ROW Master NIS Tripartite SSA

CLINICAL NON-INTERVENTIONAL
STUDY SITE AGREEMENT -
TRIPARTITE

This Agreement (“Agreement”) is entered
into this 23 April 2019 (hereinafter the
“Effective Date”), by and between ICON
Clinical Research Limited (hereinafter called
“ICON”) with a VAT number IE8201978R
and a place of business at South County
Business Park, Leopardstown, Dublin 18,
Ireland, acting on behalf of Servier Affaires
Médicales with registered office at 35 rue de
Verdun, 92284 Suresnes CEDEX, France
(hereinafter referred to as “Sponsor”),
Thomayerova nemochice with a place of
business at Videnska 800, 140 59 Praha 4,
Czech  Republic, state  contributory
organization established by the Ministry of
Health of the Czech Republic, full text of
foundation deed No. MZDR17268-1V/2012,
registered in Companies Registry by
Municipal Court in Prague, Section PR, inlet
1043, represented by doc. MUDr. Zden¢k
Benes, CSc., Director (hereinafter called the
“Institution”) and
residing at

(hereinafter
called the “Investigator”).

The Institution and the Investigator are
hereinafter called “Site” when it is intended
that they be referred to jointly.

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

1. BACKGROUND

1.1 ICON is a clinical research organization
principally engaged in the design, set-up and
management of research studies, and other
related services, on behalf of the producers of
pharmaceutical products.

1.2 ICON’S client, Servier Affaires
Meédicales is sponsoring a non-interventional
Study involving patients with

(“Study Indication”) and
the Sponsor has retained ICON to conduct
certain services in relation to the Study under
separate contract including without limitation
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SMLOUVA S PRACOVISTEM
O NEINTERVENCNI STUDII -
TROJSTRANNA

Tato smlouva (dale jen ,smlouva®) je

uzaviena dne 23. Duben 2019 (déle jen
,datum ucinnosti“) mezi ICON Clinical
Research Limited (dile jen ,,JCON*) s DIC
IEB201978R ase sidlem na adrese South
County Business Park, Leopardstown, Dublin
18, Irsko, jednajici jménem spole¢nosti
Servier Affaires Médicales se sidlem na
adrese 35 rue de Verdun, 92284 Suresnes
CEDEX, Francie (dale jen ,zadavatel®),
Thomayerova nemocnice, se sidlem na
adrese Videnska 800, 140 59 Praha 4, Ceska
republika,  statni ptispévkova organizace
ziizend Ministerstvem zdravotnictvi CR,
uplné znéni zfizovaci listiny ¢. j. MZDR
17268-1V/2012, zapsana v  obchodnim

rejstiiku u Meéstského soudu v Praze, oddil
Pr, vl. 1043, jednajici doc. MUDr. Zdefikem
jen

Benesem, CSc., feditelem

,zdravotnické zafFizeni“) a

, bydlistém na adrese
(dale jen ,,zkouSejici®).

Zdravotnické zatizeni a zkouSejici jsou dale
b 43

v této smlouvé uvadéni jako ,,pracovisté
v pripadech, kdy jsou zmifilovany spolecné.

(dale

Zadavatel, zdravotnické zatizeni a zkousejici
budou téZ uvadéni jednotlivé jako ,,smluvni
strana‘“ a spole¢né jako ,,smluvni strany*.

1. PREDMET A UCEL SMLOUVY

1.1 ICON je klinicka vyzkumnd organizace,
kterd se zabyvd zejména  koncepci,
uspofadanim a fizenim vyzkumnych studii
adalSimi stim souvisejicimi  sluzbami
jménem vyrobct farmaceutickych ptipravki.

1.2 Klient spoleénosti ICON, spolecnost
Servier Affaires Médicales je zadavatelem
neintervenéni  studie zahrnujici pacienty

a koneéniku (dale jen
,hodnocena indikace®) a zadavatel vyuziva
spolecnost ICON k poskytovani nékterych
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contracting with clinical research sites.

1.3 The Institution and its staff, including
without limitation the Investigator, are
experienced in the evaluation and treatment
of patients with Study Indication.

1.4 ICON wishes to engage the Investigator
to conduct a non-interventional study and the
Site wishes to conduct such study.

1.5 The Institution has agreed to the
participation of the Investigator in carrying
out the said non-interventional study on its
behalf.

IT ISHEREBY AGREED AS FOLLOWS:

2. DEFINITIONS

As used in this Agreement, the following
underlined terms shall have the meanings set
out after each of them below:

2.1 Case Report Form (CRF)

Means a report in a format prepared by the
Sponsor and/or ICON and completed by the
Investigator ~ documenting  observations
related to the Study (as hereinafter defined).

2.2 FDA

Means the Food and Drug Administration of
the United States Department of Health and
Human Services.

2.3 Consent Form

Means the form prepared by ICON or the
Sponsor in conformance with the Regulations
(as hereinafter defined), in consultation with
the Sponsor or ICON as the case may be, and
the IRB/IEC (as hereinafter defined), and
subsequently approved by the IRB/IEC and
signed by all participants before they begin to
participate in the Study.

2.4 IRB/IEC (Institutional Review Board/
Independent Ethics Committee)

Means the board, committee or other group
formally instituted to review and approve the
initiation of, and conduct reviews of,
biomedical research involving human

ROW ramcova trojstranna smlouva
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sluzeb v souvislosti se studii na zaklad¢
samostatné smlouvy, ato mimo jiné vcetné
uzavirani smluv s klinickymi vyzkumnymi
pracovisti.

1.3 Zdravotnické zafizeni a jeho pracovnici,
mimo jiné vcetné zkouSejictho, maji
zkusenosti s vyhodnocenim a 1é€bou pacienti
s hodnocenou indikaci.

1.4 Spole¢nost ICON si pieje vyuzit pro
provedeni neintervenéni  studie  sluzeb
zkousejiciho a pracovisté si preje takovou
studii provest.

1.5 Zdravotnické zatizeni souhlasilo s ucasti
zkou$ejiciho as tim, aby uvedenou
neintervencni studii provadél jeho jménem.

STRANY SE ’TI’MTO DOHODLY NA
NASLEDUJICIM:

2. VYSVETLENI POJMU

Nésledujici vyrazy, které jsou v této smlouvé
zvyraznény podtrzenim, maji dale uvedeny
vyznam.

2.1 Zdznam subjektu hodnoceni

Jedné se o zpravu ve formatu vypracovaném
zadavatelem a/nebo  spole¢nosti ICON
a vyplnénou zkousejicim, kterd dokumentuje
zjisténi  souvisejici se studii (jak je
definovano dale).

2.2 FDA

Jedna se o Utad pro kontrolu potravin a 1é¢iv
(Food and Drug Administration) Ministerstva
zdravotnictvi USA (U.S. Department of
Health and Human Services).

2.3 Formulai souhlasu

Jednd se o formulai vytvoteny spole¢nosti
ICON  nebo  zadavatelem v souladu
S pravnimi piedpisy (definovanymi déle) po
poradé se zadavatelem ¢i spolecnosti ICON
a IRB/NEK (definovanou dale), nasledné
schvaleny IRB/NEK apodepsany vsemi
ucastniky jest¢ pred zahajenim jejich ucasti
ve studii.

2.4 IRB/NEK (institucionalni hodnotici
komise / nezavisla eticka komise)

Jedné se 0 komisi, vybor nebo jinou formalné
ustavenou  skupinu, kterd  posuzuje
a schvaluje zahajeni biomedicinského
vyzkumu, jehoZz se UcCastni lidské subjekty,
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subjects.

2.5 Protocol
Means the details of the Study contained in
Protocol entitled:

and together with any
amendments (as agreed by the Parties) made
thereto is incorporated herein by reference as
part of this Agreement.

2.6 Qualified Participant

Means any potential participant who upon
entrance into the Study, meets all of the
inclusion criteria and none of the exclusion
criteria set forth in the Protocol and has
signed a valid IRB/IEC approved Consent
Form.

2.7 Requlations

Means any applicable legislation, regulations,
codes or guidelines directly or indirectly
related to the conduct of the Study including

but not limited to (as applicable) the
applicable Summary of Product
Characteristics (SmPC), national,

international and/or supra-national guidelines
for  non-interventional  studies, Good
Pharmaco-epidemiological practice (GPP)
and Good Epidemiological practice (GEP).
For the avoidance of doubt, such legislation,
codes or guidance shall include those related
to the protection and privacy of the personal
data of individuals, anti-corruption, anti-
kickback, patient safety, safety reporting,
financial disclosure and conflict of interests.

2.8 Regulatory Authority

Means any governmental agency,
administrative agency or professional body
having authority under applicable law to
regulate, and/or apply Regulations to the
conduct of studies and all ancillary matters
related thereto, 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”) and the FDA.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

a ktera posuzuje jeho provadéni.
2.5 Protokol

Jednd se o podrobné informace o studii
obsazené v protokolu nazvaném:

a spole¢né s jakymikoli dodatky
(na nichZ se smluvni strany dohodnou) k této
smlouvé je soucasti této smlouvy formou v ni
uvedeného odkazu.

2.6 Zpisobily ucastnik

Znamena jakéhokoli potencialniho ucastnika,
ktery pti vstupu do této studie splni vSechna
zafazovaci kritéria a zadné z vyluCovacich
kritérii  stanovenych v protokolu a ktery
podepsal platny formulai souhlasu schvaleny
IRB/NEK.

2.7 Pravni piedpisy

Znamena veskerou platnou legislativu, pravni
ptedpisy, kodexy a pokyny pfimo ¢i nepiimo
souvisejici s provadénim studie, mimo jiné
véetné (v prislusnych piipadech) ptislusného
souhrnu udajt o piipravku (SPC), ndrodnich,
mezinarodnich a/nebo nadnarodnich pokyni
pro neintervencni studie, spravné
farmakologicko-epidemiologické praxe (SFP)
a spravné epidemiologické praxe (SEP). Aby

se zamezilo pochybam, budou tato
legislativa, kodexy a pokyny zahrnovat
ustanoveni souvisejici s ochranou

a davérnosti osobnich udaju fyzickych osob,
protikorupcnimi opatfenimi, opatienimi proti
poskytovani provizi, bezpecnosti pacientt,
bezpecnostnimi  hldSenimi,  prohlasenimi
0 finan¢nich informacich a sttetem zajmd.

2.8 Kontrolni uitad

Znamena jakoukoli vladni agenturu, spravni
ufad nebo profesni organizaci, ktera ma podle
platné legislativy pravomoc regulovat a/nebo
aplikovat pravni predpisy pii provadéni studii
avsech doplikovych zalezitostech stim
spojenych, a/nebo narodni ¢i mezindrodni
ufad odpovédny za udélovani souhlasu
kontrolniho ufadu v konkrétni zemi ¢i
skupin¢ vice zemi, mimo jiné vcetné
Evropské agentury pro 1éCivé pripravky
(L,EMA*) a FDA.
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2.9 Study
Means the non-interventional study known as

I © b conducted according to

the Protocol.

2.10 Study Data

Means all records, data and documentation
including but not limited to the Case Report
Forms relating to the Study.

2.11 Study Personnel

Means all employees, agents, contractors and
other personnel who are engaged by the
Institution or the Investigator as the case may
be, in conducting the Study including but not
limited to sub-investigators, nurses, study
coordinators and technicians.

2.12 Term
Means the term of this Agreement as defined
in Section 8.1.1.

3. CONDUCT OF STUDY

3.1 Compliance

3.1.1 The Institution and Investigator shall,
and shall ensure their Study Personnel shall,
conduct the Study, according to the Protocol,
the Regulations, this Agreement, written
instructions of ICON/Sponsor, the terms of
the approval for the Study from the IRB/IEC
and International Conference on
Harmonization Good Clinical Practice (ICH
GCP) guidelines. Investigator and Institution
shall ensure all Study Personnel comply with
the terms of this Agreement, as applicable,
including all confidentiality and regulatory
obligations, Sponsor inspection and audit
rights, and Sponsor ownership rights.

3.1.2 The Protocol shall be considered final
following approval by the designated
IRB/IEC.

ROW ramcova trojstranna smlouva
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2.9 Studie

Jednd se o neintervenéni studii
, ktera  bude

v souladu s protokolem.

s hazvem
provadéna

2.10 Udaje ze studie

Jedna se oveskeré zaznamy, udaje
a dokumentaci souvisejici se studii, mimo
jiné véetné zaznamu subjektt hodnoceni.

2.11 Pracovnici studie

Jedna se o vSechny zaméstnance, zastupce,
smluvni partnery a dalsi pracovniky, jejichz
sluzeb zdravotnické zafizeni nebo piipadné
zkousejici vyuzivaji pii provadéni studie,

mimo jiné vcetné¢  spoluzkousejicich,
zdravotnich  sester, koordinatord studie
a techniku.

2.12 Doba ucinnosti smlouvy
Jednd se o0 dobu Gc¢innosti této smlouvy tak,
jak je definovana v ¢lanku 8.1.1.

3. PROVEDENI STUDIE

3.1 Dodrzovani pravnich predpist

a stanovenych pozadavku

3.1.1 Zdravotnické zafizeni a zkouSejici
provede studii v souladu s protokolem,
pravnimi  pfedpisy, touto  smlouvou,
pisemnymi pokyny spolecnosti

ICON/zadavatele as podminkami schvaleni
studie stanovenymi IRB/NEK a pokyny
Mezinarodni  konference o harmonizaci
(International Conference on Harmonization,
ICH) pro spravnou klinickou praxi a zajisti,
7e stejné budou postupovat i pracovnici
studie. ZkouSejici a zdravotnické zafizeni
zajisti, ze vSichni pracovnici studie budou
v piislusnych piipadech dodrzovat podminky
této smlouvy, ato vcetné¢ vSech zavazkd
tykajicich se mlcCenlivosti a pozadavki
kontrolnich organti, prav zadavatele na
provadéni inspekci a auditi a vlastnickych
prav zadavatele.

3.1.2 Protokol bude povaZovan za koneény,
jakmile bude schvalen ptislusnou IRB/NEK.
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3.1.3 The Protocol may only subsequently be
amended with the prior written agreement of
the Parties. In the event that the Investigator
wishes to amend the Protocol the Investigator
shall give at least ten (10) working days’
notice containing full details and rationale of
the planned deviation to ICON and the
IRB/IEC (or as may be otherwise required by
IRB/IEC stipulations or Regulations). The
Investigator may only otherwise deviate from
the Protocol in the event that the Investigator
reasonably considers that such deviation is
necessary to deal with a patient emergency
and in the event of such deviation the
Investigator  shall  immediately  notify
Sponsor, ICON and the IRB/IEC in writing
thereof.

3.2 Study Site File

3.2.1 Creation of Study Site File

3.2.1.1 Before commencement of the Study,
ICON, shall set up a file, which shall include
the documents below (hereinafter called the
“Study Site File”)

A) A list of the names, titles and occupations
of each member of the IRB/IEC; and

B) Written IRB/IEC approval of the Protocol
and the Consent Form; and

C) The IRB/IEC approved Consent Form;

The Investigator will provide the following
documents:

A) The current curriculum vitae of the
Investigator and all other Site personnel listed
performing a Study-related function; and

B) The financial disclosure documentation as
defined in Section 3.6 below.

3.2.2 Maintenance of the Study Site File

3.2.2.1 During the Study, the Investigator
shall in accordance with the terms of this
Agreement, maintain the Study Site File and
update the Study Site File by including
therein, and promptly providing to ICON, the
following:

A) All amendments to the Protocol and a
record of any planned deviation therefrom,
including Protocol amendments and reports.

ROW ramcova trojstranna smlouva
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3.1.3 Protokol mtze byt nasledné¢ meénén
pouze na zaklad¢ predchozi pisemné dohody
smluvnich stran. V ptipadé, Ze si zkousejici
pfeje zmenit protokol, zasle spolecnosti
ICON alIRB/NEK nejméné deset (10)
pracovnich dnii pfedem (nebo v jiné lhute
poZzadované ustanovenimi IRB/NEK nebo
pravnimi pfedpisy) oznameni, které bude
obsahovat kompletni Udaje a odivodnéni
planovaného odchyleni. Zkousejici se bude
moci jinak odchylit od protokolu pouze
Vv ptipad¢, Ze se bude odivodnéné domnivat,
ze je takové odchyleni nezbytné pro feSeni
akutni situace pacienta; v ptipadé takového
odchyleni bude zkousSejici o této skuteCnosti
bezodkladné pisemné informovat zadavatele,
spole¢nost ICON a IRB/NEK.

3.2 Dokumentace studie na pracovisti

3.2.1 Vytvofeni dokumentace studie na

pracovisti

3.2.1.1 Pied zahajenim studie spole¢nosti
ICON wvytvoii dokumentaci, kterd bude
zahrnovat dale uvedené dokumenty (dale jen
,dokumentace studie na pracovisti:

A) seznam jmen, pozic apovolani kazdého
¢lena IRB/NEK; a

B) pisemné schvéleni protokolu a formulafe
souhlasu ze strany IRB/NEK; a

C) formulat souhlasu schvaleny IRB/NEK;

Zkousejici vytvori nasledujici dokumenty:

A) aktualni zivotopis zkous$ejiciho a vSech
dalsich uvedenych pracovnikii pracoviste,
kteti vykonavaji funkce souvisejici se studii;
a

B) dokumentace pro prohlaseni o finan¢nich
informacich dle definice v ¢lanku 3.6 nize.

3.2.2  Vedeni
pracovisti

dokumentace studie na

3.2.2.1 Béhem studie bude zkouSejici vést
dokumentaci studie na pracovisti v souladu
s podminkami  této smlouvy abude ji
aktualizovat tim, Ze do ni zafadi
a bezodkladné spolecnosti ICON poskytne
dale uvedené polozky:

A) vSsechny dodatky k protokolu a z&znam
o0 jakémkoli  planovaném odchyleni od
protokolu, véetné dodatk k protokolu
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B) All correspondence with the IRB/IEC,
including periodic reports and approvals, and
C) An up-to-date log of all Site visits, and

D) General correspondence relating to the
Study, and
E) Such other documents, materials or
information as ICON and/or ICON on behalf
of the Sponsor may from time to time require
or provide.

3.2.3 Retention/Transfer of Study Site File

3.2.3.1 The Site shall retain factually correct
records and documents pertaining to the
conduct of the Study for twenty-five (25)
years (“Retention Period”) following
completion, abandonment or termination of
the Study. The Site shall ensure source Study
Data is attributable, legible,
contemporaneous, original, accurate, and
complete. In no event will Institution or
Investigator 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.

3.2.3.2 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
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.

3.3 Study Participants
The Investigator/Institution shall ensure that:

3.3.1 The Investigator shall include only
Qualified Participants in the Study.

3.3.2 The Investigator shall only use the most
recent Consent Form approved by the
Sponsor, ICON and the IRB/IEC, which
template has been handed over to the
Investigator and annexed to this contract as
Appendix 2;

ROW ramcova trojstranna smlouva
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azprav; a

B) veSkerou  korespondenci s IRB/NEK,
véetné pravidelnych zprav a schvéleni; a

C) aktualizovany zapis o0 vSech navstévach na
pracovisti; a

D) obecnou korespondenci
studii; a

E) dalsi  dokumenty, materidly = nebo
informace, které mutze spoleCnost ICON
sama a/nebo jménem zadavatele pfilezitostné
vyzadovat nebo poskytnout.

souvisejici  se

3.2.3 Archivace/predani dokumentace studie
na pracovisti

3.2.3.1 Pracovist¢ bude archivovat fakticky
spravné zaznamy a dokumenty vztahujici se
k provadéni studie po dobu dvaceti péti (25)
let (,,obdobi archivace”) po dokonéeni,
zastaveni ¢i ukonceni studie. Pracoviste
zajisti, ze zdrojové udaje ze studie budou
dohledatelné, srozumitelné, aktualni,
puvodni, ptesné a kompletni. Zdravotnické
zafizeni ani zkouSejici v zadném piipadé
nezlikviduji zadné takové zaznamy, aniz by
nejdiive svllj zamér pisemné ozndmili
zadavateli ¢i spolecnosti ICON Sedesat (60)
pracovnich dnt ptedem a poskytli jim
ptilezitost pfevzit zaznamy na primefené
néklady zadavatele.

3.23.2 Jestlize zkouSejici ukonci své
pusobeni ve zdravotnickém zafizeni pred
uplynutim obdobi archivace, zdravotnické
zafizeni ur¢i pisemné pro spole¢nost ICON
jinou osobu, ktera bude odpovédna za vedeni
zaznamd studie. Spole¢nost ICON jako
takova nebo jménem zadavatele bude mit
pravo navrzenou nahradni osobu schvalit,
nebo zamitnout.

3.3 Ucastnici studie
ZkousSejici/zdravotnické zatizeni zajisti, ze:

3.3.1 zkouSejici zafadi do studie pouze
zpusobilé ucastniky;

3.3.2 zkousejici pouzije pouze nejaktudlngjsi
formulat souhlasu schvaleny zadavatelem,
spole¢nosti ICON a IRB/NEK, jehoz vzor byl
zkousSejicimu pfedan a tvorfi pfilohu této
smlouvy jako ptiloha ¢.2;
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3.3.3 Prior to Qualified Participants entering
the Study, the Investigator shall review all
details and requirements of the Protocol and
the Consent Form with the Qualified
Participants.

3.4 Patient Recruitment

The Investigator shall use his or her best
efforts to recruit only Qualified Participants
and shall not knowingly enroll any
participants, which in his or her best
professional judgment do not adequately
meet the criteria for Qualified Participants.

The Principal Investigator will use his/her
best efforts to recruit approximately 10
patients. The increase of the number of
patients to be enrolled will require written
approval from the Sponsor, but not an
amendment to this Agreement.

3.5 Case Report Forms

3.5.1 The Investigator or his/her designee
shall complete Case Report Forms, provided
by the Sponsor or ICON and shall submit
them within forty eight (48) hours of
obtaining the data. The Investigator is in any
case responsible for the completion and
submission of the Case Report Forms. The
Investigator shall be present and give these
forms and make available any source
documents related to the Study, to
representatives of Sponsor or ICON at
periodic monitoring visits or otherwise
promptly upon request.

3.5.2 The Investigator shall fully assist, in a
timely manner, ICON representatives in
resolving any discrepancies, errors or missing
information in Case Report Forms. The
Investigator shall help ICON in conducting
audits of original case records, laboratory
reports, and/or raw data sources underlying
data recorded in the Case Report Forms. Such
audits shall be conducted with due regard for
patient confidentiality. The Institution and
Investigator each understands that failure to
resolve discrepancies, errors or missing
information in Case Report Forms may result

ROW ramcova trojstranna smlouva
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3.3.3 pted vstupem zpiisobilych tcastnikd do
studie zkousSejici se zplsobilymi ucastniky
projedna vSechny podrobnosti a pozadavky
protokolu a formulaie souhlasu.

3.4 Ziskavani pacientt do studie

Zkousejici vynalozi maximalni usili, aby
ziskal pouze zpisobilé¢ ucastniky, a védome
do studie nezatadi zadné tucastniky, ktefi
podle jeho nejlepsiho odborného usudku
dostate¢né nespliuji kritéria stanovena pro
zpisobilé ucastniky.

Hlavni zkousSejici vynalozi maximalni usili,
aby ziskal priblizné 10 pacientl. ZvySeni
poCtu pacientt, ktefi maji byt do studie

zafazeni, vyzaduje pisemné schvaleni
zadavatelem, nikoli vSak dodatek k této
smlouvy.

3.5 Zaznamy subjektt hodnoceni

3.5.1 Zkousejici nebo jim uréend osoba
vyplni  zaznamy  subjektd  hodnoceni
poskytnuté zadavatelem nebo spolecnosti
ICON apredlozi tyto zaznamy do Ctyficeti
osmi (48) hodin od ziskani udaji. Za
vyplnéni a ptedloZzeni zdznaml subjekti
hodnoceni bude vzdy odpovidat zkousSejici.
Zkou$ejici se  zacastni  pravidelnych
monitorovacich navstév ana pozadani pii
téchto navstévach nebo jinak bez prodleni
preda tyto zaznamy zastupcim zadavatele
nebo spole¢nosti ICON a zpfistupni jim
jakékoli zdrojové dokumenty souvisejici se
studii.

3.5.2 ZkouSejici  poskytne  zastupcim
spolecnosti  ICON  uplnou  a vcasnou
soucinnost pti feSeni jakychkoli rozpord,
chyb nebo chybéjicich informaci

v zaznamech subjekt hodnoceni. ZkousSejici
poskytne spole¢nosti ICON pomoc pfi
provadéni auditd  plivodnich  zaznamu
subjekti  hodnoceni, laboratornich zprav
a/nebo nezpracovanych zdrojovych udaju, jez
jsou podkladem pro Gdaje uvedené
v zaznamech subjektii hodnoceni. Takové
audity budou provedeny s nalezitym ohledem
na daveérnost Udaji pacientd. Zdravotnické
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in payment being withheld until resolution.

3.6 Financial Disclosure

The Investigator shall complete and return to
ICON or the Sponsor in a timely manner,
financial certification or disclosure forms, as
applicable, provided to the Investigator by
ICON or the Sponsor. The Investigator shall
also complete and return to ICON or the
Sponsor, all disclosure updates, as so
instructed by ICON or the Sponsor, for the
duration of the Study, and for one year
thereafter. 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 and the Investigator further
consent to the transfer of such financial
disclosure data abroad.

3.7 Conflict

The Site shall not during the term of this
Agreement conduct any other study which
might adversely affect the ability of the Site
to perform their obligations under this
Agreement.

3.8 Collection and use of samples

The Institution is prohibited from collecting
or using collected samples (e.g. tissue, blood,
serum and urine) or data from Qualified
Participants while enrolled in the Study,
except:

A) pursuant to the Protocol,

B) as needed for the medical care of a Study
subject;

C) as otherwise expressly permitted by the
Agreement; or

D) with Sponsor’s prior written consent.

All use of these data/samples is subject to all
of the terms of this Agreement, including
without limitation, publication, intellectual
property, data ownership and confidentiality.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

zatizeni 1 zkousejici si jsou védomi, Ze pokud
nebudou odstranény rozpory ¢i chyby nebo
doplnény chybéjici informace v zdznamech
subjekti hodnoceni, miize to mit za nasledek
zadrzeni platby az do vyfeSeni pfiislusné
zaleZzitosti.

3.6 Prohlaseni o finanénich informacich

Zkousejici vcas vyplni a odevzda spolecnosti
ICON nebo zadavateli potvrzeni Ci pripadné
prohlaSeni o finan¢nich informacich, které
zkousejicimu poskytli spolecnost ICON ¢i
zadavatel. ZkouSejici rovnéz vyplni
a odevzda spolecnosti ICON ¢i zadavateli na
zakladé pokynu spolecnosti ICON nebo
zadavatele vesSkera aktualizovand potvrzeni
nebo prohlaSeni, ato po dobu trvani studie
ajeden rok poté. Zdravotnické zatizeni
zajisti, ze vSichni spoluzkousejici, kteri
vykonavaji funkci souvisejici se studii,
rovnéZ vyplni a odevzdaji potvrzeni nebo

prohlaseni o finan¢nich informacich.
Zdravotnické zafizeni a zkouSejici dale
souhlasi s pfedanim  takovych  udaju

0 finanénich informacich do zahraniéi.

3.7 Stitet zajmu

Pracovisté nebude béhem doby ucinnosti této
smlouvy provadet zadné jiné studie, které by
mohly mit negativni vliv na jeho schopnost
plnit povinnosti podle této smlouvy.

3.8 Odbér a pouziti vzorka

Zdravotnické zatizeni nesmi odebirat vzorky
nebo pouzivat odebrané vzorky (napf. tkane,
krev, sérum amo¢) nebo shromazdovat
apouzivat udaje o zpusobilych ucastnicich
v dobé, kdy jsou zatazeni do studie, kromé
ptipadi:

A) kdy to vyzaduje protokol;

B) kdy je to zapotiebi pro lékatrskou péci
0 subjekt studie;

C) kdy to jinak tato smlouva vyslovné
povoluje; nebo

D) sptedchozim pisemnym
zadavatele.

souhlasem

Veskeré pouziti téchto udaji/vzorkid se tidi
podminkami této smlouvy, mimo jiné véetné
publikovani, prav k duSevnimu vlastnictvi,
vlastnictvi a davérnosti udaju.
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3.9 Resources

The Site agrees to provide all reasonable
Study Personnel, facilities and other
resources, as are required to duly complete
the Investigator’s and the Institution’s
responsibilities under this Agreement and the
Protocol. The Site shall arrange for the
availability of a study coordinator qualified
by training and/or experience to manage all
administrative  functions at the Site
(including, but not limited to, meeting with
ICON’s or the Sponsor’s representatives at
regular intervals) (“Study Coordinator”).
Should a Study Coordinator not be available
at the Site, the Investigator shall assume these
responsibilities.

3.10 Materials

ICON shall provide, or shall ensure that the
Sponsor provides, to the Site the required
guantities of Study materials required (e.g.
Case Report Forms) for the Study, as set
forth in the Protocol. Site may not use the
Materials in any other way other than as
expressly specified in the Protocol and shall
maintain control of the Materials in
accordance with applicable Regulations.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

3.9 Zdroje
Pracovisté souhlasi stim, Ze poskytne
veskeré  pfislusné  pracovniky  studie,

vybaveni a dalsi zdroje, které jsou potiebné
pro fadné plnéni povinnosti zkousejiciho
a zdravotnického zafizeni podle této smlouvy
apodle protokolu. Pracovist¢ zabezpeci
dostupnost koordinatora studie, ktery bude
mit kvalifikaci ziskanou zaSkolenim a/nebo
zkuSenostmi pro fizeni vSech
administrativnich funkci na pracovisti (mimo
jiné vcetné pravidelnych setkani se zastupci
spole¢nosti ICON ¢i zadavatele)
(,,koordinator studie®). Pokud neni
koordinator studie na pracovisti k dispozici,
tyto ukoly pfevezme zkousejici.

3.10 Materialy
Spolecnost ICON  pracovisti  poskytne

potiebné mnozstvi materiald pro studii (napf.
zaznamy subjekti hodnoceni) tak, jak je
stanoveno V protokolu, nebo zajisti, Ze je
pracovisti poskytne zadavatel. Pracovisté
nesmi pouzit materialy jinak, nez je vyslovné
stanoveno protokolem, a musi mit materialy
pod kontrolou v souladu s platnymi pravnimi
predpisy.
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3.11 Unavailability of the Investigator

The Investigator is essential to the Study
being conducted under this Agreement.
Whereas the Investigator shall oversee the
entire Study, in his or her temporary absence
the Site shall designate these responsibilities
to a qualified sub-investigator, who shall be
identified in writing. When the Investigator’s
absence is anticipated to exceed seven (7)
days, ICON shall be notified in writing of the
designated sub-investigator who shall assume
the Study responsibilities. ICON on its own
behalf or that of the Sponsor may approve or
reject any proposed sub-investigator. Such
approval shall not be unreasonably withheld.
Should a permanent substitution for the
Investigator be required, the Institution shall
notify ICON in writing, in accordance with
Section 12.3. The Institution may not
permanently substitute other investigators, or
make substantial changes in the level of
effort asserted by the Investigator, without
the prior written approval of ICON in the
absence of which ICON shall be entitled to
invoke the termination provisions of Section
8.3.1.6 below. The Institution and
Investigator shall ensure that Investigator will
sign all necessary documentation needed to
effect the change in responsibilities to the
new principal investigator including but not
limited to any signing any of the following
assignment agreement, transfer agreement,
amendment or termination of the present
Agreement as may be required.

4. REPRESENTATIONS, WARRANTIES
AND COVENANTS

4.1 Mutual Representations, Warranties and

ROW ramcova trojstranna smlouva
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3.11 Nedostupnost zkousejiciho

Ptitomnost zkouSejiciho je pro provadeéni
studie podle této smlouvy nezbytna.
Vzhledem ktomu, Ze zkouSejici bude
dohlizet na celou studii, pracovisté pii jeho
docasné  nepfitomnosti  povéii  témito
povinnostmi kvalifikovaného
spoluzkousejiciho, ktery bude urcen pisemné.
Pokud se predpoklada, ze nepiitomnost
zkousejiciho ptresdhne sedm (7) dni, bude
spolecnost ICON pisemné¢ informovana
0 povéteném spoluzkousejicim, ktery
pfevezme povinnosti souvisejici se studii.
Spolecnost ICON miize svym jménem nebo
jménem zadavatele jakéhokoli navrzeného
spoluzkousejiciho schvalit, nebo odmitnout.
Takové schvaleni nebude bezdivodné
odepfeno. V piipad¢, ze bude nutné trvalé
nahrazeni zkousejiciho, zdravotnické zatizeni
pisemné¢  oznami  takovou  skutecnost
spole¢nosti ICON v souladu s ¢lankem 12.3.
Zdravotnické zafizeni nemtize trvale nahradit
jiné zkousSejici ani provést zasadni zmény
vV mife vynakladaného usili zkouSejiciho bez
ptedchoziho pisemného souhlasu spolec¢nosti
ICON. V piipadé, ze tento souhlas nebude
udélen, bude spolecnost ICON opravnéna
uplatnit ustanoveni c¢lanku 8.3.1.6  nize
tykajici se ukonceni smlouvy. Zdravotnické
zafizeni a zkouSejici zajisti, ze zkousejici
podepise veskeré nezbytné dokumenty nutné
pro provedeni zmény povinnosti nového
hlavniho zkousejiciho, mimo jiné vcetné
podepsani jakékoli piipadné nasledné dohody
0 postoupeni, dohody o ptevodu, dodatku ¢i
ukonceni této smlouvy.
4. PROHLASENI, ZARUKY A
UJEDNANI

4.1 Vzajemnd prohlaseni, zaruky a ujednani

Covenants

4.1.1 Each Party covenants, warrants and
represents that it has the right to enter into
this Agreement, and the execution of this
Agreement and the performance by such
Party of its obligations hereunder have been
duly authorized. This Agreement has been
duly executed and delivered on behalf of
such Party and constitutes a legal, valid,

4.1.1 Kazda smluvni strana se zavazuje,
zaruCuje a prohlasuje, Ze ma pravo uzavrit
tuto smlouvu a ze podepsani této smlouvy
a plnéni povinnosti, které z ni vyplyvaji, bylo
fadné schvaleno. Tato smlouva byla fadné

podepsana adoruena jménem  takové
smluvni strany a piedstavuje zakonnou,
platnou, z&vaznou povinnost, kterou lze
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binding obligation, enforceable against in
accordance with the terms hereof. Such Party
is duly organized, validly existing and in
good standing under the applicable laws of
the jurisdiction of its establishment and has
full power and authority to enter this
Agreement.

4.2 Investigator/Institution Representations,

ROW ramcova trojstranna smlouva
s pracovistém o NIS

vymahat vsouladu s podminkami této
smlouvy. Takova smluvni strana je fadn¢
ziizena, platné existuje a ma fadné postaveni
podle platnych pravnich predpist jurisdikce,

vniz byla zfizena, ama plnou moc
a pravomoc tuto smlouvu uzavfit.
4.2 Zaruky, prohla3eni a ujednéni

Warranties and Covenants

4.2.1 The Investigator/Institution covenants,
warrants and represents that:

4.2.1.1 they each have 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;

4.2.1.2 Investigator 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,;

4.2.1.3 Study Personnel are and at all times
during the course of the Study continue to be
appropriately trained in ICH GCP, Study
procedures and the Protocol;

4.2.1.4 Sufficient resources and time are
available and shall continue to be available to
Investigator for timely and  proper
performance of the Study in accordance with
Protocol and this Agreement;

4215 All tasks and activities to be
performed under this Agreement shall be
performed in a timely manner, with all due
care and skill and in compliance with
Agreement;

4.2.1.6 All consents required to enter this
Agreement have been acquired, copies of
which are attached, if appropriate hereto;

4.2.1.7 During the term of this Agreement the
Institution shall:

zkousejiciho / zdravotnického zafizeni

4.2.1 Zkousejici/ zdravotnické zafizeni se
zavazuje, zarucuje a prohlasuje, ze:

4.2.1.1 ma vzdy v pribéhu studie pfislusné

licence, schvéleni aosvédCeni, jeZ jsou
nezbytnd pro  bezpecné, odpovidajici
a zdkonné provedeni studie v souladu

S platnymi pravnimi predpisy, protokolem,
touto smlouvou a spravnou klinickou praxi,
a ze mu nebyla ozndmena zadna Setfeni, ktera
by mohla takové licence, schvéleni nebo
osvédceni ohrozit;

4.2.1.2 zkousejici je v prubéhu studie vzdy
kvalifikovan svym odbornym vzdélanim,
vycvikem a zkuSenostmi k provedeni studie
v ramci jurisdikce, v niz studie probiha;

4.2.1.3 pracovnici studie jsou aV prubéhu
studie vZzdy budou fadné zaskoleni v oblasti
spravné klinické praxe dle ICH, ukonech
studie a protokolu;

4.2.1.4 zkousejici ma a bude mit k dispozici
dostateéné zdroje a Cas pro vcasné afadné
provedeni studie v souladu s protokolem
a touto smlouvou;

4.2.1.5 vSechny tkoly a Cinnosti, které maji
byt provedeny podle této smlouvy, budou
provedeny vcas, s nalezitou péc¢i a v souladu
s touto smlouvou:;

4.2.1.6 byly =ziskdny vSechny souhlasy
potiebné pro uzavieni této smlouvy, jejichz
kopie jsou (Vv pfislusnych piipadech) k této
smlouvé pfipojeny;

4.2.1.7 béhem doby uéinnosti této smlouvy
zdravotnické zafizeni:
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I. Ensure that the Investigator shall not
conduct or take part in any other study which
might adversely affect the ability of the
Investigator to perform their obligations
under this Agreement;

Il. Notify or ensure that the Investigator
notifies ICON, of any change in their role or
any other official appointment to a position
that may conflict, restrict or prohibit their
position as an investigator to the Study or
otherwise impact their obligations under this
Agreement; and

I1l. notify or ensure that the Investigator
notifies ICON of any actual or potential
conflicts of interest, or any change in the
status of responses provided in ICON’s
Investigator ~ Ethics and  Compliance
Questionnaire that could impact the conduct
of the Study; and

4.2.1.8 Neither Institution 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 governmental authority,
including the FDA, or that might otherwise
create a conflict.

5. ICON MONITORING

The Study will be monitored by Icon’s
monitor (“Study Monitor”).

5.1 Site Inspections

5.1.1 The Site shall, on reasonable prior
notice, permit authorized personnel of the
Sponsor, ICON and any Regulatory
Authority to inspect the facilities the Site
proposes to use for the Study; both before the
Study begins, during the treatment phase of
the Study and after the Study ends.

ROW ramcova trojstranna smlouva
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L. zajisti, ze zkousejici nebude provadét ani se
ucastnit zadné jiné studie, ktera by mohla mit
negativni vliv na schopnost zkousejiciho plnit
povinnosti podle této smlouvy;

II. oznami spolecnosti ICON jakoukoli
zménu pracovni nadpln¢ nebo oficidlni
jmenovani do jakékoli jiné pozice, ktera by
mohla byt vrozporu sjeho pozici
zkousejiciho 1ékare této studie nebo tuto
pozici omezit ¢i ji zabranit anebo jinak
ovlivnit jeho povinnosti vyplyvajici z této
smlouvy, nebo zajisti, ze tak ucini zkousejici;

III. oznami spolecnosti ICON jakykoli
skute¢ny nebo potencidlni stiet zajmt nebo
jakoukoli zménu ve stavu odpovédi
poskytnutych v dotazniku spole¢nosti ICON
»Etika  zkouSejictho Iékafe a dodrzovani
predpist®, které by mohly mit vliv na pribch
studie, nebo zajisti, ze tak ucini zkousejici; a

4.2.1.8 zdravotnické zafizeni ani zkousSejici
nepodléhaji  stfetu zajmd, pokud jde
0 vysledek studie, ani stfetu povinnosti ¢i
dohod, kter¢ by mohly narusit provadéni
studie nebo mit vliv na pfijeti vyslednych
udaji jakymkoli vladnim ufadem, véetné
FDA, nebo by mohly jinak vytvofit rozpor.

5. MONITOROVANI SPOLECNOSTI
ICON
Studie bude monitorovana  monitorem

spole¢nosti ICON (,,monitor studie®).

5.1 Inspekce na pracovisti

5.1.1 Pracovisté po piiméfeném piedchozim
oznameni povoli povéfenym pracovnikiim
zadavatele, spolecnosti ICON a jakéhokoli
kontrolniho  ufadu  provedeni inspekci
prostord a vybaveni, jejichz pouziti pro studii
pracoviSt¢ navrhuje, ato pied zahijenim
studie, v prub¢hu 1écebné faze a po ukonceni
studie.
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5.1.2 If, in accordance with GCP, the
Sponsor’s, or ICON Standard Operating
Procedure’s or standards, the facilities are
determined not to be adequate for the proper
conduct of the Study, and the Site 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
Site.

5.1.3 The Site shall notify ICON promptly if
a Regulatory Authority requests permission
to inspect the Site’s facilities and/or research
records concerning the Study. On notification
of an inspection, the Site shall notify ICON
of the date and time of such inspection and
allow ICON to assist in the preparation for
such inspection by a Regulatory Authority.
Furthermore, if an inspection occurs, the Site
agrees to cooperate with such inspection and
invite ICON and the Sponsor to be present.
The Site agrees to provide the Sponsor and
ICON with copies of all Regulatory
Authority documentation including but not
limited to correspondence, statements,
warnings, enforcement actions, pleadings,
summons, forms and records that the Site
receives as a result of or in anticipation of an
inspection. The Site shall notify ICON of any
legal action taken on any audit by a
Regulatory Authority.

5.2 Records

5.2.1 The Site shall allow authorized
personnel of ICON, the Sponsor and any
Regulatory Authority to monitor the Study,
and all records required by the Regulations
during normal business hours, or as otherwise
required by law, and to:

5.2.1.1 Inspect Case Report Forms for
completeness and detailed compliance with
the Protocol; and

ROW ramcova trojstranna smlouva
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5.1.2 Pokud je wvsouladu se spravnou
Klinickou praxi, standardnimi provoznimi
postupy ¢i standardy zadavatele nebo
spole¢nosti  ICON  zjisténo, ze prostory
avybaveni nejsou postacujici pro fadné
provedeni studie, a pracovis§t¢ neodstrani
takové nedostatky béhem ptiméfené doby od
okamziku, kdy je o takovych nedostatcich
informovano, spole¢nost ICON muize podle
svého vlastniho uvazeni odmitnout zahajeni
studie nebo se rozhodnout pro piedcasné
ukonceni studie amize tuto smlouvu
vypovédét bez dalSich zavazki vuci
pracovisti.

5.1.3 Pracovist¢ bezodkladné spolecnosti
ICON oznémi, pokud kontrolni ufad pozada
opovoleni provést inspekci  prostori
avybaveni pracovist¢ a/nebo inspekci
vyzkumnych zdznamu tykajicich se studie.
Pfi oznameni inspekce bude pracoviste
informovat spoleénost ICON o datu a casu
takové inspekce a umozni spole¢nosti ICON,
aby asistovala pfi piipravé takové inspekce
kontrolnim tufadem. Dale, pokud dojde
K inspekci, pracovisté souhlasi s tim, Ze bude
pii takové inspekci spolupracovat a vyzve
spole¢nost ICON a zadavatele, aby byli
pfitomni. Pracovist€¢ souhlasi stim, ze
poskytne zadavateli a spole¢nosti ICON
kopie veskeré dokumentace kontrolniho
ufadu, mimo jiné¢ vcetné korespondence,
prohlaseni, varovani, vymdahacich postupi,
procesnich materiall, pfedvolani, formulafa
azaznamu, jez pracoviSté obdrzi pri
ocekavani inspekce nebo v jejim disledku.
Pracovisté oznami spolec¢nosti ICON jakékoli
pravni kroky ucinéné na zaklad¢ jakéhokoli
auditu kontrolnim tfadem.

5.2 Zaznamy

5.2.1  Pracovi§t¢ umozni  povéfenym
pracovnikim spolecnosti ICON, zadavatele
nebo  jakéhokoli  kontrolntho  ufadu
monitorovat  studii a vSechny zdznamy
vyzadované pravnimi piedpisy v bézné
pracovni dobé nebo jinak v souladu
S pravnimi pozadavky; a

5.2.1.1 Kontrolovat, zda jsou zaznamy
subjektt hodnoceni kompletni a detailné

odpovidaji protokolu, a
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5.2.1.2 Inspect source documents, including
but not limited to, hospital/clinic records,
relevant to the preparation of the Case Report
Form. Any inspection by ICON of source
documents shall be performed with due
regard for patient confidentiality.

6. CONFIDENTIALITY

6.1 Confidential Information

6.1.1 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 that is provided
to the Institution, Investigator or the Study
Personnel 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 and Study Data.

6.1.2. The Site agrees to hold all proprietary
and/or Confidential Information in the
strictest confidence, and shall not disclose the
same to any third party without the express
written permission of the Sponsor or ICON.

6.2 Agreement Not to Disclose

6.2.1 The Site agrees not to reveal such
Confidential Information to third parties,
other than those Study Personnel who need to
know such Confidential Information for the
conduct of the Study and shall safeguard the
Confidential Information with the degree of
care normally afforded Confidential
Information and shall ensure that any persons
who need to know Confidential Information
for purpose of the Study are bound by
substantially similar confidentiality
obligations as are set out herein prior to
disclosure of such Confidential Information.

ROW ramcova trojstranna smlouva
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5.2.1.2 kontrolovat zdrojové dokumenty,

mimo jiné véetné zaznamu
nemocnice/kliniky, souvisejici s pfipravou
zaznamu subjektu  hodnoceni.  Jakékoli

kontrola zdrojovych dokumentt spolecnosti
ICON bude provedena s nalezitym ohledem
na divernost tdajl pacienta.

6. DUVERNOST INFORMACH

6.1 Davérné informace

6.1.1 Pro ucely této smlouvy se ,,divérnymi
informacemi“  rozumi  veskeré  udaje,
dokumentace, zaznamy a informace
Vv jakékoli podobé souvisejici s podminkami
této smlouvy a/nebo studie, které jsou
spole¢nosti ICON ¢i zadavatelem nebo jejich
prisluSnymi  zaméstnanci  ¢i  zastupci
poskytnuty zdravotnickému zafizeni,
zkousejicimu nebo pracovnikiim studie nebo
jinak vytvofeny ¢i ziskany ve spojitosti
s diskusemi ajednanimi, jez se tykaji této
smlouvy nebo jeZz se uskuteénila v jejim
prabéhu, mimo jiné véetn€ protokolu a udajii
ze studie.

6.1.2. PracoviSt€é souhlasi stim, Ze bude
zachovéavat pfisnou mlcenlivost ohledné
vSech  chranénych  a/mebo  divérnych
informaci a tyto informace nesdéli zadné tieti
strané bez vyslovného pisemného souhlasu
zadavatele nebo spole¢nosti ICON.

6.2 Souhlas se zachovanim mléenlivosti

6.2.1 Pracovi$té souhlasi stim, Ze takové
divérné informace nesdéli tfetim stranam,
kromé pracovnikli studie, ktefi je potiebuji
znat k provedeni studie, aze bude duvérné
informace chranit s pé¢i bézné vynakladanou
na ochranu didvérnych informaci a zajisti, ze
se na osoby, které potiebuji divérné
informace znat pro ucely studie, budou
vztahovat velmi podobné zavazky tykajici se
divérnosti, a to jesté pred tim, nez jim takové
divérné informace budou sdéleny.
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6.2.2 The Site agrees to use Confidential
Information only for fulfilling its/his or her
respective obligations under this Agreement.
If requested by ICON, the Site shall promptly
return all such Confidential Information to
ICON at the end of the Study, (other than
items required under Retention/Transfer of
Study Site File, Section 3.3.3 above).

6.2.3 The obligations of nondisclosure do not
apply when:

6.2.3.1 The information is in the public
domain or becomes publicly available
through no fault of the Site or any Institution
employee;

6.2.3.2 The Site knows the information
before receipt from ICON, as evidenced by
its/his or her written records;

6.2.3.3 The information is lawfully received
from a third party that has a right to make
such disclosure, who did not obtain such
information violating the Sponsor’s rights or
under obligation of confidentiality to the
Sponsor;

6.2.3.4 Regulations require disclosure to a
court of competent jurisdiction or
government authority provided that Site shall
first notify the Sponsor/ICON of any such
required disclosure and limit such disclosure
as far as possible under the Regulations;

6.2.3.5 The Sponsor and/or ICON grants
prior written permission for disclosure; and

6.2.3.6 The results of the Study are disclosed
to third parties in accordance with the
provisions of Section 6.6 herein.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

6.2.2 Pracovisté souhlasi stim, Ze pouzije
divérné informace pouze pro plnéni svych
ptislusnych zavazkti podle této smlouvy.
Pracovisté na zadost spole¢nosti ICON na
konci studie bezodkladné spole¢nosti ICON
vrati veskeré takové duveérné informace (jiné
nez polozky vyzadované podle ¢lanku 3.3.3
vyse, Archivace/pfedani dokumentace studie
na pracovisti).

6.2.3 Zavazek
neplati, pokud:

zachovavat mlcéenlivost

6.2.3.1 jsou informace vefejné zndmy nebo se
staly vefejné¢ dostupnymi bez zavinéni
pracovist¢ nebo jakéhokoli zaméstnance
zdravotnického zafizeni;

6.2.3.2 pracoviste zna informace pred tim,
neZ je obdrzi od spolec¢nosti ICON, coz lze
dolozit pisemnymi zaznamy;

6.2.3.3 informace jsou obdrzeny zdkonnym
zpusobem od tfeti strany, kterd ma pravo
informace takto poskytnout akterd je
neziskala porusenim prav zadavatele nebo se
na ni nevztahovala povinnost mlcenlivosti
vuci zadavateli;

6.2.3.4 pravni predpisy vyzaduji sdéleni
informaci pfislusnému soudu ¢i vladnimu
ufadu za predpokladu, Zze pracovisté nejdiive
takovy pozadavek na sdéleni informaci
ozndmi zadavateli / spole¢nosti ICON av
maximalni mozné mife omezi takové sdéleni
informaci v souladu s pravnimi piedpisy;

6.2.3.5 zadavatel a/nebo spole¢nost ICON
udeli predchozi pisemny souhlas
s poskytnutim informaci; a

6.2.3.6 vysledky studie jsou sdé€leny tietim
stranam v souladu s ustanovenimi ¢lanku 6.6
této smlouvy.

6.3 Medical Confidentiality and Data 6.3 Duvérnost  zdravotnich  informaci
Protection a ochrana udajua
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6.3.1 Without prejudice to the generality of
Section 6.1 above the Site specifically
acknowledges their obligations under and
agrees to comply with all applicable
Regulations relating to medical
confidentiality and the protection of data
capable of identifying individuals as well as
the processing of personal data and the free
movement of such data. The Site will in
particular observe any such disciplines or
obligations specifically brought to the
attention of the Site by ICON or the Sponsor,
which are inherent in compliance with such
Regulations.

6.3.2 Institution and Investigator will obtain
the consent of each Qualified Participant to
the collection, use, processing, storing and
transfer of their data according to
Regulations. This consent shall also cover the
transfer of their personal data to countries
other than their own, including but not
limited to the United States of America, that
may not have the same level of data
protection as their own country. Institution
and Investigator will not submit any personal
data to Sponsor/ICON, unless strictly
required and permitted under the Regulations.

6.3.3 Prior to and during the course of the
Study, Institution and Investigator may
provide to the Sponsor/ICON personal data
relating to the Investigator, the sub-
investigators and the Study Personnel, or
other personnel involved in conducting the
Study, the processing of which may be
subject to applicable data protection and
privacy laws. The Sponsor and ICON have
the right to include the name and office
address of the Investigator and the involved
sub-investigators and other Study Personnel
in a computer database and to process them.

6.3.4 Institution will obtain the consent
necessary for the collection, use, processing,
storing and transfer of personal data
pertaining to the Investigator, the sub-
investigators and other Study Personnel, for
the above purposes.

6.4 Prohibition on use of Inside Information

The Site agrees not to trade in or to give
advice regarding the securities of the Sponsor

ROW ramcova trojstranna smlouva
s pracovistém o NIS

6.3.1 Aniz by byl dotéen obecny charakter
vySe uvedeného clanku 6.1, pracovisté bere
vyslovng na védomi své zavazky podle vSech
platnych pravnich ptedpisi o zachovani
duveérnosti zdravotnich informaci, ochrané
udaji, znichz Ize zjistit totoznost
jednotlivych osob, zpracovani osobnich udaju
a 0 volném pohybu téchto tdaju a souhlasi
S tim, ze je bude dodrzovat. Pracovist¢ bude
dodrzovat zejména vSechna takova pravidla
¢i zavazky, na které spolecnost ICON nebo
zadavatel pracoviSte specidlné upozorni
akteré jsou vsouladu stémito pravnimi
predpisy podstatné.

6.3.2 Zdravotnické zatizeni a zkousejici ziska

souhlas vSech zpiisobilych ucastnikii se
shromazd’'ovanim, pouzitim, zpracovanim,
uchovavanim apiedanim jejich  daju

v souladu s pravnimi predpisy. Tento souhlas
se bude rovnéz vztahovat na predani jejich
osobnich udaji do jinych zemi, mimo jiné
véetn¢ USA, které nemuseji mit stejnou
uroveit ochrany udaji jako jejich vlastni
zemeé. Zdravotnické zafizeni a zkouSejici
nepiedlozi zadavateli/ spolecnosti ICON
zadné osobni udaje, pokud to neni piisné
vyzadovano a povoleno pravnimi ptedpisy.

6.3.3 Pred studii abc€hem studie mohou
zdravotnické zafizeni a zkousSejici poskytnout
zadavateli / spole¢nosti ICON osobni udaje
tykajici se zkousejiciho, spoluzkousejicich
a pracovniki studie nebo dalSich pracovniki,
ktefi se podileji na provadéni studie, na
jejichz zpracovani se mohou vztahovat platné
zakony na ochranu osobnich udaji
a soukromi. Zadavatel a spole¢nost ICON
maji  pravo vlozit jméno zkousejiciho,
prislusnych  spoluzkousejicich  a dalSich
pracovniki studie a adresu jejich ordinace do
pocitaové databaze a zpracovavat je.

6.3.4 Zdravotnické zafizeni ziska pro vysSe

uvedené ucely souhlas nezbytny pro
shromazd’ovani, pouziti, zpracovani,
uchovavani apfedani osobnich  Gdaji

tykajicich se zkousejiciho, spoluzkousejicich
a dal8ich pracovnika studie.

6.4 Zakaz pouzivani internich informaci

Pracovi$t€ souhlasi stim, Ze nebude

Page 16 of 36

Strana 16 z 36



ROW Master NIS Tripartite SSA

when it is in possession of Study Data or
other information that constitutes material
non-public information of the Sponsor.

6.5 Use of name or trademarks

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.
Provided that Institution hereby consents on
behalf of itself and Investigator that Sponsor
and/or ICON is hereby authorized to disclose
on one or more clinical trial
registries/databases  Institution’s  and/or
Investigator‘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 or using their trademarks, without
the prior written approval of Sponsor.

6.6 Publication

The Parties acknowledge that the Sponsor
shall retain ownership of all original Case
Report Forms that result from this Study.
However, the Investigator shall have
publication or  presentation  privileges
provided such manuscript and/or abstract is
submitted to the Sponsor for review and
comment sixty (60) days prior to submission
for publication or sixty (60) days prior to
presentation. If in the Sponsor’s judgment,

ROW ramcova trojstranna smlouva
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obchodovat s cennymi papiry zadavatele ani
poskytovat rady tykajici se cennych papirti
zadavatele, kdyz bude mit v drzeni udaje ze

studie nebo jiné informace, jez jsou
dalezitymi nevefejnymi informacemi
zadavatele.

6.5 Pouziti ndzvu ¢i ochrannych znamek

Zidnd ze smluvnich stran neuskuteéni,
nezada ani nebude S§ifit Zadnou inzerci,
sdéleni pro vefejnost, propagacni materidly
ani materialy jakéhokoli druhu za pouziti
jména druhé smluvni strany a/nebo dcefinych
¢i pridruzenych spole¢nosti druhé smluvni
strany nebo za pouziti jejich ochrannych
znamek bez predchoziho pisemného souhlasu
druhé smluvni strany. V souvislosti s vyse
uvedenym  zdravotnické zafizeni timto
souhlasi svym jménem ¢i  jménem
zkousejiciho stim, Zze zadavatel a/nebo
spoleCnost ICON jsou timto opravnéni
zvetejnit ucast zdravotnického zafizeni
a/nebo zkouSejiciho ve studii vjednom C¢i
vice registrech/databazich klinickych
hodnoceni, mimo jiné vcetn¢ uvedeni mista
a kontaktnich idaji zdravotnického zatizeni
a vSech dalSich mist, kde se studie podle této
smlouvy provadi. Spolecnost ICON a/nebo
zadavatel budou mit rovnéz pravo uvést
prislusné registracni udaje tykajici se studie
na internetovych strankéach
www.clinicaltrials.gov. Zdravotnické zafizeni
dale neuskute¢ni, nezada ani nebude Sifit
zadnou inzerci, sdéleni pro vefejnost,
propagaéni  materidly ani  materialy
jakéhokoli druhu za pouziti jména zadavatele
a/nebo dcefinych ¢i pridruzenych spolecnosti
zadavatele nebo za pouziti jejich ochrannych
znamek bez predchoziho pisemného souhlasu
zadavatele.

6.6. Publikovani

Smluvni strany berou na védomi, ze
zadavatel si  ponecha vlastnictvi vSech
pivodnich zaznami subjekti hodnoceni,
které vyplyvaji z této studie. Zkousejici vSak
bude mit pfednostni publika¢ni a prezentaéni
prava za predpokladu, ze svij rukopis a/nebo
abstrakt poskytne zadavateli k posouzeni
a ptipominkovani Sedesat (60) dntu pted
predloZenim k publikovani nebo Sedesat (60)
dnt pfed prezentovanim. Pokud by podle
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publication or presentation at a given time
would hinder the Sponsor’s Study, the
Investigator shall consider modifying the
publication or  presentation  schedules
accordingly. The Site further agrees to delete
information identified by ICON or the
Sponsor as Confidential Information, prior to
submitting such manuscript and/or abstract
for publication or presentation, or defer
publication or presentation of such
manuscript and/or abstract at the request of
ICON or the Sponsor, to permit the filing of
any desired patent applications by the
Sponsor. The Sponsor shall also have the
right to publish the Study. If the Study is part
of multi-centred non-interventional study
(which for the purposes of this Agreement
shall mean that at least one other institution is
taking part), any publication or presentation
based on the results obtained at the Site shall
not be made before the first multi-centre
publication. If a publication concerns the
analyses of sub-sets of data from a multi-
centred  non-interventional  study  the
publication or presentation shall make
reference to the relevant multi-centre
publication(s).

7. INTELLECTUAL PROPERTY

7.1 Ownership

7.1.1 Without compromising Sponsor’s rights
in Section 7.1.2 and 7.1.3, all documents,
Protocols, Confidential Information and
materials provided to the Institution/
Investigator pursuant to this Agreement or
developed during the course of conducting
the Study, excluding Qualified Participant
medical records and other source documents,
are and shall remain Sponsor’s property. Any

documents referenced herein shall be
returned  promptly upon request to
ICON/Sponsor.

7.1.2 All rights, title and interest in the
completed Study Data, except for the
Qualified Participants’ medical records, any
electronic database required to be created
under the Protocol and any Study reports
prepared by the Institution, Investigator, the
sub-investigators and the other Study
Personnel for the Sponsor (“Study Results”),
shall become the sole property of the

ROW ramcova trojstranna smlouva
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usudku zadavatele takové publikovani Ci
prezentovani v danou dobu ztizilo studii
zadavatele, zkouSejici zvazi odpovidajici
Upravy harmonogramu publikovani  ¢i
prezentovani. Pracovisté dale souhlasi s tim,
ze pred predlozenim takového rukopisu
a/nebo abstraktu k publikovani ¢i
prezentovani odstrani informace oznacené
spole¢nosti ICON ¢i zadavatelem za duvérné
nebo na Zadost spole¢nosti ICON ¢i
zadavatele odlozi publikovani ¢i prezentovani
takového rukopisu a/nebo abstraktu, aby
zadavatel mohl podat pozadované patentové
ptihlasky. Zadavatel bude rovnéz opravnén
publikovat studii. V pfipadé, Ze je studie
soucasti multicentrické neintervencni Studie
(coz pro ucely této smlouvy znamena, zZe je
do né& zapojeno alespon jedno dalsi
zdravotnické  zatizeni), nebude zadna
publikace ¢i prezentace zaloZzena na
vysledcich ~ ziskanych  na  pracovisti
zvefejnéna  pired  zvefejnénim  prvni
multicentrické  publikace. Pokud se
publikace tyk4 analyz dil¢ich soubori udajii
Z multicentrické neintervencni studie, budou
v publikaci Ci prezentaci uvedeny piislusné
multicentrické publikace.

7. DUSEVNI VLASTNICTVI
7.1 Vlastnictvi

7.1.1 Aniz by byla porusena prava zadavatele
v ¢lancich 7.1.2 a 7.1.3, vSechny dokumenty,
protokoly, davérné informace a materidly
poskytnuté zdravotnickému zafizeni /
zkousejicimu podle této smlouvy nebo
vytvofené béhem provadéni studie, krome
zdravotnich zdznamt zptsobilych ucastnikli
adalsich zdrojovych dokumentd, jsou
a zGstanou vlastnictvim zadavatele. Veskeré
zde uvedené dokumenty budou bezodkladné
na pozadani vraceny spole¢nosti ICON /
zadavateli.

7.1.2 Vsechna prava, majetkové naroky
a podily souvisejici se ziskanymi Udaji ze
studie, kromé zdravotnich  zdznamu
zpusobilych ucastnik, jakymikoli
elektronickymi databazemi, jejichz vytvofeni

je nutné podle protokolu, a jakymikoli
zpravami 0 studii vytvofenymi
zdravotnickym  zafizenim,  zkouSejicim,
spoluzkousejicimi  a dals$imi  pracovniky
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Sponsor. Institution and Investigator hereby
assign their entire rights, title and interest in
the Study Results to Sponsor. Institution
ensures that all rights, title and interest of the
sub-investigators and any other Study
Personnel in Study Results shall be equally
assigned to Sponsor. Institution and
Investigator will take reasonable and
customary precautions, including periodic
backup of computer files, to prevent the loss
or alteration of any Study Data.

7.1.3 Inventions whether or not patentable,
processes, know-how, trade secrets, data,
improvements,  patents  and/or  other
intellectual property relating to or otherwise
arising from the Study, conceived, generated
or first reduced to practice, as the case may
be, during the term of this Agreement
(hereinafter called “Inventions”), shall,
without further remuneration for Institution
and/or Investigator, be the property of the
Sponsor.

7.2 Disclosure

The Site shall promptly disclose to ICON
and/or the Sponsor, in writing, any Invention.

7.3 Cooperation

The Site shall take all such actions
throughout the term of this Agreement and
thereafter as shall be necessary in order to
ensure that the Inventions may be vested free
of encumbrance in the Sponsor in accordance
with Section 7.1 above. The Site shall further
cooperate with the Sponsor, at the Sponsor’s
expense by promptly executing any
documents or carrying out any acts that may
be required to vest the rights in or to
Inventions in the Sponsor and otherwise to
enable the Sponsor fully to protect its
intellectual property.

7.4 Background Rights

741 For the avoidance of doubt all
intellectual property rights and rights of a
similar nature owned by or licensed to the
Site, Sponsor or ICON prior to the date of
this Agreement shall remain that party’s

ROW ramcova trojstranna smlouva
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studie pro zadavatele (,,vysledky studie*) se
stanou vyhradnim vlastnictvim zadavatele.
Zdravotnické zafizeni a zkousSejici timto
postupuji vSechna sva prava, majetkové
naroky a podily spojené s vysledky studie
zadavateli. Zdravotnické zafizeni zajisti, Ze
vSechna prava, majetkové naroky a podily
spoluzkousejicich a dal$ich pracovniki studie
spojené s vysledky studie zadavateli budou
rovnéz postoupeny zadavateli. Zdravotnické
zafizeni  a zkouSejici ulini  pfiméfena
a obvykla opatieni, ktera zabrani ztraté¢ ¢i
zméné udaji ze studie, vcetn¢ pravidelného
zalohovani pocitacovych soubortil.

7.1.3  Patentovatelné i nepatentovatelné
vynalezy, postupy, know-how, obchodni
tajemstvi, data, vylepSeni, patenty a/nebo jiné
dusevni vlastnictvi souvisejici se studii ¢i
jinak vyplyvajici ze studie, jez byly
vymysleny, vytvoreny ¢i poprvé dovedeny do
faze praktického vyuziti b&hem doby
u¢innosti této smlouvy, (dale jen ,,vynalezy*)
budou, bez dal$i odmény pro zdravotnické
zatizeni a/nebo zkousSejiciho, vlastnictvim
zadavatele.

7.2 Sdéleni informaci

Pracovisté bezodkladné pisemné ozndmi
spolecnosti ICON a/nebo zadavateli jakykoli
vynalez.

7.3 Spoluprace

Pracovisté bude po celou dobu uc¢innosti této
smlouvy i poté provadét veskeré kroky, jez
jsou nezbytné pro to, aby bylo zajisténo, Ze
vynalezy mohou byt pievedeny bez vécného
bfemene na zadavatele v souladu
s ¢lankem 7.1 vySe. Pracovist¢ bude dale
spolupracovat se zadavatelem na néaklady
zadavatele tak, Ze bezodkladné¢ vyhotovi
jakékoli dokumenty nebo ucini jakékoli
kroky, jez mohou byt nezbytné pro pfevedeni
prav k vynaleziim na zadavatele, a jinak, aby
umoznilo zadavateli pln¢ chranit své dusevni
vlastnictvi.

7.4 Z&Kkladni prava

7.4.1 Aby se pteslo pochybam, veskera prava
k duSevnimu vlastnictvi a prava obdobného
charakteru, jez jsou pfed datem uzavieni této
smlouvy ve vlastnictvi pracovisté, zadavatele
¢i spolecnosti ICON nebo na né€Z ma
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property.

8. TERM AND TERMINATION

8.1 Term

8.1.1 This Agreement will remain in effect
from the Effective Date until completion of
the Study, closeout of the Site and
completion of the obligations of the parties
under this Agreement or earlier termination
in accordance with this Section 8 (hereinafter
the “Term”).

8.2 Termination by Institution

The Institution may terminate the Study by
providing notice in writing at any time with
immediate effect if ICON commits a material
breach of this Agreement and has not
remedied that breach (if remediable) within
thirty (30) days of receipt of written notice
from the Site requiring remedy and
specifying the breach complained of.

8.3 Termination by ICON

8.3.1 ICON may on its own behalf or that of
the Sponsor terminate the Study prior to
completion by providing written notice to the
Site with immediate effect for any of the
following reasons:

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

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

8.3.1.3 Without prejudice to the generality of
the rights of ICON under this Section 8.3.1 of
this Agreement, the Site acknowledges that
the Study forms part of a multi-centre non-
interventional study for which recruitment is
competitive and that the Study may
accordingly be terminated by ICON prior to
recruitment of the number of Qualifying
Participants stated in the Protocol or
Appendix 1 to this Agreement;
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pracovisté, zadavatel nebo spole¢nost ICON
licenci, zlstanou vlastnictvim piislusné

strany.

8. DOBA UCINNOSTI SMLOUVY A
JEJI UKONCENI

8.1 Doba uéinnosti smlouvy

8.1.1 Tato smlouva ziistane v u¢innosti od
data ucinnosti az do dokonceni studie,
uzavieni pracovist¢ asplnéni zavazku
smluvnich stran podle této smlouvy, nebo do
““““““ ukonceni v souladu stimto
¢lankem 8 (,,doba ucinnosti smlouvy*).

8.2 Ukonceni zdravotnickym zafizenim

Zdravotnické zatizeni muze kdykoli ukoncit
studii pisemnym ozndmenim s okamzitou
ucinnosti, pokud spole¢nost ICON zavaznym
zpisobem porusi tuto smlouvu atoto
poruSeni nenapravi (je-li napravitelné) do
triceti (30) dntt od obdrzeni pisemného
oznameni pracovisté, které pozaduje napravu
a specifikuje poruseni, jez je predmétem
stiznosti.

8.3. Ukonceni spole¢nosti ICON

8.3.1 Spolecnost ICON mize ukoncit studii
pfed dokonéenim svym vlastnim jménem
nebo  jménem  zadavatele  pisemnym
oznamenim pracovisti s okamzitou ucinnosti,
a to z kteréhokoli z dale uvedenych davodu:

8.3.1.1 oznadmeni zadavatele spolecnosti
ICON 0 ukonceni studie;
8.3.1.2 oznameni  Kkontrolniho  ufadu

zadavateli / spole¢nosti ICON o ukonceni
studie;

8.3.1.3 aniz by byl dotéen obecny charakter
prav  spolecnosti ICON podle tohoto
¢lanku 8.3.1 této smlouvy, pracovisté bere na
védomi, Ze studie tvoii Cast multicentrické
neintervenéni studie, vniz je ziskavani
subjektll kompetitivni, a Ze studie mlze byt
proto spolecnosti ICON ukoncena pied
ziskanim  poctu  zpusobilych  ucastnikl
uvedeného v protokolu nebo v piiloze 1 této
smlouvy;

Page 20 of 36

Strana 20z 36



ROW Master NIS Tripartite SSA

8.3.1.4 Determination by the Sponsor and/or
ICON that the Investigator, after reasonable
opportunity, is unable for any reason, to
satisfactorily perform the Study as required in
the Protocol and this Agreement including
without limitation the circumstances set out
in Section 5.1.2;

8.3.1.5 In the event that the Site commits a
breach of this Agreement and has not
remedied that breach (if remediable) within
thirty (30) days of receipt of written notice
from ICON requiring remedy and specifying
the breach complained of;

8.3.1.6 In the event that the Site commits a
breach of Section 12.11 of this Agreement;

8.3.1.7 If Site 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 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

8.3.1.8 Under the circumstances set out in
Section 3.15 above.

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

8.4 Termination of this Agreement

In the event that the Study is terminated then
this Agreement shall automatically terminate
with immediate effect.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

8.3.1.4 zadavatel a/nebo spole¢nost ICON
rozhodnou, Ze zkousSejici neni poté, co mu
byla poskytnuta pfiméfena prilezitost,
z jakéhokoli divodu schopen uspokojivym
zpusobem provadét studii podle pozadavkl
protokolu a této smlouvy, mimo jiné véetné
okolnosti uvedenych v ¢lanku 5.1.2;

8.3.1.5 pokud pracovisté porusi tuto smlouvu
a toto poruseni nenapravi (je-li napravitelné)
do tficeti (30) dnu od obdrzeni pisemného
oznameni od spolec¢nosti ICON, které bude
poZzadovat napravu a specifikovat poruseni,
jez je predmétem stiznosti,

8.3.1.6 vpfipadé, ze pracovist€ porusi
¢lanek 12.11 této smlouvy;

8.3.1.7 pokud se pracovist¢ dostane do
insolvence, podd navrh na ochranu pted
véfiteli podle platnych zakond o konkurznim
fizeni, bude podléhat nedobrovolnému
konkurznimu ftizeni, provede postoupeni ve
prospéch svych véfiteli, ma uréeného
spravce konkurzni podstaty pro veskery
majetek ¢i jeho ¢ast nebo prestane vykonavat
svou Cinnost ¢i pokud mu hrozi zastaveni
¢innosti; a

8.3.1.8 za

Vv ¢lanku 3.15 vyse.

okolnosti stanovenych

8.3.2 Spolecnost ICON muze bez uvedeni
divodu ukoncit studii svym jménem nebo
jménem zadavatele kdykoli pfed jejim
dokon¢enim, ato formou pisemného
ozn&meni pracovisti s 30denni lhatou.

8.4 Ukonceni této smlouvy

V piipadé, Ze je studie ukoncCena, bude tato
smlouva automaticky ukoncena s okamzitou
ucinnosti.
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8.5 Obligations of the Site after Termination

ROW ramcova trojstranna smlouva
s pracovistém o NIS

8.5 Zavazky pracovisté po ukonéeni

8.5.1 Immediately upon receipt of a notice of
termination, the Investigator shall stop
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.

8.5.2 In the event of early termination of this
Agreement by the Sponsor or ICON and
subject to an obligation on the Site to
mitigate any loss, ICON shall procure that the
Sponsor shall pay all third party costs
incurred and falling due for payment up to
the date of termination, and also all non-
cancellable third party expenditure falling
due for payment after the date of termination
which arises from commitments reasonably
and necessarily incurred by the Site for the
performance of the Study prior to the date of
notice of termination, and agreed with the
Sponsor. No further compensation shall be
payable to Institution or Investigator.

9. DEBARMENT CERTIFICATION

9.1 Representation

9.1.1 The Investigator represents that he/she
has never been and the Institution represents
that the Study Personnel, who will be
rendering services to the Sponsor or ICON,
have never been:

9.1.1.1 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), or

9.1.1.2. Threatened to be debarred or indicted
for a crime or otherwise engaged in conduct
for which a person can be debarred under
Regulations, or

9.1.1.3 Involved in any civil, criminal or
regulatory litigation or investigation,
arbitration proceedings that reasonably affect
their involvement in the Study, and that no

8.5.1 Thned po obdrZeni oznameni o ukonceni
zkousSejici zastavi zafazovani potencialnich
pacientd do studie au pacienti, ktefi jiz byli
do studie zafazeni, piestane provadét vykony
v mife 1ékatsky a eticky ptipustné.

8.5.2 V ptipadé piredcasného ukonceni této
smlouvy zadavatelem nebo spolec¢nosti ICON
as ohledem na zavazek zdravotnického
zatizeni zmirnit jakoukoli ztratu spolecnost
ICON zabezpeci, ze zadavatel uhradi veskeré
naklady tfetich stran vzniklé a splatné az do
data ukonceni arovnéz vSechny nezrusitelné
vydaje tietich stran splatné po datu ukonceni,
které vyplyvaji ze zavazkid pfimérené
a nezbytn¢ vzniklych pracovisti pfi provadéni
studie prede dnem oznameni o ukonceni
ajsou dohodnuté se zadavatelem.
Zdravotnickému zafizeni ani zkouSejicimu
nebudou vyplaceny zadné dalsi nahrady.

9. POTVRZENI, ZE NEDOSLO K
ZAKAZU CINNOSTI

9.1 ProhléaSeni

9.1.1 ZkouSejici prohlasuje, ze jemu,
a zdravotnické  zafizeni prohlasuje, Ze
pracovnikiim studie, ktefi budou poskytovat
sluzby zadavateli nebo spole¢nosti ICON,
nikdy:

9.1.1.1 nebyla zakazana cinnost, nedoslo
U nich ke ztrat€¢ odborné zpusobilosti, nebyla
omezena jejich  schopnost  vykonavat
I¢karskou praxi ani nebyli odsouzeni za
trestny ¢in, za ktery je mozné ulozit zakaz
¢innosti podle pravnich ptedpisii, mimo jiné
véetné mimo jiné vcetné 21 U.S.C. § 335a
(dale jen 335a) nebo zakona USA
0 vymahani préva v oblasti generickych 1éka
(Generic Enforcement Act) z roku 1992, odst.
306, pism. (a) nebo (b); ani

9.1.1.2. nebyli ohrozeni zdkazem cinnosti,
obvinéni ztrestného C¢inu ani se jinak
nepodileli na jednani, za néz je mozné ulozit
zakaz Cinnosti podle pravnich predpist; ani

9.1.1.3 nebyli =zapojeni do Zadného
obcanskopravniho ¢i trestniho sporu, sporu
S kontrolnim  Gfadem,  vySetfovani  ¢i
rozhodciho fizeni, které by mélo vliv na
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data produced by them in any previous study
in which they have been involved have been
rejected because of concern as to its accuracy
or bona fide nature, or

9.1.1.4 Disciplined by and/or banned by a
regulatory body from carrying out studies.

9.2 Notification of Debarment

9.2.1 The Site agrees that he/she/it shall
notify the Sponsor or ICON in the event of
any such debarment, conviction, threat or
indictment referred to in Section 9.1 above.

9.3 Not to Employ

9.3.1 During the term of this Agreement, the
Institution agrees not to employ or otherwise
engage any Study Personnel who has been
debarred or convicted of a crime for which a
person can be debarred.

9.4 Certification

9.4.1 Upon request by Sponsor or ICON,
from time to time the Site shall certify to
ICON in writing the
Investigator’s/Institution’s compliance with
the foregoing provisions.

10. INSURANCE
10.1 Insurance

10.1 The Institution shall maintain a level of

insurance, which is both commercially
reasonable and in accordance  with
Regulations.

10.2 The Parties acknowledge that Sponsor
shall maintain insurance coverage with
sufficient limits to cover their obligations
under the Study.

11. INSTITUTION COMPENSATION

11.1 Payments

ROW ramcova trojstranna smlouva
s pracovistém o NIS

jejich ucast ve studii, a Ze zadné udaje, které
jimi byly vytvofeny v jakékoli ptedchozi

.....

obavam o0 jejich pfesnost nebo

vaznych davodu; ani

jinych

9.1.1.4 proti nim nebylo vedeno disciplinarni
fizeni a/nebo jim nebyl kontrolnim ufadem
udélen zakaz provadéni studii.

9.2 Oznameni zakazu ¢innosti

9.2.1 PracoviSté souhlasi stim, ze bude
zadavatele nebo spole¢nost ICON informovat
v piipadé¢  jakéhokoli takového zakazu
¢innosti, uznani vinnym, hrozby nebo
obvinéni podle ¢lanku 9.1 vyse.

9.3 Zavazek nezaméstnat

9.3.1 Zdravotnické zafizeni souhlasi s tim, Ze
béhem doby Ttcinnosti této smlouvy
nezamestna ani jinak neangazuje pracovniky
studie, jimZ byla zakazana ¢innost nebo byli
odsouzeni za trestny ¢in, kvili némuz je
mozné ulozit zdkaz ¢innosti.

9.4 Potvrzeni

9.4.1 Na zadost zadavatele nebo spolecnosti
ICON pracovisté prilezitostné spole¢nosti
ICON pisemné potvrdi, Ze zkouSejici/
zdravotnické zatizeni dodrzuje vyse uvedena
ustanoveni.

10. POJISTENI
10.1 Pojisténi

10.1 Zdravotnické zafizeni bude udrzovat
Vv platnosti pojisténi, které bude z komercniho
hlediska  pfiméfené abude v souladu
S pravnimi piedpisy.

10.2 Smluvni strany berou na védomi, Ze
zadavatel bude udrzovat v platnosti pojisténi,
jehoz vyse bude postacujici, aby pokryvala
jejich zavazky v ramci této studie.

11. ODMENA ZDRAVOTNICKEHO
ZARIZENI

11.1 Platby
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11.1.1 ICON shall pay for each Satisfactorily
Completed Case (as defined in Section 11.1.2
below) in accordance with Appendix 1 to this
Agreement.

11.1.2 A “Satisfactorily Completed Case”
shall be one in which a patient is a Qualified
Participant, has completed the specified
Study period, and has been evaluated in
accordance with the Protocol. If a patient is
discontinued for reasons stipulated in the
Protocol, the Site shall be paid a prorated rate
for work completed in accordance with
Appendix 1.

11.1.3 Payments under Section 11.1.1 above
will be made within forty five (45) days
following receipt by ICON of the Case
Report Form completed in accordance with
Section 3.7 above. Final payment will not be
made until all queries are resolved.

11.1.4 Payment will be made payable to the
Institution (hereinafter called the “Payee”) in
accordance with the instructions in Annex 1.

Invoices will be made out in the name of
ICON. The Site acknowledges and agrees
that the Payee is the proper payee under this
Agreement. If the Site wishes to be paid via
bank transfer it/he/she must complete the
Beneficiary Form that will be provided
separately by CRO.

Institution VAT Number: | | |  IIR

11.1.5 For the avoidance of doubt all charges
and/or fees imposed by the Institution’s
banks shall be for the account of the
Institution,

11.2 Non-Payment

11.2.1 Unless otherwise agreed in writing

ROW ramcova trojstranna smlouva
s pracovistém o NIS

11.1.1 Spole¢nost ICON bude platit za kazdy
uspéSné dokonceny ptipad (dle definice
v ¢lanku 11.1.2 nize) v souladu s ptilohou 1
této smlouvy.

11.1.2 ,,Uspé&né dokonleny piipad“ bude

pfipad, kdy je pacient zplsobilym
ucastnikem, absolvoval stanovené obdobi
studie abyl  vyhodnocen v souladu

s protokolem.  Pokud je ucast pacienta
predcasn¢ ukoncena z divodl stanovenych
V protokolu, pracovisté obdrzi pomérnou ¢ast
platboy za praci vykonanou v souladu
s ptilohou 1.

11.1.3 Platby podle ¢lanku 11.1.1 vyse budou
provedeny do ¢tyficetipéti (45) dnt poté, co
spole¢nost ICON obdrzi zaznam subjektu
hodnoceni vyplnény v souladu s ¢lankem 3.7
vyse. Zavere¢na platba nebude provedena,
dokud nebudou vyleSeny vSechny
pripominky.

11.1.4 Platba bude provedena ve prospéch
PracoviSt¢ (dale jen ,prijemce platby®)
v souladu s pokyny v piiloze 1.

Faktura bude vystavena na jméno
spolecnosti  ICON. Pracovisté bere na
védomi a souhlasi s tim, Ze pfijemce platby
je tadnym piijemcem platby podle této
smlouvy. Pokud si pracovisté preje dostat
zaplaceno bankovnim pfevodem, musi
vyplnit formuladf piijemce platby, ktery
klinicka vyzkumna organizace poskytne
samostatn¢.

DIC zdravotnického zafizeni: VAT ID:

11.1.5 Aby se zabranilo pochybam, vsechny
sazby a/nebo poplatky ucétované bankami
zdravotnického zafizeni budou hrazeny
zdravotnickym zatizenim;

11.2 Neprovedeni plateb

11.2.1 Pokud nebude pisemné¢ dohodnuto
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ICON shall make no payment for patients
whom the Investigator entered into the Study
in violation of the Protocol (i.e. the patient is
not a Qualified Participant).

11.2.2 Unless otherwise agreed in writing no
payments shall be made by ICON in relation
to patients with respect to whom violations of
the Protocol have occurred, either for visits at
which Protocol variations occurred or for any
subsequent visits.

11.3 Return of Funds

11.3.1 If the Study is discontinued for any
reason it is agreed that the amounts paid or
payable under this Section 11 shall be
prorated based on 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.

11.3.2 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. If Site fails to
do so, ICON, in its sole discretion, may
suspend further payment until the amount
has been returned, or offset the amount
against future work under Agreement (if
possible),

11.4 Pass-through Costs

ICON agrees to pay the pass-through costs
set out in Appendix 1 in arrears upon
production by the Institution of adequate
written evidence that such costs have been
incurred. The Site shall ensure that such
invoices are sent to ICON within sixty (60)
days of the expense being incurred.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

jinak, spole¢nost ICON neprovede zadné
platby za pacienty, které zkousejici zatadil do
studie v rozporu s protokolem (tj. pacient
neni zpasobilym ucastnikem).

11.2.2 Pokud nebude pisemné dohodnuto
jinak, spole¢nost ICON neprovede zadné
platby tykajici se pacientl, v souvislosti
snimiz byl poruSen protokol, ato za
navstévy, pii nichz doslo k odchylkdm od
protokolu, ani za zadné nasledné navstévy.

11.3 Vraceni finan¢nich prostredka

11.3.1 Pro piipad, Ze bude studie z jakéhokoli
divodu ptedCasné¢ ukonéena, se smluvni
strany dohodly, ze Ccastky =zaplacené C¢i
splatné podle tohoto ¢lanku 11 budou
pomérné prepocteny na zakladé skutecné
prace tadné¢ vykonané podle protokolu
vsouladu spiilohoul ktéto smlouvé.
Jakékoli finan¢ni prostredky, které nejsou
podle této kalkulace splatné, avsak byly uz
zaplaceny, budou vraceny spolecnosti ICON
do tficeti (30) dnii od data ukonéeni smlouvy.

11.3.2 Pokud spolec¢nost ICON béhem studie
zaplati Castku prevySujici ¢astku odpovidajici
skute¢n¢ tadné vykonané praci, jakékoli
finan¢ni prostiedky, které nejsou podle této
kalkulace splatné, avsak byly uz zaplaceny,
budou spolecnosti ICON vraceny do ticeti
(30) dntt od pisemné Zzadosti spolecnosti
ICON. Pokud tak pracoviste¢ neucini,
spolecnost ICON mulze podle svého
vyhradniho uvazeni pozastavit dalsi platbu az
do vraceni této Castky, nebo mize castku
zapocCist oproti budouci praci podle této
smlouvy (je-li to mozné).

11.4 Prefakturované naklady

Spole¢nost ICON souhlasi s tim, ze uhradi
dosud nezaplacené ptefakturované naklady
uvedené v ptiloze 1 po  predlozeni
odpovidajicich pisemnych dokumentt
zdravotnickym zafizenim dokladajicich, ze
takové naklady vznikly. Pracovisté zajisti, ze
takové faktury budou zaslany spolecnosti
ICON do sedesati (60) dnti od vzniku vydaje.
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11.5 All costs

11.5.1 The payments listed above and more
fully described in Appendix 1 represent all
Study costs, and no other moneys shall be
payable upon termination or otherwise.

11.5.2 Institution and Investigator agree that
the compensation received under this
Agreement does not exceed the fair market
value of the services Institution and
Investigator are providing, and that no
payments are being provided to Institution
and Investigator for the purpose of inducing
Institution or Investigator to purchase or
prescribe any drugs, devices or products.
Institution and Investigator agree that
Institution and Investigator 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 and Investigator further agree that
Institution and Investigator will not provide
any money or item of value to any
government official or representative to
improperly influence government actions.

11.5.3 The Institution shall ensure that
financial controls are in place and that
payments and transfers of wvalue are
reasonable and consistent with fair market
value in the relevant jurisdiction.

11.6 Budget Non-Disclosure

To the extent possible under the Regulations
and other applicable law the Site shall
consider all  budget information as
confidential and shall discuss such
information exclusively with ICON and/or
the Sponsor. Any discussion of this
Agreement or its budget terms by the Site
with any third party may be treated by ICON
as an irremediable breach for the purposes of
Section 8.3.1.5 above.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

11.5 V8echny naklady

115.1 Platby, které jsou uvedeny vySe
a podrobnéji popsany v pfiloze 1, predstavuji
veskeré naklady studie; a pfi ukonceni ani
jinak nebudou splatné zadné jiné financni
Castky.

11.5.2 Zdravotnické =zafizeni a zkousSejici
souhlasi stim, Ze odména obdrZena podle
této smlouvy neptevysi spravedlivou trzni
hodnotu sluzeb poskytovanych
zdravotnickym zafizenim a zkousejicim a Ze
platby nejsou zdravotnickému  zafizeni
a zkouSejicimu  poskytovany proto, aby
zdravotnické  zafizeni nebo  zkousejici
zakoupili nebo predepsali jakékoli Iéky,
zdravotnické  prostiedky  ¢i  vyrobky.
Zdravotnické zafizeni a zkousSejici souhlasi
stim, ze nebudou Zzadnému pacientovi,
pojistovateli ani vladnimu organu uctovat
polozky, navstévy, sluzby ¢i  vydaje
poskytnuté ¢i uhrazené spolecnosti ICON ¢i
zadavatelem. Zdravotnické  zafizeni
a zkousejici dale souhlasi stim, Ze
neposkytnou zadné financ¢ni prostiedky ani
hodnotnou véc zadnému vladnimu Gfednikovi
¢i zastupci s cilem nevhodn€ ovlivnit vladni

kroky.

11.5.3 Zdravotnické zatizeni zajisti, ze budou

vpraxi  zavedena  financni  kontrolni
mechanismy aze platby a pievody hodnot
budou pfiméfené abudou odpovidat
spravedlivé  trzni  hodnoté v piislusné
jurisdikei.

11.6 Zachovani mléenlivosti o rozpoétu

V mife povolené podle pravnich predpisii
adalsi platné legislativy bude pracovisté
povazovat vSechny rozpoctové informace za
divérné abude 0nich jednat vyhradné se
spole¢nosti ICON a/nebo se zadavatelem.
Jakakoli diskuze pracovisté o této smlouveé
nebo jejich rozpoctovych podminkach
S jakoukoli tfeti stranou mize byt spolecnosti
ICON povazovdna za  nenapravitelné
poruseni pro ucely ¢lanku 8.3.1.5 vyse.
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12. GENERAL PROVISIONS

12.1 Assignment

The Site 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. 1CON shall
have the power to assign this Agreement to
the Sponsor without the Site’s consent.

12.2 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. 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.

12.3 Notices

12.3.1 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:
12.3.1.1 If to ICON

ICON Clinical Research Limited

South County Business Park, Leopardstown,
Dublin 18, Ireland

Attention:
Tel:
Email:

With copy addressed to
ICON
Clinical Research Limited, South County
Business Park, Leopardstown, Dublin 18,
Ireland
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12. OBECNA USTANOVENI

12.1 Postoupeni

Pracovisté nesmi postoupit sva prava a/nebo
prenést své zavazKky vyplyvajici z této
smlouvy bez predchoziho pisemného
souhlasu spole¢nosti ICON, jejiz souhlas
nebude bezdivodné odepren. Spolecnost
ICON méa pravo postoupit tuto smlouvu
zadavateli bez souhlasu pracovisté.

12.2 Vzdani se prav

Vzdani se jakékoli podminky této smlouvy
kteroukoli ze stran v Zzadném piipadé nebude
povazovano ani interpretovano jako vzdani se
takové podminky v jakémkoli podobném
ptipadé v budoucnosti nebo pii jakémkoli
nasledném poruseni této smlouvy. VsSechna
prava, opravné prostiedky, zavazky,
povinnosti a dohody obsazené v této smlouvé
jsou kumulativni azadné znich nebude

pfedstavovat omezeni jakéhokoli jiného
opravného prosttedku, prava, zavazku i
dohody.

12.3 Oznameni

12.3.1 Ozndmeni podle této smlouvy budou
vyhotovena pisemné a budou povazovana za
postacujici, pokud budou doru¢ena osobné,
zaslana doporucené s dorucenkou, zaslana
uznavanou expresni kuryrni sluzbou, faxem
¢i elektronickou postou na nize uvedenou e-
mailovou adresu abudou adresovany
nasledovné:

12.3.1.1 Zaslani spole¢nosti ICON

ICON Clinical Research Limited

South County Business Park, Leopardstown,
Dublin 18, Irsko
K rukédm:
Tel:
E-mail:

Kopie bude adresovana vrchnimu fediteli:

- ICON Clinical Research Limited,

South County Business Park, Leopardstown,
Dublin 18, Irsko.
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11.3.1.2 If to the Institution/Investigator

ROW ramcova trojstranna smlouva
s pracovistém o NIS

11.3.1.2 Zaslani zdravotnickému zafizeni /
zkouSejicimu

12.4 Severability

The invalidity or unenforceability of any
provision of this Agreement shall in no way
affect enforcement of any other provision of
this Agreement.

12.5 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 Investigator is an
independent contractor, and no Party has the
authority to bind the other, nor the other’s
representatives, in any way.

12.6 Governing Law

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.

12.7 Entire Agreement

12.7.1 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 Site. 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 12.7.2 below.

12.4 Oddélitelnost jednotlivych ustanoveni
smlouvy

Neplatnost ¢i nevymahatelnost jakéhokoli
ustanoveni této smlouvy nebude mit zadny
vliv na vymahani jakéhokoli jiného
ustanoveni této smlouvy.

12.5 Vztah smluvnich stran

Nic vtéto smlouvé nelze vykladat jako
vytvofeni sdruzeni, partnerstvi, spole¢ného
podniku, zaméstnaneckého vztahu nebo
vztahu zmocnitele azmocnénce mezi
smluvnimi stranami, ¢imz se rozumi, Zze
zkousejici  jsou  nezavislym  smluvnim
dodavatelem a zadna ze smluvnich stran neni
opravnéna zadnym zplsobem zavazovat
druhou smluvni stranu ani jeji zastupce.

12.6 Rozhodné pravo

Tato smlouva a veskeré spory a/nebo naroky
vzniklé podle této smlouvy se budou ridit
abudou vykladany vsouladu se zakony
Ceské republiky bez ohledu na stiet pravnich
zésad.

12.7 Celistvost smlouvy

12.7.1 Tato smlouva, vcetn¢ priloh,
predstavuje uplnou dohodu a ujednani mezi
smluvnimi stranami, pokud jde o pfedmét
této smlouvy, ama piednost pted vSemi
dokumenty, slovnimi souhlasy ¢i dohodami
ucinénymi mezi spolecnosti ICON
a pracovistém. Jakéakoli uprava této smlouvy
musi byt provedena pisemné, podepsana
smluvnimi stranami a oznacena jako dodatek,
kromé nékterych vzajemné dohodnutych
zmén rozpoétu studie v priloze 1, jak je
stanoveno v ¢lanku 12.7.2 nize.
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12.7.2 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.

12.7.3 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.

12.8 Counterparts

12.8.1 This Agreement shall be executed in
three counterparts, each party shall receive
one counterpart.

This Agreement shall come into force on the
day of being signed by all parties and shall
become effective upon publication in the
contract register in accordance with Act No.
340/2015 Coll., on the contract register.

12.9 Survival

Sections in this Agreement relating to
obligations which have accrued or that have
application beyond the term of this
Agreement including without limitation those
relating to confidentiality and Confidential
Information, proposed or actual inspections
by a Regulatory Authority, ICON Disclaimer,
publications, intellectual property,
indemnification and use of names and any
provision required to interpret and enforce
the parties' rights and obligations under this
Agreement to the extent required for the full
observation and performance of this
Agreement, shall survive any termination of
this Agreement.

ROW ramcova trojstranna smlouva
s pracovistém o NIS

12.7.2 Nasledujici zmény rozpoctu studie
mohou byt dolozeny dopisem tykajicim se
upravy rozpoc¢tu podepsanym spolecnosti
ICON: (1) zvySeni celkového rozpoctu studie
Supravou C¢i bez upravy harmonogramu
plateb nebo (2) Uprava harmonogramu plateb
bez jakékoli zmény celkového rozpoctu
studie.

12.7.3 Pokud dojde krozporu mezi touto
smlouvou a jejimi pfilohami, jsou uréujici
podminky této smlouvy. Pokud dojde
k rozporu mezi touto smlouvou a protokolem,
je urlujici protokol, pokud jde o otazky
tykajici se lécby zpiisobilych tcastnikd,
a smlouva je urcujici, pokud jde o vSechny
ostatni zalezitosti.

12.8 Stejnopisy

12.8.1 Tato smlouva je vyhotovena ve tiech
stejnopisech, kazda ze smluvnich stran obdrzi
po jednom.

Tato smlouva nabyva platnosti podpisem
vSech  smluvnich stran a  ucinnosti
uvetejnénim  smlouvy v registru  smluv
vsouladu se zakonem ¢. 340/2015 Sh., o
registru smluv.

12.9 Pretrvani platnosti ustanoveni

Ustanoveni této smlouvy souvisejici se
zavazky, které vznikly nebo budou trvat i po
ukonceni ucinnosti této smlouvy, mimo jiné
véetné zavazkl souvisejicich s mlcenlivosti
a diivérnymi informacemi, navrhovanymi ¢i
probihajicimi inspekcemi kontrolniho ufadu,
odmitnutim odpovédnosti spolecnosti ICON,
publikacemi, dusevnim vlastnictvim,
odskodnénim a pouzivanim jmen ¢i nazvl
a jakymikoli dal§imi ustanovenimi, ktera jsou
nezbytna pro vyklad auplatiiovani prav
a povinnosti smluvnich stran podle této
smlouvy Vrozsahu potiebném pro uplné
dodrZeni a plnéni této smlouvy, pietrvaji i po
ukonceni smlouvy.
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12.10 Compliance with applicable anti-

ROW ramcova trojstranna smlouva
s pracovistém o NIS

12.10 Dodrzovani platnych protikorupénich

bribery/anti-corruption Requlations,

pravnich prfedpist a pravnich pfredpisu pro

international trade compliance and insider boj s uplatkaistvi, pravidel mezinarodniho
trading laws obchodu azidkoni o zneuziti duvérnych

12.10.1 The Parties acknowledge that they
are bound by all applicable Regulations
which may include 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.

12.10.2 In performing the Study and or
services under this Agreement, the Site (and
their 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 Site shall
notify ICON and Sponsor immediately upon
becoming aware of any breach under this
Section.

12.10.3 For the purpose of monitoring
compliance with applicable Regulations and
the terms of this Section, Site agree(s) that
ICON shall have the right to conduct an
investigation or audit of payments and/or
transfers of value made by the Site related to

obchodnich informaci

12.10.1 Smluvni strany berou na védomi, Ze
jsou povinny dodrzovat veskeré platné pravni
predpisy, mimo jiné vcetné¢ zakona proti
korupénim praktikdm v zahrani¢i (Foreign
Corrupt Practices Act, FCPA) a britského
zakona pro boj proti korupci a tplatkaistvi
(Bribery Act). Smluvni strany se nedopusti
jednéni popsaného v tomto ¢lanku, které by
vedlo k poruseni platnych pravnich pfedpisi
jinou smluvni stranou.

12.10.2 Pracoviste¢ (ajeho zaméstnanci
a zastupci) pfi provadéni studie anebo sluzeb
podle této smlouvy: (i) souhlasi stim, Ze
pfimo ani nepifimo nenabidli poskytnuti,
neslibili, neschvalili ani nepfijali zZadné
platby ani nic hodnotného, vcetné tuplatkd,
vécnych a/nebo financnich darii ve vztahu
k jakémukoli vefejnému Ciniteli, kontrolnimu
ufadu ani komukoli jinému za nevhodnym
ucelem ovlivilovani, podporovani nebo
odmeénovani jakéhokoli jednani, opomenuti ¢i
rozhodnuti ve snaze ziskat nepatfi¢nou
vyhodu, ato veetné =ziskani ¢i udrZeni
zakazky, aze tak ani neucini; a (ii) budou
dodrzovat veskeré platné protikorupéni
zakony a piedpisy, zakony a predpisy pro boj
proti  Uplatkafstvi, oborové  predpisy
aprofesni  kodexy.  Pracovist¢  bude
informovat spoleénost ICON a zadavatele
okamzité, jakmile se dozvi o jakémkoli
poruseni smlouvy podle tohoto ¢lanku.

12.10.3 Pro ucely monitorovani dodrzovéni
platnych pravnich ptedpisi a podminek
tohoto ¢lanku pracovisté souhlasi s tim, Ze
spole¢nost ICON bude mit pravo provést
kontrolu ¢i audit plateb a/nebo prevodi
hodnot provedenych pracovistém
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the Study. The Site shall cooperate fully with
such investigation or audit, the timing of
which shall be at the sole discretion of ICON.

12.10.4 The Institution shall ensure that all
Study Personnel, subcontractors (if any) and
agents (if any) receive appropriate anti-
corruption training.

12.10.5 Any violation of this Section 12.10
by the Institution or Investigator constitutes a
material breach of this Agreement. In
addition to any other sanction provided by
law and/or this Agreement, ICON may
terminate this Agreement for cause and with
immediate effect.

12.10.6 The Institution shall prohibit its
Study  Personnel  from trading in,
recommending that others trade in, or
disclosing information to others who may
trade in ICON or Sponsor securities while in
possession of material non-public
information and employ reasonable efforts to
prevent any such conduct by study staff.

12.10.7 In performing the Study and or
services under or related to this Agreement,
the Institution and Investigator 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
Personnel, subcontractors, or agents, are: (a)
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).

ROW ramcova trojstranna smlouva
s pracovistém o NIS

V souvislosti se studii. Pracovist¢ bude pii
takové kontrole ¢i auditu, jejichz nacasovani
bude zaviset vyhradné na spolecnosti ICON,
pIn¢ spolupracovat.

12.10.4 Zdravotnické zafizeni zajisti, Ze
v8ichni  pracovnici  studie  a pfipadni
subdodavatelé a zastupci podstoupi
odpovidajici zaskoleni v otdzk&ch boje proti
korupci.

12.10.5 Jakékoli poruseni tohoto
¢lanku 12.10 zdravotnickym zafizenim ¢i
zkousejicim pfedstavuje zdsadni poruseni této
smlouvy. Kromé jakychkoli dal§ich sankci
stanovenych zakonem a/nebo touto smlouvou
mize spole¢nost ICON tuto smlouvu
zuvedeného divodu s okamzitou ucinnosti
ukoncit.

12.10.6 ~ Zdravotnické zafizeni zakaze
pracovnikiim studie v dob¢, kdy maji v drzeni
dalezité nevefejné informace, obchodovat
Scennymi papiry spolecnosti ICON ¢i
zadavatele, doporucovat ostatnim, aby s nimi
obchodovali, nebo sdé€lovat informace
ostatnim, ktefi mohou s cennymi papiry
spolecnosti ICON ¢i zadavatele obchodovat,
avyvine priméfené usili, aby zabranilo
takovému chovani pracovniki studie.

12.10.7 Pti provadéni studie anebo sluzeb
podle této smlouvy nebo souvisejicich s touto
smlouvou budou zdravotnické zafizeni
a zkousejici  dodrzovat vSechny platné
mezinarodni zékony tykajici se vyvozu,
sankci a regulace obchodu, které se vztahuji
na piislusny obor, zafizeni a poskytovani
sluzeb podle této smlouvy. Zdravotnické

zatizeni prohlaSuje a zaruCuje, ze samo
zdravotnické  zafizeni, Zzadna  zjeho
pfidruzenych  spoleCnosti  ani  zadny
z pracovnikdl  studie, subdodavateld  ¢i

zastupc, ktefi se podileji na Cinnostech
podle této smlouvy ¢i souvisejicich s touto
smlouvou, nejsou: (a) zahrnuti do seznamu
stran, pro néz plati omezeni, vedenych vladou
nebo jinym pfisluSnym vladdnim organem
USA (jak je definovano nize); nebo (b) ve
vlastnictvi nebo pod kontrolou jakékoli osoby
nebo strany popsané v bod¢ (a) tohoto ¢lanku
nebo nachazejici se na jakémkoli trhu, pro
ktery plati omezeni a sankce ulozené USA,
EU nebo Organizaci spojenych narodu (,,trh,
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12.10.8 The Institution further represents and
warrants that the performance by or on behalf
of it of activities under or related to this
Agreement are neither for the benefit of nor
shall they be performed in or for end-use
within a Restricted Market.

12.10.9 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 Excluded Parties
List, which is managed by the U.S. General
Services Administration - Office of
Acquisition Policy.

12.11 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.

Changes and amendments to this Agreement
are possible only by written agreement of the
Parties.

ROW ramcova trojstranna smlouva
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pro ktery plati omezeni; v souc¢asné dobé
se jednd o Krym, Kubu, Donécky region,
Irén, Severni Koreu, Sudan a Syrii).

12.10.8 Zdravotnické zatizeni dale prohlaSuje
a zaruCuje, ze provadéni Cinnosti jim
samotnym nebo jeho jménem podle této
smlouvy nebo v souvislosti s ni neprobiha ve
prospéch trhu, pro ktery plati omezeni,
neprobihd na takovém trhu ani neprobiha pro
ucely koncového pouziti na takovém trhu.

12.10.9 Zdravotnické zatizeni dale prohlasuje
a zaruCuje, ze jej nevlastni ani neovladda
zadna fyzicka ¢i pravnicka osoba uvedena na
jakémkoli seznamu stran, pro néz plati
omezeni, ani s ni neni jinak spojeno a podle
svych nejlepSich znalosti nevyuziva sluzeb
zadné takové fyzické ¢i pravnické osoby.

»deznam stran, pro néZ plati omezeni“
znamena seznam specialné vymezenych
obCani spravovany americkym ufadem
Department of the Treasury Office of Foreign
Assets  Control; konsolidovany seznam
fyzickych osob, skupin a pravnickych osob,
na které se vztahuji finan¢ni sankce EU
realizované podle spolecné bezpecnostni
a zahrani¢ni politiky EU; seznam
vyloucenych fyzickych/pravnickych osob
publikovany americkym ufadem Health and
Human Services — Office of Inspector
General; a seznam vylouéenych stran, ktery
je spravovan americkym ufadem General

Services Administration — Office of
Acquisition Policy.

12.11 Transparentnost

Spoleénost ICON a zadavatel mohou za

jakymkoli zakonnym tcéelem adle sveho
vlastniho uvéazeni zvefejnit podminky této
smlouvy, mimo jiné v¢etné celkové odmeény
(vCetné¢ poplatktt a vydaji) splatné nebo
zaplacené podle této smlouvy. Zadavatel
a spole¢nost ICON si pii takovém zvefejnéni
vyhrazuji pravo pfisoudit vesSkeré odmény
zaplacené podle této smlouvy kazdé osobg,
ktera poskytuje sluzby podle této smlouvy.

Zmény a dopliky této smlouvy jsou mozné
jen pisemnou dohodou smluvnich stran.
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The rights and obligations of the Parties not
governed by this contract shall be governed
by the law of the Czech Republic, in
particular Act No. 89/2012 Coll., The Civil
Code, and the Act on Medical Devices, as
amended. The parties undertake to settle any
disputes between them in an amicable
manner and by mutual agreement; however,
if they are not settled by mutual agreement,
all disputes arising from this Agreement and
this Agreement shall be settled by the
competent court in the Czech Republic.

In the event of a conflict between the Czech
and English versions of the contract, the
Czech version shall prevail.

The Institution agrees to publish the
Agreement in the contract register in
accordance with Act 340/2015 Coll. on the
contract register to the extent stipulated by
this Act and approved by ICON within five
(5) business days of the date of the last
signature and to inform ICON of its
publication by email. In the event that ICON
does not receive confirmation of publication
of the Agreement within five (5) business
days of the date of the last signature, it is
entitled to take appropriate steps to make it
public. The Contracting Parties agree that the
trade secrets designated by the Sponsor will
be exempted from the Agreement and their
amendments before being published in the
contract register. Before signing the
Agreement, the Sponsor will send the final
version of the Agreement with the marked
text, which it considers to be the business
secret of the Sponsor, to the Institution.

Annex 1 - Fees / Costs

Annex 2 - Protocol

Annex 3 - Model of informed consent
Annex 4 - SUKL notification

Appendix 5 - Ethics Committee Approval

The Sponsor undertakes not to conclude any
further Agreement with the Investigator or
any other cooperating person for this clinical
trial.

[REMAINDER OF PAGE

INTENTIONALLY BLANK]
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Prava a povinnosti  smluvnich  stran
neupravend touto smlouvou se fidi pravem
Ceské  republiky, zejména  zakonem

¢. 89/2012 Sb., obcansky zakonik, a zdkonem
0 zdravotnickych prostfedcich, ve znéni
pozd¢jsich predpist. Strany se zavazuji fesit
ptipadné spory mezi nimi smirnou cestou a
vzajemnou dohodou, pokud vSak nebudou
vyfeseny vzajemnou dohodou, budou se
vSechny spory vyplyvajici z této smlouvy a s
touto smlouvou souvisejici fesit u vécné a
mistné piislusného soudu v Ceské republice.

V pfipadé rozporu mezi Ceskou a anglickou
verzi smlouvy ma piednost a je rozhodujici
verze Ceska.

Zdravotnické zafizeni se zavazuje, Ze
zvefejni smlouvu v registru smluv v souladu
se zakonem 340/2015 Sb. o registru smluv v
rozsahu stanoveném timto zakonem a
odsouhlaseném spole¢nosti
ICON/zadavatelem do péti (5) pracovnich dni
ode dne posledniho podpisu a informuje o
jejim zvetejnéni spole¢nost ICON e-mailem.
V pfipad¢é, ze spole¢nost ICON neobdrzi
potvrzeni o zvefejnéni smlouvy do péti (5)
pracovnich dni ode dne posledniho podpisu,
je opravnéna podniknout pfislusné kroky k
jejimu zvefejnéni. Smluvni strany souhlasi,
7ze obchodni tajemstvi urCend zadavatelem
budou vynata ze smlouvy a jejich dodatkt
pted publikovanim v registru smluv. Pied
podpisem smlouvy posle zadavatel finalni
verzi smlouvy s vyznaCenym textem, ktery
povazuje za obchodni tajmenstvi zadavatele,
zdravotnickému zafizeni.

Ptiloha 1 — poplatky/naklady

Pfiloha 2 - protokol

Ptiloha 3 — vzor informovaného souhlasu
Piiloha 4 — ozndmeni SUKL

Ptiloha 5 — schvaleni Etické komise

Zadavatel se zavazuje, Ze na toto klinické
hodnoceni neuzavie se zkousejicim ani jinou
spolupracujici osobou zadnou dalsi smlouvu.

[ZBYVAJICI  CAST
ZAMERNE PRAZDNA ]

STRANY JE
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IN WITNESS WHEREOF, the Parties NA DUKAZ CEHOZ smluvni strany
have caused this Agreement to be executed povétily své fadné zmocnéné zastupce
by their duly authorized representatives to podepsanim této smlouvy s u¢innosti od
be effective as of the Effective Date. data u¢innosti.

ICON

Date / Datum;

Name / Jméno:

Signature / Podpis:

INSTITUTION / ZDRAVOTNICKE ZARIZENI:

Date / Datum;

Name / Jméno: doc. NN

Signature / Podpis:

INVESTIGATOR / ZKOUSEJICI:

Date / Datum;

Name / meno: I

Signature / Podpis:
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APPENDIX 1

FEES/COSTS

All invoices will be issued on the basis of a
Statement of Work, which will include a list
of the performed work under the Contract to
issue an invoice.

The Statement of Work will be sent to the
Institution each quarter by ICON to:

Invoice will be paid 45 days after receipt of
invoice by the CRO.

Invoices should be sent to:

ICON Clinical Research Limited,

South County Business Park, Leopardstown,
Dublin 18, Ireland

Study Code:

The invoice will be sent via email to:

0012-0093 PROMETCO CZE Tripart CTA Dual V1.0 20190423
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ROW ramcova trojstranna smlouva
s pracovistém o NIS

PRILOHA 1

POPLATKY/NAKLADY

Veskeré faktury budou vystaveny na zakladée
platebniho ptehledu, ktery bude zahrnovat
seznam provedenych vykont dle Smlouvy a
vyzvu k vystaveni faktury.

Platebni  piehled a  vyzvy  budou
zdravotnickému zafizeni zasilany za kazdé
uplynulé Ctvrtleti spole¢nosti ICON, a to na
adresu

Splatnost faktur: 45 dni po obdrZeni faktury.

Faktura bude vystavena na:

ICON Clinical Research Limited,

South County Business Park, Leopardstown,
Dublin 18, Ireland

Study Code:
Faktura bude odeslana e-mailem na adresu:
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ROW Master NIS Tripartite SSA

ROW ramcova trojstranna smlouva
s pracovistém o NIS

FEE PER VISIT/ Poplatek za
navstévu

Baseline /VV1

V2

V3

V4

V5

V6

\Z4

V8

V9

V10

V11

V12

V13

V14

V15

V16

V17

V18

TOTAL

Administrative fee will be paid to the
Institution immediately upon signature of the
Agreement / Spravni poplatek  bude
zdravotnickému zafizeni vyplacen ihned po
podpisu smlouvy.

Agreement amendment fee shall be paid to
the Institution immediately upon signature of
the Agreement amendment / Poplatek za
zménu Smlouvy bude bude zdravotnickému
zatizeni vyplacen ihned po podpisu Dodatku
ke Smlouve.

Fee for Study documents archiving shall be
paid within the final payment. / Poplatek za
archivaci  studijnich  dokumentd  bude
vyplacen v ramci zavérecné platby.
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