agree that if required by applicable laws, this
Agreement (and any subsequent amendments
thereto) will be registered by the Institution pursuant to
the Act no. 340/2015 Coll (the “Act’). The Parties
acknowledge that the Study budget in Appendix 1, the
Protocol and any other exhibits to this Agreement as
well as any other documents provided to Institution by
Sponsor/ICON under section 11 are deemed business
secret in accordance with the Act and Institution shall
ensure that such information will not be published in
the contract register. Prior to registration,
Sponsor/ICON shall also have the opportunity to
identify any and all provisions of the Agreement and
appendices which are deemed as sensitive
information and therefore a trade secret under
applicable laws. The Institution shall post a redacted
version of the Agreement in the contracts register in
accordance with the Act and in accordance with any
redaction required by Sponsor/ICON within [5]
business days from the date of the last signature and
shall immediately notify ICON after registration to
email: . If ICON does not receive
confirmation about release of the redacted Agreement
within [5] business days from the date of the last
signature, ICON in consultation with Sponsor, is
entitled to make necessary steps to post the redacted
Agreement.

Any breach of any obligation under this section
16.16 by the Institution shall entitle ICON to terminate
this Agreement in accordance with the provisions of
section 9.

The Parties declare that in relation to the Act no.
340/2015 Coll. the estimated monetary value of this
Agreement is CZK 592.824.

[REMAINDER OF PAGE INTENTIONALLY BLANK]
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smlouvy nebude mit zadny vliv na vymahani zadného
jiného ustanoveni této smlouvy.

16.15 Transparentnost. Spoleénost ICON a zadavatel
mohou za jakymkoli zakonnym ucelem a dle svého
vlastniho uvazeni zverejnit podminky této smlouvy, mimo
jiné véetné celkové odmeény (véetné poplatkll a vydajd)
splatné nebo zaplacené podle této smlouvy. Zadavatel a
spole¢nost ICON si pfi takovém zvefejnéni vyhrazuiji
pravo pfisoudit veSkeré odmény zaplacené podle této
smlouvy kazdé osobé, ktera poskytuje sluzby podle této
smiouvy.

16.16 Registrace smlouvy: smluvni strany souhlasi, ze
pokud to vyzaduji platné zakony, poskytovatel tuto
smlouvu (a jeji pfipadné nasledné dodatky) zaregistruje
v souladu se zakonem ¢&. 340/2015 Sb. (,zakon").
Smluvni strany berou na védomi, Ze rozpocet studie
v pfiloze 1, protokol a jakékoli dalSi dodatky k této
smlouvé i jakékoli dal§i dokumenty, které zadavatel /
spole¢nost ICON poskytovateli poskytnou v souladu
s Clankem 11, budou v souladu se zakonem povazovany
za obchodni tajemstvi a poskytovatel zajisti, ze tyto
informace nebudou zvefejnény v registru smluv.
Zadavatel / spole€nost ICON budou mit pfed zvefejnénim
moznost identifikovat jakakoli a veSkera ustanoveni
smlouvy a jejich pfiloh, ktera jsou podle platnych zakon
povazovana za citlivé informace, a tudiz za obchodni
tajemstvi. Poskytovatel zvefejni v registru smluv
redigovanou verzi smlouvy v souladu se zdkonem a
s pfipadnymi poZzadavky zadavatele / spole¢nosti ICON
na redigovani do [5] pracovnich dni od data posledniho
podpisu, a bezprostfedné& po registraci o ni uvédomi
spole€nost ICON na emailovou adresu:
I st c spolecnost ICON neobdrzi
potvrzeni o zvefejnéni redigované smlouvy do [5] dni od
posledniho podpisu, ma spole&nost ICON v konzultaci se
zadavatelem pravo udinit kroky nezbytné ke zvefejnéni
redigované smlouvy.

Jakékoli porudeni jakéhokoli zavazku poskytovatele
podle tohoto ¢lanku 16.16 da spoleCnosti ICON pravo
ukondit tuto smlouvu v souladu s ustanovenimi ¢lanku 9.

Smluvni strany prohla3uji, Ze v souvislosti se zakonem &.
340/2015 Sb. je odhadovana penézni hodnota této
smlouvy 592.824,-K¢&.

[ZBYVAUJICI CAST STRANY JE ZAMERNE PRAZDNA ]
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IN WITNESS WHEREOF the Parties have caused this NA DUKAZ CEHOZ fadné zmocnéni zastupci smluvnich
Agreement to be executed by their duly authorized stran tuto smlouvu podepsali s uc&innosti od data
representatives to be effective as of the Effective Date. ucinnosti.

ICON CLINICAL RESEARCH LIMITED

Date / Datum: [ ]
Name /Jméno: [N
signature /[ EEEEEEEEEEE

Podpis

INSTITUTION / POSKYTOVATEL

Date / Datum: |
Neme / Jméno:
Signature /[ EEEEEEEEE

Podpis
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I, the undersigned Investigator confirm that | have
properly familiarized myself with the content of this
Agreement and confirm that | have assumed the
duties of the Principal Investigator according to this
Agreement, the contractual arrangements with the
Sponsor and the relevant legislation regulating the
conduct of clinical trials of pharmaceuticals.
Furthermore, | undertake not to disclose information
related to the clinical trial in question without a prior
written consent from the Sponsor; to maintain the
confidentiality of all information provided, to consider
it confidential and to refrain from any other use of
such information and results than for the purposes of
this clinical trial. As the Investigator, | agree that the
Sponsor (and possibly also the CRO) will collect,
use, process and disclose my personal data,
including my name, qualifications and experience in
the clinical trial, my financial data related, among
other things, to the remuneration and financial
compensation received and other personal data for
administrative purposes in connection with the
clinical trial, or to be provided to ethics committees
and state authorities, and | undertake to secure such
consent also from the Sub-investigators and other
members of the study team.

INVESTIGATOR / ZKOUSEJICi

Date/ Datum: __ | G0
Name / Jméno: |

Signature / Podpis: __ | GTGcGcG_R
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Ja, nize podepsany zkouS$ejici potvrzuji, ze jsem se fadné
seznamil s obsahem této smlouvy a potvrzuiji, Ze jsem na sebe
pfevzal povinnosti hlavniho zkou$ejiciho podle této smiouvy,
smluvnich ujednani se zadavatelem a pfislusnych pravnich
predpist upravujicich provadéni klinickych hodnoceni [éciv.
Dale se zavazuji nezvefejnovat informace tykajici se
pfedmétného  klinického hodnoceni bez pFfedchoziho
pisemného souhlasu zadavatele, zachovavat micenlivost
o vSech poskytnutych informacich, povazovat tyto za davérné a
zdrzet se jakéhokoliv jiného pouziti téchto informaci a vysledkl
nez pro Ucely tohoto klinického hodnoceni. Jako zkousejici
souhlasim s tim, Ze =zadavatel (a popf. i CRO) bude
shromazdovat, pouzivat, zpracovavat a zvefejfiovat mé osobni
Udaje, véetné jména, kvalifikace a zkuSenosti v klinickém
hodnoceni, mé finanéni Udaje vztahujici se mimo jiné
k obdrzené odméné a finanéni nahradé a dalSi osobni Udaje
k administrativnim  u¢eldm v  souvislosti s  klinickym
hodnocenim, popf. k poskytnuti etickym komisim a statnim
Ufadim, a zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lend tymu studie.
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APPENDIX 1
Payment Terms and Conditions
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PRILOHA 1
Platebni podminky

TRADE SECRET OF TENAX THERAPEUTICS, INC.

(EXCLUDE FROM PUBLICATION)

OBCHODNIi TAJEMSTVi SPOLECNOSTI TENAX
THERAPEUTICS, INC. (NELZE ZVEREJNOVAT)

Czech Republic_Dual Bipartite Institution_CTA_29Sept2023
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APPENDIX 2 PRILOHA 2

BUDGET ROZPOCET

TRADE SECRET OF TENAX THERAPEUTICS, INC. OBCHODNI TAJEMSTVI SPOLECN?ST[TENAX
(EXCLUDE FROM PUBLICATION) THERAPEUTICS, INC. (NELZE ZVEREJNOVAT)
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APPENDIX 3 PRILOHA 3
BENEFICIARY DETAILS FORM FORMULAR BANKOVNi UDAJE PRIJEMCE
PLATBY

TRADE SECRET OF TENAX THERAPEUTICS, INC. OBCHODNI TAJEMSTVI SPOLECN?ST[TENAX
(EXCLUDE FROM PUBLICATION) THERAPEUTICS, INC. (NELZE ZVEREJNOVAT)
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APPENDIX 4 PRILOHA 4

EQUIPMENT AND MATERIALS VYBAVENI A MATERIALY

ICON-PROVIDED EQUIPMENT AND MATERIALS VYBAVENIi A  MATERIALY POSKYTNUTE
SPOLECNOSTI ICON

NONE
ZADNE
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APPENDIX 5 PRILOHA 5

DATA PRIVACY OCHRANA OSOBNICH UDAJU

TRADE SECRET OF TENAX THERAPEUTICS, INC. OBCHODNI TAJEMSTVI SPOLECN?ST[TENAX
(EXCLUDE FROM PUBLICATION) THERAPEUTICS, INC. (NELZE ZVEREJNOVAT)
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APPENDIX 6 — STANDARD DATA PROTECTION PRILOHA 6 - STANDARDNi DOLOZKY O
CLAUSES OCHRANE OSOBNICH UDAJU

TRADE SECRET OF TENAX THERAPEUTICS, INC. OBCHODNIi TAJEMSTVi SPOLECN?ST[TENAX
(EXCLUDE FROM PUBLICATION) THERAPEUTICS, INC. (NELZE ZVEREJNOVAT)
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