TFS

It’s all about trust

Clinical Site
Agreement

Smiouva pro
klinické pracovisteé

This Clinical
(hereinafter

Site Agreement
“"Agreement”) dated
is made by and

between:

- TFS Trial Form Support, s.r.o., with
registered office Klimentskda 1216/46,
110 02 Praha 1, Czech Republic, ID:
27876756, VAT: CZ27876756,
hereinafter “TFS”, on behalf of Sponsor
GE Healthcare Limited, Armersham
Place, Little Chalfont, HP7 9NA, Great
Britain, Company Number 1002610,
hereinafter “Sponsor”, on basis of an
agreement.

TFS is represented by by
, Director Finance, TFS West &
East Europe.

and

- Fakultni nemocnice v Motole,
government organization, ID:
00064203, VAT: Cz 00064203,

registered office V Uvalu 84, 150 06
Praha 5, Czech Republic, represented by
JuDr. Ing. Miloslav Ludvik, MBA,
director, based on the terms of
appointment dated 27th April 2000 ,
hereafter “"Provider”.

Tato smlouva pro klinické pracovisté
(dale jen ,smlouva™), datovana
, se uzavira mezi témito

stranami:

- TFS Trial Form Support, s.r.o., se
sidlem na adrese Klimentska 1216/46,
110 02 Praha 1, Ceska republika, ICO:
27876756, DIC: CZ27876756, dale jen
,TFS" v zastoupeni zadavatele GE
Healthcare Limited, Armersham
Place, Little Chalfont, HP7 9NA, Velka
Britanie, registracni CcCislo spolecnosti
1002610 (dale jen ,,zadavatel")

TFS je zastoupena
financnim
West & East Europe

reditelem, TFS

- Fakultni nemocnice v Motole, statni
prispévkova organizace, 1CO:
00064203, DIC: CZ 00064203, se
sidlem V Uvalu 84, 150 06 Praha 5,
Ceskd republika, zastoupenou JUDr.
Ing. Miloslavem Ludvikem, MBA,
reditelem, na zakladé jmenovani ze dne
27. 4. 2000,
dale ,poskytovatel "
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WHEREAS :

- GE Healthcare Limited, Armersham Place,
Little Chalfont, HP7 9NA, Great Britain,
VAT: 1002610 hereinafter “Sponsor” or
“"GE Healthcare” is sponsoring the
Study (as that term is defined below)
and has contracted with TFS to
coordinate, oversee and/or perform
certain activities required for the
conduct of the Study.

- TFS will supervise the Study at the
Provider, monitoring of compliance of
the Provider and Investigator with the
Protocol and this Agreement,
negotiation and signature of the
Agreement and administration of
compensation and reimbursement of
amounts described hereunder.

- The Provider agrees to perform in
Provider’s facility located at Fakultni
nemocnice v Motole, Kardiologicka
klinika, 2. LF UK a FN Motol
(hereinafter “clinical trial performing
location”) the clinical study of
AdreView™ (Iobenguane I 123
Injection) (hereinafter the "“Study
Drug”), entitled “"AdreView™ Myocardial
Imaging for Risk Evaluation -
A multicentre trial to guide ICD
implantation in NYHA class II & III heart
failure patients with 30%<LVEF<35%.
ADMIRE-ICD”,

hereinafter the "Study", according to
the protocol with number GE 122-020,
hereinafter the “"Protocol”.

PLATI NASLEDUJICI :

- SpoleCnost GE Healthcare Limited,
Armersham Place, Little Chalfont, HP7 9NA,
Velkd Britdnie, DIC: 1002610 dale jen
.zadavatel" nebo , GE Healthcare",
zadava studii (podle nize uvedené
definice tohoto pojmu) a uzavrela
smlouvu se spoleCnosti TFS ke
koordinaci, dozoru a/nebo provadéni
urcitych ¢innosti potiebnych k
vykonavani studie.

- Spole¢nost TFS bude dohlizet nad
provadénim studie Y zarizeni
poskytovatele, sledovat zarizeni
poskytovatele a zkousejiciho pri jejich
dodrzovani pravidel protokolu a této
smlouvy, vyjednavat a podepisovat tuto
smlouvu a preddvat odmény a
proplacet ¢astky zde popsané.

- Poskytovatel souhlasi, Zze v prostorach

Fakultni nemocnice v Motole, na
Kardiologické klinice 2 LF UK a FN
Motol, (dale jen , misto provedeni
klinického hodnoceni) umozni
zkousejicimu vykonavat klinickou studii
s pripravkem AdreView™ (Iobenguane I
123 Injection) (dale jen ,hodnoceny
Iék") pod ndzvem ,Zobrazovani
myokardu s  pouzitim  pfipravku
AdreView™ k vyhodnoceni rizika -
multicentrické klinické hodnoceni k
fizeni rozhodovani o implantaci ICD u
pacientl se srde¢nim selhdnim tfidy
NYHA IT a IIT a s 30 % < LVEF < 35 %.
ADMIRE-ICD V,

dale ,studie", podle protokolu s cislem
GE 122-020, dale , protokol".
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The study will be carried out by

(the “Investigator”) and
other study staff and the Provider
ensures that the equipment at the
workplace and site facilities are
adequate to perform the Study.

Investigator is an employee of the
Provider.

Investigator desires to participate in the
Study as described in this Agreement.

A  separate agreement between
Sponsor/TFS and the Investigator will
be signed detailing his responsibilities
for the Study and his compensation.

By separate agreement, Sponsor has
engaged TFS to act on behalf of Sponsor
for the purposes of oversight of the
Study at the Provider’s facility,
monitoring of compliance of the Provider
and Investigator with the Protocol and
this Agreement, negotiation and
signature of the Agreement and
administration of compensation and
reimbursement of amounts described
hereunder.

For the purposes of compliance with the
requirements set out in Directive
2001/20/EC, Sponsor appoints TFS as
authorized representative in EU. TFS
does not assume any of the legal
liabilities of Sponsor for the Study by
virtue of the role of authorized
representative and does not therefore
require insurance or indemnity to meet
such liabilities. TFS shall not have any

Studii bude provadét

(,zkousejici*) a dalsi studijni
personal, a poskytovatel zajisti, ze
vybaveni na pracovisti a zarizeni
pracovisté jsou v adekvatnim stavu k
vykonavani studie.

Zkousejici
poskytovatele.

je zaméstnancem

ZkousSejici si preje zucastnit se studie
podle popisu v této smlouvé.

Bude podepsana samostatna dohoda
mezi zadavatelem/spole¢nosti TFS a
zkousejicim obsahujici podrobnosti o
jeho povinnostech pro studii a jeho
vyrovnani.

Ve zvlastni smlouvé zadavatel zapojil

spolecnost TFS jako zastupce
zadavatele pro Ucely dozoru nad
provadénim studie Y zarizeni

poskytovatele, sledovani poskytovatele
a zkousSejiciho pfi jejich dodrzovani
pravidel protokolu a této smlouvy,
vyjedndvani a podepsani této smlouvy

a predavani odmény a proplaceni
castek zde popsanych.
Pro Uely dodrzovani pozadavki

ustanovenych ve smérnici 2001/20/EC
spolecnost zadavatel jmenuje
spole¢cnost TFS svym opravnénym
zastupcem v Evropské unii. Spolec¢nost
TFS neprebira zadné zakonné
povinnosti zadavatele pro studii v ramci
své role opravnéného zastupce, a proto
tedy nepotfebuje zZadné pojisténi ani
odSkodnéni  pro  ucely takovych
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direct role in the conduct of the Study povinnosti. Spole¢nost TFS nema
nor have any role in commercialization zadnou primou funkci v provadeéni
of the Study Drug. studie ani nemd Zzadnou funkci pfri

uvadéni hodnoceného léku na trh.
IT HAS BEEN AGREED AS FOLLOWS: NASLEDUJICI BYLO DOHODNUTO:

ARTICLE 1 - AIMS CLANEK 1 - CILE

1.1. Under the conditions of this|1.1. Podle podminek této smlouvy
Agreement, Provider agrees that poskytovatel souhlasi, ze zkousejici
Investigator will perform the Study provede studii v souladu s
to perform the Study in accordance ustanovenimi této smlouvy,
with the terms of this Agreement, protokolu a patfiénych zakond,

the Protocol, and all applicable laws,
particularly Act. No. 378/2007 Coll.,
on Pharmaceuticals, amended, Act.

No. 372/2001 Coll., on health
services, amended, Act. No.
101/2000 Coll.,, on personal data
protection, amended, and notice
226/2008 Coll., on good clinical
practice, regulations, guidelines
(including but not limited to national
laws and guidelines and the
International Conference on

Harmonisation Guideline for Good
Clinical Practice: Consolidated
Guidance (E6))(together “Applicable
Laws”).

Investigator agrees to conduct the
Study at Provider’'s facility in
accordance with the terms of this
Agreement, the Protocol, and all
applicable laws, regulations,
guidelines (including but not limited
to and the International Conference
on Harmonisation Guideline for Good
Clinical Practice: Consolidated

zejména zakona ¢. 378/2007 Sb., o
|éCivech, ve znéni pozdéjsich
predpist, zadkona ¢&. 372/2011 Sb., o
zdravotnich  sluzbach, ve znéni
pozd&jsich pFedpisl, zadkona ¢&.
101/2000 Sb., o ochrané osobnich
Udajl, ve znéni pozdé&jsich predpisl
a vyhladgky & 226/2008 Sb., o
spravné klinické praxi, nafizeni,
pokynud (v&etné, ale bez omezeni na
statni zakony a pokyny, a
harmoniza¢ni smeérnici Mezinarodni
konference pro spravnou klinickou
praxi: konsolidovana smérnice
(E6))(spolecné ,prislusné zakony").

Podle podminek této smlouvy
zkousejici souhlasi s provadénim
studie v zarizeni poskytovatele, v
souladu s  ustanovenimi  této
smlouvy, protokolu a patfi¢nych
zakonl, nafizeni, pokynd (v&etng,
ale bez omezeni na harmonizacni
smeérnici Mezinarodni konference pro
spravnou klinickou praxi:
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Guidance (E6))(together “Applicable
Laws”) and warrants that he/she is
employed by Provider.

1.2. The Study shall be conducted under  1.2.
the direction and supervision of the
Investigator. Provider warrants that
(i) the Investigator is an employee
of the Provider and (ii) Provider,
Investigator and each person or
entity involved in the conduct of the
Study engaged by Provider to
perform the Study (hereinafter
“Study Personnel”) have the
necessary experience and
qualification to conduct the Study.
The  Provider agrees to be
responsible for the acts and
omissions of all Study Personnel in
the Study. The Investigator may
not be replaced without Sponsor’s
prior written consent that shall not
be unreasonably withheld. In case
the Investigator becomes
unavailable for objective reasons to
fulfill his obligations as Investigator
of the study, the Provider shall
present to the Sponsor another
suitable Investigator. If found and
provided that the Sponsor accept
new Investigator an addendum to
this Agreement mentioning the new
Investigator’s name will be
prepared.

Investigator will at all times be
responsible for any acts or omissions
of the Investigator and any other
employees, agents and third parties
involved in the Study by the
Investigator (collectively, the “Study

konsolidovana smérnice
(E6))(spole¢né , prislusné zakony") a
zarucuje, Ze je zaméstnancem
poskytovatele.

Studie se bude provadét podle
pokynd a pod dohledem
zkousejiciho. Poskytovatel zarucuje,
ze (i) zkousSejici je zameéstnancem
poskytovatele a ze (ii) poskytovatel,
zkouSejici a kazda osoba nebo
jednotka zapojena poskytovatelem a
zkousejicim do provadéni studie
(dale jen ,personadl ve studii*) maji
nezbytné zkusSenosti a kvalifikace k
provadéni  studie. Poskytovatel
souhlasi, Ze bude zodpovidat za ciny
a zanedbani veskerého personalu ve
studii  zapojeného do  studie.
ZkousSejici nesmi byt vyménén bez
predchoziho pisemného schvaleni

zadavatele, ktery nebude
bezdlvodné& odepfen. V pfipadé, ze
zkousejici nebude MOCi

z objektivnich  pfi¢in  plnit  své
povinnosti zkousejiciho studie,
poskytovatel nabidne zadavateli
jiného vhodného zkousSejiciho. Pokud
se najde a za predpokladu, ze je
zadavatelem novy zkousejici
schvadlen, bude pripraven dodatek
k této smlouvé, ktery bude
obsahovat jeho jméno.

ZkousSejici bude vzdy zodpovidat za
veskeré ¢iny nebo zanedbani
zkousejiciho a veskerych jinych
zaméstnancl, agentld a tfetich stran
zapojenych do studie zkousejicim
(spole¢né ,personal ve studii*) a
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Staff”) and each shall be responsible
for and liable to Sponsor ensuring
that the Investigator and their
respective Study Staff do not
undertake any acts or omissions
that would compromise the
Provider’s and/or Investigator’s
obligations herein to the Sponsor,
including but not limited to those in
respect of confidentiality, publication
and inventions.

1.3. Investigator, through TFS, shall 1.3.
obtain the written approval of the
Study (including without limitation,
the Protocol and Consent Documents
(as defined below)) from the
appropriate Ethics Committee (the
“EC"”) and shall obtain the EC’s letter
of approval prior to commencement
of the Study. If the EC requires any
changes to the Protocol or Consent
Documents, TFS shall promptly
notify Sponsor, and such changes
shall not be implemented without
Sponsor’s prior written consent.

The Study shall be carried out on
the basis of approval ref. No.:
sukls222560/2015, granted by the
State Institute for Drug Control
(SUKL) on 01 March 2016, and a
favorable opinion ref. No.: 1748/15
and 283/16, granted by the Ethics
Committee Fakultni  nemocnice
Motol, on 03 February 2016 and 02
March 2016 as the Local Ethics
Committee and a favorable opinion
ref. No.: 6/16 MEK, granted by the
Ethics Committee Fakultni
nemocnice Brno on 16 March 2016

kazdy z nich bude zodpovidat a bude
mit povinnosti vU¢i zadavateli pfi
zajisténi, ze zkousejici a patficny
personal ve studii nepodniknou
zadné akce ani zanedbani, které by
zkompromitovaly zde uvedené
povinnosti  poskytovatele a/nebo
zkoudejiciho vi¢i zadavateli, v&etng,
ale bez omezeni na povinnosti s
ohledem na duvérnost, zvefejnéni a
vynalezy.

Zkousejici, prostrednictvim
spole¢nosti TFS, obdrzi pisemné
schvaleni studie (vcetné, ale bez
omezeni na protokol a schvalovaci
dokumenty (jak je vysvétleno nize))
od patricné etické komise (,EK") a
schvalovaci dopis od EK pred
zahajenim studie. Pokud EK bude
pozadovat  jakékoli zmény Vv
protokolu nebo ve schvalovacich
dokumentech, spole¢nost TFS to
okamzité oznami zadavateli a takové
zmény nebudou provedeny bez
predchoziho pisemného schvaleni
zadavatele.

Studie bude provedena na zakladé
povoleni ~ Statniho  dstavu  pro
kontrolu léciv (SUKL), vydaného dne
1. brezna 2016 pod ¢. j.
sukls222560/2015, a souhlasnych
stanovisek etické komise Fakultni
nemocnice Motol, vydanych dne 3.
unora 2016 a 2. brezna 2016 pod ¢.
j. 1748/15 a 283/16 v pozici mistni
etické komise a etické komise
Fakultni nemocnice Brno, vydanych
dne 16. bfezna 2016 pod ¢. j. 6/16
MEK v pozici etické komise pro
multicentrické  studie. TFS a
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as the Committee for Multicentre
Studies. TFS and Sponsor if required
by Applicable Law, shall make

necessary submissions or
notifications to these regulatory
authorities.

1.4. Sponsor, through TFS, will provide | 1.4.
Investigator with a form of informed
consent for use in the Study (the
“Consent Documents”) and
Investigator shall obtain approval of
the Consent Documents from the
appropriate EC as set forth above.
Investigator shall use the Consent
Documents to obtain from each
individual who is to participate in the
Study as a subject (“Subject”)
his/her written informed consent,
which consent shall be consistent
with all Applicable Laws, and shall
include the Subject’s express written
authorization for the disclosure by
Provider to Sponsor and Sponsor’s
employees, agents, and independent
contractors, of patient-identifiable
information pursuant to applicable
privacy laws. Sponsor/TFS or its
designee shall be permitted to
review all executed Consent
Documents.

1.5. Investigator shall diligently screen  1.5.
and enroll duly qualified (strictly
according to the Protocol) Subjects
for the Study. Investigator shall
immediately cease screening and
enrolling additional Subjects in the
Study upon receipt of a notice from
TFS/Sponsor or its agent that the
total enrollment for the Study at all
Study sites has been reached.

zadavatel, pokud to vyzaduji platné
zakony, provedou nezbytna podani a
oznameni témto regulacnim
organtm.

Zadavatel, pres spoleCnost TFS,
poskytne  zkousejicimu  formulaF
informovaného souhlasu k pouziti ve
studii (,dokumenty souhlasu™) a
zkousejici ziska schvaleni
dokumentl souhlasu od patfi¢né EK,
jak je stanoveno vysSe. ZkousSejici
pouzije dokumenty souhlasu k
ziskani pisemného informovaného
souhlasu od kazdého jednotlivce,
ktery se ma studie zucastnit jako
subjekt (,subjekt"), a tento souhlas
bude odpovidat vSem platnym
zadkonim a bude obsahovat vyslovné
pisemné opravnéni subjektu pro
poskytovatele k uvolnéni informaci,
které pfinalezi subjektu podle
platnych  zdkond o  soukromi,
zadavateli a zaméstnancdm,
zastupcim a nezavislym
kontraktordm. Zadavatel/spole¢nost
TFS nebo jimi urcené strany budou
smét nahlizet do vSech dokoncenych
dokumenty souhlasu.

ZkousSejici patricné vysetfi a zaradi
spravné  kvalifikované  subjekty
(prisné podle protokolu) pro studii.
Zkousejici okamzité ukonci
vySetfovani a zarazovani dalSich
subjektd do studie po obdrzeni
oznameni od spolec¢nosti
TFS/zadavatele nebo jejich
zastupcl, Ze bylo dosaZeno plného
poctu subjektld do studie na vsech
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Sponsor shall have no obligation to
pay for any Subjects enrolled by
Investigator thereafter, except for
those Subjects already entered into
the screening process. The agreed
number of randomized patients at
this site is This number may
vary according to competitive
recruitment which will be followed
throughout the Study.

1.6. The Study is estimated to begin in | 1.6.
The enrolment period

is estimated to be The
total duration of the clinical trial is
expected to be with the

end of study estimated to be

1.7. TFS/Sponsor has the right to|1.7.
terminate the participation of the
Study site in this Study if no
patients have been included 6
months after the site has received a
“Study start letter”.

1.8. Provider and Investigator shall not| 1.8.
retain any subcontractor to perform
any of its obligations under this
Agreement without the prior written
consent of Sponsor. Any such
consent shall not relieve Provider of
its obligations hereunder, and
Provider shall remain fully liable for
all acts and omissions of any
subcontractor.

1.9. Provider shall ensure during the | 1.9.
conduct of the Study and for one (1)

studijnich  pracovistich. Zadavatel
nebude povinen platit za zadné
subjekty, které zkousejici zaradi po
tomto oznameni, s vyjimkou
subjektd jiz zapojenych do procesu
vysetfeni. Dohodnuty pocet
randomizovanych pacientd na tomto
pracovisti je Tento pocet se
muUZe ménit podle kompetitivniho
naboru, ktery bude béhem studie
sledovan.

Ocekava se, ze studie zacne v
Obdobi  naboru

bude trvat asi . OcCekava
se, ze klinické hodnoceni bude
celkem trvat a konec
studie se oCekava v

Spole¢nost TFS/zadavatel maji pravo
ukoncit ucast studijniho pracovisté v
této studii, pokud nebudou zafazeni
74dni pacienti 6 mésici poté, co
pracovisté obdrzi ,Dopis o zahajeni
studie™.

Poskytovatel ani zkousejici
neprijmou zadné dalsi
subkontraktory k provadéni zadnych
svych povinnosti podle této smlouvy
bez pfedchoziho pisemného souhlasu
zadavatele. Zadny takovy souhlas
nezbavi poskytovatele jeho
povinnosti  zde uvedenych a
poskytovatel nadale ponese
veskerou zodpovédnost za veskeré
ciny a zanedbani kazdého
subkontraktora.

Poskytovatel béhem provadeéni
studie a po dobu jednoho (1) roku
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1.10.

year after its completion,
Investigator shall, and shall cause
any sub-investigator(s) (if
applicable) to, execute and update
such forms, disclosures and
certifications now or subsequently
required by Sponsor/TFS or any
applicable regulatory bodies related
to his/her financial interests in the
Sponsor and/or the Study Drug. In
addition, upon Sponsor’'s or TFS’
request, Provider shall provide
Sponsor or TFS, as applicable, with
information regarding payments or
other transfers of value provided by
the Provider to its personnel
(including, Investigator and Study
Personnel) for conduct of the Study
in a written form acceptable to
Sponsor. Sponsor shall hold such
information in confidence and shall
only use and disclose such
information as necessary to comply
with Applicable Laws.

Provider and Investigator covenant
that in connection with this
Agreement, they will not directly or
indirectly offer, promise, pay, or
agree to pay (a) any political

contributions or charitable
donations; (b) anything of value to
any official, political party, or

political candidate; or (c) anything
with value with the intent (i) to
induce another person to perform
improperly a relevant function or
activity, or (ii) to reward that person
for the improper performance of

1.10.

po jejim skoncleni zajisti, ze
zkousejici bude plnit a aktualizovat,
a zajisti, aby kazdy spoluzkousejici
(je-li vhodné) plnil a aktualizoval,
formulare, zverejnéni a certifikaty
pozadované nyni nebo nasledné
zadavatelem/spoleCnosti TFS nebo
jakymkoli regulatornim Ufadem ve

vztahu k jeho/jejim finanénim
zdjmim vzhledem k zadavateli
a/nebo k hodnocenému Iéku. Navic
na zadost zadavatele nebo
spolecnosti TFS poskytne
poskytovatel zadavateli nebo
spolec¢nosti TFS, je-li to vhodné,
informace ohledné plateb nebo
jinych hodnot predanych
poskytovatelem  jeho personalu

(vCetné zkousejiciho a personalu ve
studii) za provadéni studie, a to v
pisemné formé prijatelné pro
zadavatele. Zadavatel bude takové
informace udrzovat v dUvérnosti a
bude pouzivat a zverejiiovat pouze
takové informace, které jsou
nezbytné pro dodrzovani platnych
zakond.

Poskytovatel a zkousejici se
zavazuji, ze ve spojeni s touto
smlouvou nebudou pfimo ani
neprimo nabizet, slibovat, platit, ani
souhlasit se zaplacenim (a) zadnych

politickych prispévkl &i
charitativnich  dard; (b) ni¢eho
hodnotného zadnému Urfednikovi,
politické strané ¢i  politickému
kandidatovi; ani (c) ni¢eho
hodnotného s umyslem (i)
presvedcit jinou osobu k
nepatficnému  provadéni ddlezité
funkce nebo c&innosti ani (i)
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such a function or activity. In
addition, Provider agree to (y)
perform their obligations under the
Agreement in full compliance with all
anti-bribery laws, any comparable
statutes, regulations applicable in
the jurisdiction(s) in which such
performance is rendered and (z)
maintain books and records that
accurately reflect the dispensation of
funds its receives from Company in
furtherance of the Agreement.
Provider and/or Investigator shall
promptly notify Sponsor in writing if
Provider discovers that any person
working in connection with this
Agreement engages in any of the
foregoing and will notify Sponsor of
the details of Provider's and/or
Investigator’s actions related
thereto. Provider shall fully
cooperate with Sponsor in its
compliance with Czech Republic laws
and other laws relating to the
foregoing.

ARTICLE 2 - ORGANISATION

2.1. TFS/Sponsor agrees to supply the
Provider with necessary amount of
Study Drug (labelled in accordance
with local requirements), and with
case report forms for each Subject
for the conduct of the Study. The
Study Drug shall be supplied free of
charge.

Study Drug will not be supplied to
the Provider wuntil all required

odménovat tuto osobu za nepatricné
provadéni takové funkce nebo
cinnosti. Navic poskytovatel
souhlasi, ze bude (y) provadét své
povinnosti podle smlouvy plné v
souladu se vsemi pravnimi predpisy
o Uplatkarstvi, podobnymi
stanovami, predpisy platnymi v
jurisdikci (jurisdikcich) ve kterych se
takové plnéni kond, a (z) udrzovat
zapisy a zaznamy, které presné
zachycuji rozdélovani fondld, jez
dostava od spolec¢nosti na plnéni této

smiouvy. Poskytovatel a/nebo
zkousejici bez prodleni pisemné
oznami zadavateli, pokud

poskytovatel zjisti, ze jakakoli osoba
pracujici ve spojeni s touto smlouvou
je zapojena do jakékoli vyse
uvedené ¢innosti, a oznami
zadavateli podrobnosti krokl, které
poskytovatel v  tomto  sméru
podnikne. Poskytovatel bude piIné
spolupracovat se zadavatelem pri
dodrzovani zakon( Ceské republiky a
jinych zakonl( vztahujicich se na
vySe uvedené.

CLANEK 2 - ORGANIZACE

2.1. Spole¢nost TFS/Sponsor souhlasi, ze
dodaji poskytovateli nezbytné
mnozstvi hodnoceného léku
(oznaceného etiketami v souladu s
mistnimi pozadavky) a formulare pro
zédznam subjektl pro kazdy subjekt
k provadéni studie. Hodnoceny I|ék
bude poskytnut zdarma.

Hodnoceny lék nebude poskytovateli
predan, dokud zkousSejici nepreda

GE 122-020 CS_Template_28 Jan2016_ Czech Republic_bilingual_bipartite_ INS - Fakultni nemocnice Motol _Version

_Nr1_23May2016_FINAL

Page 10 of 45




TFS

It’s all about trust

documents have been provided to
TFS/Sponsor by the Investigator.
Such required documents include
without limitation: The Investigator's
CV, signed protocol signature and
financial disclosure of the
Investigator and his family, written
approval of the Study (including the
Protocol and Consent Documents)
by both the EC and the applicable
regulatory authority. Study drug
shall be delivered to the Provider’s
Nuclear Medicine Department
Pharmacist.

Provider shall appoint agent/agents
meeting professional qualification
criteria for the medical position of a
pharmacist or pharmaceutical
assistant pursuant to the applicable
legislation, particularly according to
§ 19, Section 1, letter d) Regulation
No. 226/2008 Coll., as amended and
according to the instructions issued
by SUKL LEC - 12. Such agents shall
be responsible for Study Drug
Handling and keeping full records
thereon.

Immediately after appointing such
agent, Provider shall notify TFS in
writing of the name and surname of
the appointee(s) along with the
appropriate contact details.

The Provider acknowledges that
Pharmacist of the Nuclear Medicine
Department, who is employed by
the Provider, will be a member of
the study team and will be
responsible for the receipt of Study

spolecnosti TFS/zadavateli veskeré
pozadované dokumenty. Mezi takové
pozadované dokumenty patfi, bez
omezeni:  zivotopis zkousejiciho,
podepsany protokol, podpis a
financni informace o zkousejicim a
jeho rodiné, pisemné schvaleni
studie (véetné protokolu a
dokumentl souhlasu), schvalené jak
EK, tak patficnym regulatornim
organem. Hodnocené I|éCivo bude
dodano lékarnikovi Oddéléni
nuklearni mediciny poskytovatele.

Poskytovatel urci zastupce spliujici
profesni kvalifikacni kritéria pro
lékarskou pozici farmaceuta nebo
farmaceutického asistenta na
zakladé prislusnych pravnich
predpisi, zejména pak dle § 19,
odst. 1, pism. d) vyhlasky C.
226/2008 Sb., v platném znéni a dle
pokynu SUKL LEK-12. Takovyto
zastupce/zastupci budou zodpovédni
za manipulaci s hodnocenym |ékem
a vedeni Uplnych zaznamu tykajicich
se hodnoceného léku.

Ihned po jmenovani takovéhoto
zastupce, poskytovatel oznami
spolecnosti TFS pisemnou formou
jméno a pfijmeni zastupce/zastupcl
spolu s pfislusSnymi kontaktnimi
udaji.

Poskytovatel bere na védomi, ze
Clenem  studijniho  tymu  bude
farmaceut Oddéléni nuklearni
mediciny, ktery je v pracovnim
pomeéru k poskytovateli a ktery bude
zodpovédny za prevzeti
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Drug and its proper storage at study
site and its dispensing for study
purposes according to the relevant
legislation, in particular § 19, para
1, letter d) Regulation No. 226/2008
Coll., as amended and pursuant to
SUKL LEK-12. The Nuclear Medicine
Department Pharmacist's reward will
be provided under an agreement
concluded between Sponsor and the
Provider.

The Pharmacist and Investigator
shall be responsible for the adequate
storage of Study Drug from the time
the supplies have reached the
Provider until collection by
TFS/Sponsor or destruction at the
expenses previously approved by
the Sponsor.

TFS/Sponsor will provide
information, in English, regarding
the Study Drug concerning shelf life,
storage and distribution.

The Provider and Investigator shall
be responsible for the adequate
storage of Study Drug from the time
the supplies have reached the
Provider until collection by
TFS/Sponsor or destruction.

TFS/Sponsor  will supply the
Investigator with up-to-date
information on existing or newly-
available information on the safety
and efficacy of the Study Drug as
this information becomes available
to the Sponsor from other clinical
studies.

hodnoceného Iéku, jejich Fadné
skladovani a jejich vydej pro ucely
provadéni studie dle prislusnych
pravnich pfedpisl, zejména pak dle
§ 19, odst. 1, pism. d) vyhlasky C.
226/2008 Sb., v platném znéni a dle
pokynu SUKL LEK-12. Odména
farmaceuta Oddéléni  nuklearni
mediciny bude zajiSténa v ramci
smlouvy uzaviené mezi zadavatelem
a poskytovatelem.

Farmaceut a zkouSejici budou
zodpovidat za patficné uchovavani
hodnoceného léku od doby, kdy
zasoby dorazi poskytovateli, az do
jejich odevzdani spole¢nosti
TFS/zadavateli nebo do likvidace,
ktera probéhne na predem
schvalené naklady zadavatele.

Spole¢nost TFS/zadavatel poskytnou
informace, a to v angli¢ting, o
hodnoceném |éku ohledné doby
pouzitelnosti, uchovavani a
predavani.

Poskytovatel a zkousejici budou
zodpovidat za patricné uchovavani
hodnoceného léku od doby, kdy
zasoby dorazi k posyktovateli, az do
jejich odevzdani spoleCnosti
TFS/zadavateli nebo do likvidace.

Spole¢nost TFS/zadavatel dodaji
zkousejicimu aktudlni informace o
stavajicich nebo poslednich
informacich o  bezpecCnosti a
ucinnosti hodnoceného léku tak, jak
tyto informace budou zadavateli k
dispozici z jinych klinickych studii.

GE 122-020 CS_Template_28 Jan2016_ Czech Republic_bilingual_bipartite_ INS - Fakultni nemocnice Motol _Version

_ Nr1_ 23May2016_FINAL
Page 12 of 45




TFS

It’s all about trust

2.2. The Provider and Investigator shall | 2.2.
receive the Study Drug after Study
initiation and shall use the Study
materials including Study Drug only
for the Study.

Provider and Investigator shall (a)
keep a detailed and written
inventory of the Study Drug, and
other materials provided by
TFS/Sponsor for the Study and shall
store such materials according to
the Protocol and/or TFS/Sponsor
instructions and (b) not charge any
Subject or any third party payer for
the Study Drug and other such
materials, (c) not transfer any Study
Drug or other such materials to any
third party without Sponsor’s prior
written consent, (d) not use any
Study Drug or other such materials
for any purpose other than
performance of the Study in
accordance with this Agreement, the
Protocol and any written instructions
of Sponsor, (e) promptly notify
Sponsor/TFS if any quantity of Study
Drug or other such materials is lost,
damaged or destroyed while in their
possession and be liable to Sponsor
for the replacement cost of such
quantity of Study Drug and other
materials.

Any Sponsor Investigational Product
not used for the Study will be
destroyed in accordance with
Sponsor’'s SOPs and reasonable

Poskytovatel a zkousSejici obdrzi
hodnoceny lék po zahdjeni studie a
budou pouzivat studijni materialy,
vCetné hodnoceného léku, pouze pro
studii.

Poskytovatel a zkousejici budou (a)
udrzovat podrobny a pisemny
seznam hodnoceného |éku a jinych
materidll poskytnutych spole¢nosti
TFS/zadavatelem pro studii a budou
takové materidly uchovavat podle
protokolu a/nebo pokynd spolednosti
TFS/zadavatele a (b) nebudou
pozadovat od zadného subjektu ani
treti platici strany zaplaceni za
hodnoceny |ék, ani jiné takové
materidly, (c) nebudou predavat
hodnoceny |ék, ani jiné takové
materidly zadné treti strané bez
predchoziho pisemného schvaleni
zadavatele, (d) nebudou pouzivat
hodnoceny |ék, ani jiné takové
materialy pro zadny jiny ucel kromé
provadéni studie v souladu s touto
smlouvou, protokolem a veskerymi
pisemnymi pokyny zadavatele, (e)
bez prodleni oznami
zadavateli/spolecnosti TFS, pokud se
jakékoli mnozstvi hodnoceného léku,
¢i jiného takového materialu ztrati,
poskodi nebo zniCi v jejich drzeni, a
budou zadavateli zodpovidat za
nahrazeni ceny takového mnozstvi
hodnoceného léku a jinych
materiald.

Po skonCeni nebo predc¢asném
ukonceni studie bude veSkery
zbyvajici hodnoceny lék
znehodnocen v souladu s SOP a
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2.3.

instructions, and all Sponsor
Confidential Information will be
returned to TFS/Sponsor after

completion or termination of the
Study. This paragraph
notwithstanding, Provider may
retain one (1) copy of all confidential
information in order for archival
purposes and to establish any
continuing obligations hereunder.

The Provider and its Investigator
shall keep the TFS/Sponsor and
their clinical trial monitor informed
of all events of the Study by the
most appropriate means and as
required by the protocol and
Applicable Laws.

The Provider and Investigator will
allow audits and visits by the
TFS/Sponsor’s clinical trial monitor
or other members of the
TFS/Sponsor such as
representatives from the Clinical
Quality Assurance Department.

The Provider and Investigator shall
promptly notify Sponsor/TFS of any
inspection or audit relating to the
Study by any regulatory authority.
Sponsor and/or TFS shall have the
right to be present at any such
inspections and shall have the
opportunity to provide, review, and
comment on any responses that
may be required. If the Sponsor
cannot participate in the inspection
or audit, then the Provider shall
cooperate in permitting the Sponsor
to be on premises or available by
phone so as to permit the Sponsor

2.3.

dostupnymi pokyny zadavatele, a
véechny dlUvérné informace a
materidly zadavatele, se vrati
spolecCnosti TFS/zadavateli. Tento
odstavec nehledé, poskytovatel si
muZe ponechat jednu (1) kopii véech
ddvérnych informaci a materiald pro

ucely archivace a pretrvavajici
povinnosti vyplyvajici z této
smiouvy.

Poskytovatel a jeho zkousSejici budou
informovat spole¢nost
TFS/zadavatele a jejich klinického
monitora o vSech udalostech ve
studii nejvhodné&j$imi zplsoby a
podle pozadavkl protokolu a
platnych zakond.

Poskytovatel a jeho zkousejici
umozni audity a navstévy klinického
monitora spolecnosti TFS/zadavatele

nebo jinych ¢&lend  spoleénosti
TFS/zadavatele, jako  zastupcl
oddéleni pro zajistovani klinické
kvality.

Poskytovatel a zkousejici bude bez
prodleni informovat
zadavatele/spolecnost TFS 0

veskerych inspekcich nebo auditech
ve studii provedenych jakymkoli
regulatornim organem. Zadavatel
a/nebo spole¢nost TFS budou mit
pravo byt pfitomny u takovych
inspekci a budou mit moznost
poskytovat, prohlizet a komentovat
veskeré odpovédi, jak bude treba.

Pokud se zadavatel nemdize
zUCastnit inspekce nebo audituy,
potom bude poskytovatel
spolupracovat tim, Ze umozni
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to help address any issues that are
raised. In the event the Provider or
Investigator does not receive prior
notice of such a regulatory
inspection or audit, the Provider
and/or Investigator shall notify
Sponsor/TFS as soon as practicable
after said inspection or audit, and
shall provide in writing to the
Sponsor, copies of all materials,
correspondence, statements, forms
and records received or generated
pursuant to any such inspection or
audit.

2.4. Provider and Investigator shall not| 2.4.
make or permit any change to the
Protocol, nor deviate therefrom,
without Sponsor’s prior written
consent and any other consents
required by Applicable Law. Any
modification to the Protocol will only
be implemented after agreement
with TFS/Sponsor and as defined in
the Protocol.

2.5. The Provider shall ensure that the| 2.5.
Investigator promptly supplies
TFS/Sponsor with the correctly
completed electronic case report
forms on termination of the
scheduled patient observation period
or during the observation period as
appropriate and in any case within 5
days of each patient visit. All
electronic case report forms shall
have been reviewed by the
Investigator to assure their accuracy

zadavateli pobyt ve svém zafrizeni
nebo bude k dispozici telefonicky a
umozni tak zadavateli resSit veskeré
problémy, které mohou vyvstat. V
pripadé, Ze poskytovatel nebo
zkousSejici nedostanou predem
oznameni o takové regulatorni
inspekci nebo auditu, posyktovatel
a/nebo zkousSejici oznami
zadavateli/spolec¢nosti TFS takovou
inspekci nebo audit co nejdfive to
bude mozné a poskytne zadavateli
pisemné kopie vdech materidld,
korespondence, vypisl, formuladifd a
zadznamu obdrzenych nebo
vytvofenych podle takové inspekce
nebo auditu.

Poskytovatel a zkousSejici nebudou
délat ani nepovoli délat Zzadnou
zmeénu protokolu, ani se od néj
neodchyli, bez piredchoziho
pisemného souhlasu zadavatele a
jinych souhlasl pozadovanych
platnymi zakony. Veskeré zmeény
protokolu budou provedeny po
dohodé se spolecnosti
TFS/zadavatelem a podle definic v
protokolu.

Poskytovatel zajisti, Ze zkousejici
bez prodleni doda spolecnosti
TFS/zadavateli spravné vyplnéné
formuldfe pro elektronické zaznamy
subjektld o ukoné&eni pldnovaného
obdobi sledovani pacientd nebo
béhem obdobi sledovani, jak je
tfeba, a v kazdém pripadé béhem 5
dni od navstévy kazdého pacienta.
Zkousejici zkontroluje veskeré
formulare pro elektronické zaznamy
pacientd k zajist&ni spravnosti a
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and completeness and agrees to
sign the electronic case report forms
whenever required in order to
validate them for any patient
entering the Study. Provider shall
ensure that Investigator assists the
Sponsor’s representatives and
clinical monitors upon their request,
in promptly resolving any
discrepancies or errors contained in
the electronic case report forms and
in performing random audits on
Study subjects’ records, laboratory
reports, or other raw data sources
underlying the data recorded on the
electronic case report forms.

TFS/Sponsor will carry out an
analysis of the Study results.

2.6. The Provider commits to retain the | 2.6.
original source documents and other
relevant documentation of the
clinical Study until the later of (i) 15
years after the expiration or
termination of this Agreement, (ii)
two (2) years following the approval
of the New Drug Application for the
Study Drug, and (iii) two (2) years
following the  termination or
withdraw of the Investigational New
Drug Application for the Study Drug,
in accordance with all Applicable
Laws, including the regulatory
requirements of the EU commission
and/or national laws. Six (6) months
ahead from the end of archiving
period Sponsor shall notify the
Provider that he insists on an
additional archiving period and
Sponsor shall pay the associated

Uplnosti a souhlasi, ze elektronické
formuldfe kdykoli podle poZadavkd
podepiSe, aby je tak potvrdil pro
kazdého pacienta vstupujiciho do
studie. Poskytovatel =zajisti, ze
zkoudejici pomuiZe zastupcim a
klinickym monitordm zadavatele na
jejich zadost pri okamzitém fesSeni
veskerych nesrovnalosti nebo chyb
nachazejicich se ve formulafich pro
elektronické zadznamy subjektl a pfi
provadéni nahodnych auditl
zdznamd subjektl, laboratornich
zprdv nebo jinych zdroji Udajd
potfebnych pro zadavani Gdaji do
formulafd pro elektronické zaznamy
subjektd.

Spole¢nost TFS/zadavatel provedou
analyzu studijnich vysledkd.

Poskytovatel se zavazuje udrzovat
pUvodni zdrojové dokumenty a jinou
ddleZitou  dokumentaci  klinické
studie, dokud neuplyne pozdéjsi z (i)
15 let po vyprSeni nebo ukonceni
této smlouvy, (ii) dva (2) roky po
schvéleni nového pouzivani léku pro
hodnoceny Iék, a (iii) dva (2) roky
po ukonceni nebo zruseni
hodnoceného pouzivani nového léku
pro hodnoceny lék, v souladu se
véemi platnymi zakony, vcetné
regulatornich poZadavkl komise EU
a/nebo statnich zadkond. Zadavatel v
predstihu Sesti (6) mésich do konce
doby archivace oznami
zdravotnickému zafizeni, ze trva na
dalSi dobé archivace a uhradi
naklady s tim spojené na zakladé
faktury vystavené poskytovatelem
plus pFipadné pripocténi nakladd z
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ARTICLE 3 - SUBJECT DATA

3.1.

3.2.

3.3.

3.4.

3.5.

costs upon invoice from Provider
plus some reasonable inflation costs.

Incomplete subject data due to the | 3.1.
omission of tests or assessments by
the Investigator will not be regarded
as evaluable or eligible for payment.

Incomplete subject data due to| 3.2.
adverse effect, lack of effect,
concomitant illness, non-compliance
of the subject or non-attendance will
be regarded as evaluable, provided
that the data is available up to the
time of drop out and the event is
satisfactorily documented.

Subjects incorrectly entered into the | 3.3.
Study (contravening eligibility
criteria) will not be regarded as
eligible for payment.

The final decision concerning each | 3.4.
subject's evaluability as for
response, toxicity and overall safety
evaluation will be made by the
TFS/Sponsor clinical trial monitor
and/or any person desighated by
TFS/Sponsor.

Provider and Investigator shall | 3.5.
record all data (including, without
limitation, case report forms,
laboratory work sheets, slides and
reports) generated as a result of
conducting the Study (collectively,

ddvodu inflace.

CLANEK 3 - UDAJE O SUBJEKTECH
HODNOCENI

Neuplné Udaje o subjektech s
chybéjicimi testy nebo zhodnocenimi
zkousSejiciho nebudou povazovany za
hodnotitelné ani nebudou mit narok
na zaplaceni.

NelUplné (daje o subjektech kvdli
nezadoucim G&nkdm, nedostatku
acinnosti, soubéznym nemocem,
nedodrzovanim |é¢by subjektem
nebo nedostaveni se subjektu se
budou povazovat za hodnotitelné,
pokud jsou Udaje k dispozici az ke
dni vyrazeni a udalost je uspokojivé
zdokumentovana.

Za nespravné zarazené subjekty do
studie (odporujici vstupnim
kritériim) nebude platba provedena.

Konecné rozhodnuti o
hodnotitelnosti kazdého subjektu
ohledné reakce, toxicity a celkového
zhodnoceni bezpecnosti ucini klinicky
monitor spolec¢nosti TFS/zadavatele
a/nebo jina osoba urcena spolecnosti
TFS/zadavatelem.

Poskytovatel a zkousejici
zaznamenaji veskeré Udaje (vcetng,
bez omezeni na formuldfe pro
zdznamy subjektl, pracovni listy
laboratore, snimky a zpravy)
vytvofené v dlsledku provadéni
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the "“Study Data”) in a timely,
accurate, complete, and legible
manner in the form described in the
Protocol. Provider and Investigator
shall take reasonable and customary
precautions, including periodic
backup of computer files, to prevent
the loss or alteration of any Study
Data. During the Study,
Sponsor/TFS or Sponsor’s /TFS's
representatives shall have the right
to review, verify, and copy all Study
Data. No later than ten (10) days
after the completion or termination
of the Study, Site shall provide to
Sponsor/TFS original case report
forms for each Subject detailing the
results and conclusions of treatment
provided to such Subject in
accordance with the Protocol, and
shall transfer to Sponsor/TFS all
Study Data.

Without limiting the generality of the
foregoing TFS provides clinical
research services using de-identified
study data concerning the identity of
subjects participating in clinical
research and which shall be kept
anonymous. The access to those
data by TFS shall be limited to the
personal data necessary for the
provision of services in benefit for
Sponsor. TFS will not collect or
record subject personal data.

studie (spole¢né ,studijni Udaje"“)
v€as, presné, uplné a citelné, a to
formou popsanou v protokolu.
Poskytovatel a zkousejici podniknou
rozumna a obvykla opatreni, véetné
pravidelného zalohovani
poclitatovych souborl, k zabranéni
ztrdty nebo obmény veskerych
studijnich  Gdaji. Bé&hem studie
budou zadavatel/spole¢nost TFS
nebo zastupci zadavatele/spolecnosti
TFS mit pravo na  kontroluy,
oveérovani a kopirovani veskerych
studijnich Udaji. Ne pozdé&ji nez
deset (10) dni po dokonceni nebo
ukonceni studie poskytne pracovisté
zadavateli/spole¢nosti TFS puvodni
formuldfe pro zdznamy subjektd s
podrobnymi vysledky a zavéry lécby
poskytnuté takovym subjektim v
souladu s protokolem a preda
veskeré studijni udaje
zadavateli/spolecnosti TFS.

Bez omezeni obecné povahy vyse
uvedeného poskytne spolecnost TFS
klinické vyzkumné sluzby za pouziti
neidentifikovanych studijnich Gdajd s
ohledem na totoznost subjektl
Ucastnicich se klinického vyzkumu,
ktefi zOstanou anonymni. Pfistup
spole¢nosti TFS k takovym udajim
bude omezen na osobni Udaje
nezbytné k poskytovani sluzeb
uzitecnych pro zadavatele.
Spolec¢nost TFS nebude
shromazdovat ani zapisovat osobni
Udaje subjektd.
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ARTICLE 4 - PROPERTY /

PUBLICATION

4.1.

The results of the Study may be
published in an international
scientific journal according to the
publication policy of Sponsor. Data
management systems as well as
reports / computer print-outs,
generated from data entered for
analysis, must be reviewed by
Sponsor before any publication.

Provider and Investigator shall not
publish the Study Data or other
results of the Study or issue any
press release that references the
Study, the Study Drug or Study
Data without Sponsor’s express prior
written consent. As the Study is
part of a multi-center Study, Study
Data generated from Provider and
Investigator's work may not be
sufficient to draw  meaningful
conclusions.

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 in advance.
The timelines and terms of any such
eventual publication shall be set up
by the Sponsor ad hoc. The
Provider/Investigator represents and
agrees to cooperate with them and

CLANEK 4 - VLASTNICTVI /

PUBLIKACE

4.1. V souladu s rozhodnutim Zadavatele
vysledky studie mohou byt
publikovany v mezinarodnim

védeckém Ccasopise dle publikacni
strategie zadavatele. Systémy pro
spravu  dat, jakoz i zpravy/
pocitatové vystupy , generované z
dat zadanych pro analyzu , musi byt
prezkoumany zadavatelem pred
jakymkoli zverejnénim.

Poskytovatel a zkousSejici nebudou
publikovat studijni Udaje ani jiné
vysledky studie ani vydavat zadné
zpravy pro tisk, které odkazuji na
studii, hodnoceny lék ani studijni
Udaje bez vyslovného predchoziho
pisemného souhlasu zadavatele.
Protoze studie je soucasti
multicentrické studie, studijni Udaje
vytvorené praci poskytovatele a
zkousejiciho nemusi byt dostatecné
k vyvozeni smysluplnych zavérd.

Obé strany berou na védomi, ze
zadavatel si ponechda vlastnicka
prava ke vsem originalnim
zdznamum, které vyplyvaji z této
studie. Zkousejici ovSem bude mit
publikacni nebo prezentacni vysady,
jestlize je tento rukopis a/nebo
abstrakt se predlozen zadavateli k
posouzeni a okomentovani v
predstihu. LhGty a podminky
takového pripadného zverejnéni
musi byt stanoveny zadavatelem
v predstihu. Poskytovatel/ ZkousSejici
prohlasuje a souhlasi se
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4.2.

4.3.

to accept the publication
requirements. The Sponsor shall
also have the right to publish the
Study. If the Study is part of a
multi-centre  clinical trial, any
publication or presentation shall
make reference to the relevant
multi-centre publication(s).

The results of the Study may be
transmitted without restriction by
Sponsor to the drug registration
reimbursement authorities world-
wide. To allow for the use of the
information derived from the Study
and to ensure compliance with the
Applicable Laws, the Investigator is
obliged to provide Sponsor with
complete test results and all data
developed in the Study. Only
Sponsor may make the information
obtained during this Study available
to the physicians and to drug
registration authorities, except as
required by the Regulations.

Should the Investigator desire to
communicate (orally or in a written
form) and/or to publish the results
of this Study, a copy of the
manuscript or the text of the oral
communication must be provided to
Sponsor at least 60 days prior to the
expected date of submission to the
intended publisher or 30 days before
oral communication. Sponsor will
review the manuscript to prevent
forfeiture of patents rights to data
not in the public domain. The study
results will only be published once it
is completed and the final analysis
has been performed. Publication of

4.2.

4.3.

zadavatelem spolupracovat a
prijmout pozadavky na zverejfiovani.
Zadavatel bude mit rovnéz pravo
zverejnit studii. V pripadé, Ze studie
je soucasti multicentrické klinické
studie, jakékoliv publikace nebo
prezentace musi obsahovat odkaz na
prislusnou multicentrickou publikaci.

Zadavatel mlze predavat studijni
udaje a jiné vysledky studie bez
omezeni vladnim a regulatornim
organim a organdm pro registraci a
Uhradu |éciv celosvétoveé. Pro
umoznéni vyuzivani informaci
ziskanych ze studie a zajisténi shody

s platnymi zakony, zkousejici je
povinen poskytnout zadavateli
kompletnimi vysledky zkousSek a

vSechna data ziskana ve studii.
Pouze zadavatel miZe Udaje ziskané
béhem této studie poskytnout k
dispozici lékafdm a Gfadim pro
registraci 1é¢&v, s vyjimkou pFipadd
narizenych legislativou.

V pripadeé, ze zkousSejici zamysli
komunikovat (Ustné nebo pisemné)

a/nebo zverejnit vysledky této
studie, kopie rukopisu nebo text
ustni komunikace musi byt

poskytnuty zadavateli nejméné 60
dni pred oCekdavanym dnem zaslani
zamyslenému vydavateli nebo 30 dni
pred Ustni komunikaci. Zadavatel
zhodnoti rukopis, aby se zabranilo
propadnuti patentd prav k datim,
ktera nejsou verejné dostupna.
Vysledky studie budou zverejnény
pouze poté, co je dokoncena a byla
provedena zavérecna analyza.
Zvetejnéni vysledk( studie
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study results is not allowed for a
single site. In addition, all
publications/communications of the
results of the Study shall be
approved by the Sponsor Executive
Steering Committee before
submission for publication.

4.4, The Provider, Investigator and | 4.4.
Sponsor agree and acknowledge
that their existing inventions and
technologies owned by a party at
the time of execution of this
Agreement and/or created from
work unrelated to this Agreement
are their separate, respective
property and are not affected by this
Agreement and neither party shall
have any claims to or rights in such
existing inventions and technologies
of the other party. Sponsor owns all
title and interest in the Study Drug
and any confidential information that
Sponsor may provide to Provider
and Investigator directly or through
TFS during the course of performing
the Study.

4.5. Sponsor shall own the results of the | 4.5.
Study, including all data, know how
documentation, reports, electronic
Case Report Forms, as well as
discoveries, inventions and other
property and intellectual property
rights thereon as well as all
intellectual property rights arising
from the use of the Study Drug in
the Study and any Sponsor
Confidential Information, and may
use the same for any purpose as it
considers appropriate (collectively
referred to as “Sponsor

pracovistém neni povoleno. Kromé
toho, vsechny publikace/sdéleni o
vysledcich studie musi byt schvalena
vykonnym Fidicim vyborem
zadavatele pred zverejnénim.

Poskytovatel, zkousejici a zadavatel
souhlasi s tim a berou na védomi, ze
jejich stavajici vynalezy a
technologie vlastnéné stranou v
dobé uzavreni této dohody, a /nebo
vytvorené z prace bez vztahu k této
dohodé, jsou jejich oddélené,
samostatna vlastnictvi a nejsou
ovlivnény touto dohodou. Zadna ze
stran nebude mit zadné naroky a
prava na existujici vynalezy a
technologie druhé strany. Zadavatel
vlastni veskeré naroky a podily na
sledovaném  lé¢ivu a  veskeré
ddvérné informace, které zadavatel
muUZe poskytnout poskytovateli a
zkousejicimu primo nebo
prostfednictvim TFS v  prubé&hu
provadéni studie.

Zadavatel vlastni vysledky studie,
véetné vsSech dat, know-how
dokumentace, zpravy, elektronické
formuldfe zdznamd, jakoZ i objevy,
vynalezy a ostatni majetek a prava k
dusevnimu vlastnictvi v nich, jakoz i
veskera prava dusevniho vlastnictvi,
vyplyvajici z pouziti sledovaného
lé¢iva ve studii a dudvérnych
informaci  zadavatele, a mulze
pouzivat shodné jmenované pro
jakykoli ucel, ktery povazuje za
vhodny (souhrnné oznacované jako
"dusevni vlastnictvi
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Intellectual Property”). Provider
and Investigator undertake to give
TFS/Sponsor prompt written notice
of all Sponsor Intellectual Property
arising under this Agreement and
agree to assign all rights, title and
ownership in such Sponsor
Intellectual Property to the Sponsor.
Provider and Investigator shall
execute any and all documents as
Sponsor may request (at Sponsor’s
expense) that may be necessary for
the transfer of title to such Sponsor
Intellectual Property to Sponsor
absolutely and with full title
guarantee as well as those
documents needed to protect
Sponsor Intellectual Property.

4.6. Sponsor is hereby the sole and | 4.6.
exclusive owner of (i) Study Data
and (ii) all completed case report
forms and data therein, results,
information, know how, inventions,
developments and materials
including, without limitation, all
intellectual property rights therein,
that are generated by or on behalf
of Provider, whether solely or jointly
with others, as a result of the Study
or through the use the use of the
Study Drug or Confidential
Information (collectively, the
“Inventions”). The Provider shall
promptly disclose all Inventions to
Sponsor, and hereby assign all
transferable rights to the Inventions
and Study Data to Sponsor.

zadavatele"). Poskytovatel a
zkousejici se zavazuji, ze TFS/
zadavateli okamzité pisemné oznami
vSechny ndaroky zadavatele k
dusevnimu vlastnictvi vzniklé na
zakladé této dohody a souhlasi
priradit veskera prava, naroky a
odpovédnost v otdzce dusevniho
vlastnictvi zadavateli. Poskytovatel a
zkousejici zajisti veskeré
dokumenty, které muize zadavatel
pozadovat (na naklady zadavatele) a
které mohou byt nezbytné pro
prevod vlastnickych prav zadavatele
vyhradné na zadavatele, a s plnou
zarukou naroku zadavatele, jako i
naroku zadavatele na dokumenty
potfebné k ochrané dusevniho
vlastnictvi zadavatele.

Zadavatel je timto jedinym a
exkluzivnim vlastnikem (i) studijnich
Gdaji a (i) vSech kompletnich
formuldfl pro zdznamy subjektd,
vysledkd, informaci, know how,
vynalezl, vyvoje a materiald véetné,
bez omezeni na, vesSkera prava na
zde uvedené duSevni vlastnictvi,
ktera jsou vytvorena
poskytovatelem nebo jménem
poskytovatele, at jiz samostatné
nebo ve spojeni s jinymi, jako
vysledek studie nebo pomoci uzivani
hodnoceného |éku nebo ddvérnych
informaci  (spole¢cné ,vynalezy").
Poskytovatel bez prodleni preda
vesSkeré vynadlezy zadavateli a timto
prevadi veskera prevoditelna prava,
ohledné vynalezd a studijnich Gdajl
na zadavatele.
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ARTICLE 5 - FINANCIAL CLANEK 5 - FINANCNI UCAST

PARTICIPATION OF SPONSOR ZADAVATELE

5.1. Payments to the Provider for the|5.1. Platby posyktovateli za studii budou
Study shall be made by TFS on spolecnosti TFS, jménem zadavatele
behalf of the Sponsor in accordance provedeny v souladu s podminkami
with the terms of the budget and pro rozpocet a rozpis plateb bude
payment schedule attached hereto pripojen ke smlouvé, jako Dodatek A
as Exhibit A and incorporated herein a zahrnut do smlouvy odkazem.
by reference.

5.2. Payment for conducting the study | 5.2. Platba za provadéni studie bude
will be credited to: provedena ve prospéch:
Name of Provider/ beneficiary: Nazev Poskytovatele / pfrijemce:
Fakultni nemocnice v Motole Fakultni nemocnice v Motole
Account no: Cislo ué¢tu:
Note: Variable symbol: Invoice Poznamka: Variabilni symbol: ¢islo
Number faktury
The payments will be made upon Platby budou provedeny po obdrzeni
receipt of an appropriately patficné zdokumentované faktury.
documented invoice. The invoicing Adresa pouzitd k fakturaci je: TFS
address to be used is: TFS Trial Trial Form Support, s.r.o.,
Form Support, s.r.o., Klimentska Klimentska 1216/46, 110 02 Praha
1216/46, 110 02 Praha 1, ID: 1, ICO: 27876756, DIC:
27876756, VAT: CZ27876756. CZ27876756.

5.3. It is the Provider’s responsibility to | 5.3. Je odpovédnosti poskytovatele splnit

meet the fiscal obligations adherent
to the fees received, including
without limitation payment of tax.

ARTICLE 6 - RESPONSIBILITY FOR THE
INJURY AND INDEMNIFICATION

6.1. The Sponsor pays no compensation
nor be liable for any loss, costs,

litigation (including reasonable costs

finanéni  povinnosti spojené se
zaplacenymi odménami, vcéetné, bez
omezeni na zaplaceni dani.

CLANEK 6 - ODPOVEDNOST ZA UJMU A
ODSKODNENI

6.1. Zadavatel nevyplati zadné
odskodnéni ani neni odpovédny za
zadné ztraty, naklady, spory (vietné
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of legal assistance), or claims in the
injury or damage occurred due to
deliberate negligence on the part of
Provider, Investigator and / or other
persons performing clinical trial and
/ or due to the fact that Provider,
Investigator and / or any of the
persons conducting the clinical trial
knowingly violated the provisions of
the Protocol, left the Study Subject
not to sign informed consent,
violated the provisions of the
applicable laws, the wrong way used
the Investigational Study Drug,
caused damage willful default and /
or provide unauthorized warranty.

Sponsor declares and certifies, that
in accordance with provision § 52
Section 3, letter f), Act No.
378/2007 Coll., on Pharmaceuticals,
as amended, it shall maintain
insurance coverage of the kind and
with liability limits appropriate to the
circumstances to protect against
claims or liabilities that may arise
under this Agreement, including
claims from or on behalf of Study
subjects, in accordance with the
above provisions of the law.

Sponsor shall maintain insurance
coverage to cover damages and
harms incurred for injuries suffered
by Subjects as a result of their
participation in the Study in
accordance with legal regulations.

primé&Fenych ndkladd na pravni
pomoc) ¢i naroky v souvislosti s
ujmou ¢i Skodou, ke kterym doslo v
disledku védomé nedbalosti na
strané poskytovatele, zkousejiciho
a/nebo ostatnich osob provadéjicih
klinické hodnoceni a/nebo Y,
disledku toho, Ze poskytovatel,
zkousejici a/nebo nékterd z osob
provadéjici klinické hodnoceni
védomeé porusili ustanoveni
protokolu, nenechali subjekt
hodnoceni podepsat informovany
souhlas, porusili ustanoveni platnych
zdkond, chybnym zplsobem pouZili
hodnoceny 1ék, zplsobili &kodu
umysinym zavinénim a/nebo poskytli
neopravnéné zaruky.

Zadavatel prohlasuje a potvrzuije, ze
v souladu s ust. § 52 odst. 3, pism.
f) zakona ¢&. 378/2007 Sb., o
|éCivech, v platném znéni, zajisti
pojisténi klinického hodnoceni.
Zadavatel bude udrzovat pojistné
kryti takového druhu a s pojistnou
vysSi odpovidajici okolnostem na
ochranu proti  narokdm  nebo
povinnostem, které mohou nastat
podle této smlouvy, véetné& narokl
ze strany studijnich subjektd nebo
jejich jménem, a to v souladu se
shora uvedenym ustanovenim
zakona.

Zadavatel bude udrzovat pojistné
kryti na pokryti Skody a ajmy
zpusobenych  poskozenimi, které
subjekty utrpély v dasledku jejich
Ucasti ve studii v souladu s pravnimi
predpisy.
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Provider declares that according to
the provision § 45, Section 2, letter
n) Act No. 372/2011 Coll., on health
services and condition of their
providing (Act on Health Services) is
insured against liability for damage
caused in connection with the
providing of health services and that
is aware of its obligation to ensure
the continuation of the insurance
throughout the duration of the
Study. The relevant insurance
agreement is concluded in the
extent required by the Applicable
law and all other Ilaws and
regulations. and does not contain
liability insurance for damage
caused during the Study
performance or in connection with
the Study and does not provide
compensation in case of death of the
study subject or in case of damage
to health of the study subject as a
result of the Study. Provider
warrants that pursuant to Section
45(2)(n) of Act No. 372/2011 Coll. it
has in place, and shall maintain in
full force and effect throughout the
duration of the Study, and for a
period of three (3) years after
completion of the Study, Liability
Insurance in amounts appropriate to
cover its liability for damages
caused in the course of providing
healthcare services in the extent the
Provider may reasonably foresee
such liability might arise..

Upon written request, each party
shall provide the other party with a
certificate documenting this
coverage.

Poskytovatel prohlasuje, Ze je dle
ust. § 45 odst. 2 pism. n) zdkona ¢.
372/2011 Sb., o zdravotnich
sluzbdch a podminkach jejich
poskytovani (zdkon o zdravotnich
sluzbach), pojistén pro pripad
odpovédnosti za $kodu zplsobenou
v souvislosti s  poskytovanim
zdravotnich sluzeb a ze si je védom
své povinnosti zajistit trvani tohoto
pojisténi po celou dobu studie.
Pfislusnd  pojistnd smlouva je
uzaviena Vv rozsahu pozadovaném
prislusSnymi pravnimi predpisy a
regulatornimi pozadavky a
neobsahuje pojisténi odpovédnosti
za Skodu zpUsobenou pfi provadéni
klinického hodnoceni nebo
v souvislosti s nim ani nezajistuje
odskodnéni v pripadé umrti subjektu
hodnoceni nebo v pripadé vzniku
Skody na zdravi u subjektu
hodnoceni v disledku  provadéni
klinického hodnoceni. Poskytovatel
ruci za to, ze dle ust. § 45 odst. 2
pism. n) zadkona ¢. 372/2011 Sb. ma
uzavieno a po celou dobu provadéni
klinického hodnoceni a jesté po dobu
tri (3) let od jeho dokonceni, bude
udrzovat v platnosti radné pojisténi
odpovédnosti s vysi pojistného kryti,
kterd je dostatecna na pokryti jeho
odpovédnosti za &kody zplsobené
v prib&hu  poskytovani zdravotni
péce v rozsahu, ktery Poskytovatel
muZe rozumné predpokladat.

Na pisemnou zadost poskytne kazda
strana druhé strané certifikat
dokumentujici takové kryti.
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ARTICLE 7 - TERM and TERMINATION

CLANEK 7 - TRVANI A UKONCENI

7.1. This Agreement shall become
effective on the day when sighed by
the last contracting party and shall
continue until the completion of the
Study (including data analysis) in
accordance of the Protocol, unless
earlier terminated as provided
herein. If the Study has not started
at the Provider’s facility by the date
stated in article 1.7., for reasons
independent of TFS/Sponsor,
TFS/Sponsor reserves the right to
terminate this Agreement upon
written notice to the Provider and
Investigator.

7.2. The TFS/Sponsor reserves the right
to terminate this Agreement and to
discontinue the Study at any time
upon written notice to Provider:

i) for scientific or business reasons
to be determined in the sole
discretion of the Sponsor, or

i) if the purpose of the Study has,
for any reason, become
obsolete, or

iii) if the Provider or Investigator
breaches this Agreement and
fails to cure such breach within
thirty (30) days after receiving a
notice of such breach.

7.3. The Provider reserves the right to
terminate this Agreement and to

7.1. Tato smlouva nabyva platnosti a
ucinnosti dnem podpisu posledni
smluvni strany, a bude pokracovat
az do dokonceni studie (véetné data
analyzy) v souladu s protokolem,
pokud nebude ukoncena dfive, jak je
stanoveno zde. Pokud studie nebude
v zarizeni poskytovatele zahajena ve
dni uvedeném ve ¢lanku 1.7., z
ddvodd mimo kontrolu spole¢nosti
TFS/zadavatele, vyhrazuji si
spoleCnost  TFS/zadavatel pravo
ukoncit tuto smlouvu pisemnym
oznamenim poskytovateli a
zkousejicimu.

7.2. Spole¢nost TFS/zadavatel Si
vyhrazuji  pravo  ukoncit  tuto
smlouvu a prerusit studii kdykoli, a
to pisemnym oznamenim
poskytovateli:

i) z védeckych nebo obchodnich
ddvodl, o kterych rozhodne
vyhradné zadavatel, nebo

i) pokud ucel studie prestal byt z
jakéhokoli divodu aktudlni, nebo

iii) pokud poskytovatel nebo
zkousejici porusi tuto smlouvu a
nenapravi takové poruseni
béhem tficeti (30) dni po
obdrzeni oznameni o takovém
poruseni.

7.3. Poskytovatel si vyhrazuje pravo
ukoncit tuto smlouvu a prerusit
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7.4.

discontinue the Study upon written
notice to TFS/Sponsor, if
TFS/Sponsor breaches this
Agreement and fails to cure such
breach within thirty (30) days after
receiving a notice of such breach.

Termination or expiration of this
Agreement shall not affect any
rights or obligations accrued prior to
such termination or expiration. Any
provision of this Agreement that
should survive termination or
expiration of this Agreement in order
to give its intent shall survive such
termination or expiration. If the
study is prematurely terminated, the
Provider and Investigator is only
entitled to compensation for actual
conducted work as of the
termination date. In addition,
Provider and Investigator shall
promptly complete all electronic
case report forms for all Subjects
already enrolled in the Study,
transfer  all Study Data to
Sponsor/TFS, and return unused
Study Drug and other materials
supplied by Sponsor/TFS. After
termination for any reason, the
parties shall continue to perform
such activities under this Agreement
as necessary to protect the health of
the Subjects. Upon Sponsor’s
request, Provider and Investigator
shall refer Subjects to other Study
site designated by Sponsor.

ARTICLE 8 - SECRECY AND NON USE

8.1.

The Provider, Investigator and Study

7.4.

8.1.

studii pisemnou vypovédi spoleCnosti
TFS/zadavateli, pokud spolecnost
TFS/zadavatel porusi tuto smlouvu a
nenapravi takové poruseni béhem
triceti (30) dni po obdrzeni oznameni
o takovém poruseni.

Ukonceni nebo  vyprseni této
smlouvy nebude mit vliv na zadna
prava ani povinnosti vzesla pred
takovym ukoncenim nebo
vyprsenim. Veskera opatreni této
smlouvy, ktera pretrvaji ukonceni
nebo vyprSeni této smlouvy, aby
smlouvé daly jeji ucel, pretrvaji
takové ukonceni nebo vyprsSeni.
Pokud bude studie predcasné
ukoncena, poskytovatel a zkousejici
maji narok na kompenzaci pouze za
praci skutec¢né provedenou ke dni
ukoncéeni. Navic poskytovatel a
zkousejici bez prodleni dokonci
veskeré formulare pro elektronické
zdznamy subjektl jiz ptihldgenych
do studie, predaji veskeré studijni
Udaje zadavateli/spole¢nosti TFS a
vrati nepouzity hodnoceny Iék a jiné
materialy zadavateli/spolecnosti
TFS. Po ukonceni z jakéhokoli
ddvodu budou strany pokratovat v
takovych cinnostech podle této
smlouvy, jaké budou nezbytné k
ochrané zdravi subjektl. Na Z&dost
zadavatele budou poskytovatel a
zkousejici posilat subjekty na jina
studijni pracovisté uréena
zadavatelem.

CLANEK 8 - UTAJENI A NEPOUZIVANI

Poskytovatel, zkousejici a personal
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Personnel shall keep confidential all
information supplied, directly or
indirectly by TFS/Sponsor, together
with the Study Data and other
results of the Study (collectively,
“Confidential Information”).

8.2. The Provider, Investigator and Study | 8.2.
Personnel shall refrain from making
any use of the Confidential
Information except for the purpose
of the Study.

8.3. The above obligations shall not 8.3.
apply to such part of the information
and/or results which:

- at the time of disclosure by
TFS/Sponsor for the information
or at the time of availability for
the results, were in the public
domain, or

- come into the public domain
thereafter otherwise than by a
fault of the Provider, Investigator
or any Study Personnel,

- the Investigator or the Study
Personnel can show in writing
were known to them prior to the
time of disclosure by
TFS/Sponsor for the information
or availability for the results,

- the Investigator or the Study
Personnel can prove to have
obtained from an independent
third party having an unrestricted

ve studii budou udrzovat v
ddvérnosti veskeré informace
dodané, pfimo nebo nepfimo,
spolecnosti TFS/zadavatelem,

spolecné se studijnimi Udaji a jinymi

7 . v v o] v s
vysledky studie (spolecneé ,duverne
informace").

Poskytovatel, zkousejici a personal
ve studii nebudou pouZivat ddvérné
informace k ni¢emu jinému nez pro
ucel studie.

Vyse uvedené povinnosti nebudou
platit pro takové soucasti informaci
a/nebo vysledkd, které:

v dobé zverejnéni takovych
informaci spolecnosti
TFS/zadavatelem nebo v dobé,
kdy informace pripravené pro
vysledky byly jiz ve verejné sfére,
nebo

- se dostaly do verejné sféry
pozdé&ji jinym zplsobem nez
zavinénim poskytovatele,
zkousejiciho nebo kohokoli z
personalu ve studii,

- zkousejici nebo personal ve studii
mohou prokazat pisemné, Ze jim
informace byly znamy pred
zverejnénim informaci nebo jejich
dostupnosti pro vysledky
spolecnosti TFS/zadavatelem,

- zkousejici nebo personal ve studii
mohou prokazat, ze je ziskali od
nezavislé treti strany, kterd méla
neomezené pravo na jejich
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right to disclose them.

8.4. Notwithstanding the provisions 8.1.  8.4.
and 8.2., the Investigator will be
allowed to disclose the information
and the results on a need to know
basis to the responsible Study
Personnel engaged in the Study;
provided that:

- The Provider and Investigator
shall exercise due care and shall
take such precautions necessary
to prevent any unauthorised
disclosure or use of the
information and the results by
Study Personnel, and

- Each Study Personnel has signed
a confidentiality and non-use
agreement containing terms at
least as stringent as those set
forth herein.

8.5. This secrecy and non use obligation | 8.5.
under previsions 8.1. and 8.2. shall
remain valid during the term of this
Agreement and for a period of 15
years thereafter.

zverejnéni.

Bez ohledu na ustanoveni 8.1. a 8.2.
bude zkousejici smét zverejnit
informace a vysledky podle potreby
pro zodpovédny personal ve studii
zapojeny do studie, za predpokladu,
ze:

- poskytovatel a zkouSejici budou
postupovat s patficnou opatrnosti
a podniknou opatreni nezbytna k
zamezeni jakéhokoli
neopravnéného zverejnéni nebo
pouziti informaci a vysledk{
personalem ve studii a

- kazdy cdclen personalu ve studii
podepise dohodu o dUvérnosti a
nepouzivani, ktera bude
obsahovat podminky nejméné tak
prisné jako ty ustanovené zde.

Tato podminka utajeni a nepouzivani
podle ustanoveni 8.1. a 8.2. zlstane
platnd béhem platnosti této smlouvy
a po dobu 15 let potom.

ARTICLE 9 - REPRESENTATIONS, CLANEK 9 - POTVRZENi, ZARUKY A
WARRANTIES and CERTAIN | URCITE PODMINKY
COVENANTS

9.1. Provider and Investigator represent | 9.1.
and warrant that they are not
presently under any agreement or
obligation which conflicts with or
materially impairs their ability to
perform the duties and obligations
owed to TFS/Sponsor under this

Poskytovatel a zkousejici potvrzuji a
zarucuji, ze v soucasné dobé neni
vazano  zadnou dohodou  ani
povinnosti, ktera by byla v rozporu
nebo by materidlné branila jeho
schopnosti plnit své Ukoly a
povinnosti pro spole¢nost
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Agreement, and further agree not to
undertake any such obligation or
agreement during the course of the
Study. Provider and Investigator
warrant that no Study Personnel are
presently under any agreement or
obligation which conflicts with or
materially impairs their ability to
perform the duties and obligations
owed to TFS/Sponsor under this
Agreement, and shall ensure that no
Study Personnel will undertake any
such obligation or agreement during
the course of the Study.

9.2. Provider represents and warrants | 9.2.
that its shall not employ, contract
with, or retain any person, directly
or indirectly, to perform the Study
under this Agreement, if such a
person is, has been, or had been
subject to investigation by any
regulatory or state authority in
connection  with his or her
professional misconduct under the
Applicable law and any other laws
and regulations. In  addition,
Provider represents and warrants
that it has not engaged in any
conduct or activity which could lead
to any of the above-mentioned
disqualification or debarment
actions. If during the term of this
Agreement, Provider, Investigator or
any person employed or retained by
them to perform the Study (i) comes
under investigation by the FDA or
any other regulatory agency for a
debarment action or disqualification,
(ii) is debarred or disqualified, or
(iii) engages in any conduct or

TFS/zadavatele podle této smlouvy,
a dale souhlasi, ze zadnou takovou
povinnost ani dohodu neuzavre
béhem studie . Poskytovatel a
zkousejici zarucuji, Ze v soucasné
dobé neni nikdo z persondlu studie
vazan Zzadnou dohodou ani
povinnosti, kterd by byla v rozporu
nebo by materidlné branila jejich
schopnosti plnit jejich Ukoly a
povinnosti pro spole¢nost
TFS/zadavatele podle této smlouvy,
a zajisti, Ze nikdo z personalu studie
zadnou takovou povinnost ani
dohodu neuzavre béhem studie.

Poskytovatel potvrzuje a zarucuje,
ze nebude zameéstnavat, uzavirat
smlouvy ani najimat zadnou osobu,
primo Ci nepfimo, k provadéni studie
podle této smlouvy, pokud tato
osoba je ¢ byla vySetfovana
regulacnimi ¢i statnimi organy v
souvislosti s jejim profesionalnim
pochybenim dle pfislusnych pravnich
predpisl a regulatornich pozadavkd.
Navic poskytovatel potvrzuje a
zarucuje, ze neprovadél zadnou akci
ani zadnou cinnost, ktera by mohla
mit za nasledek vySe zminénou
diskvalifikaci nebo zdkaz odborné
¢innosti. Pokud béhem trvani této
smlouvy poskytovatel, zkousSejici
nebo  jakakoli  osoba, kterou
zameéstnali nebo najali k provadéni
studie (i) budou vysSetfovani FDA
nebo jinou regulatorni agenturou
kvili zdkazu odborné ¢&innosti nebo
diskvalifikaci, (i) budou mit
zakdzanou odbornou cinnost nebo
budou diskvalifikovani, nebo (iii)
budou provadét akce nebo cinnost,
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activity that could lead to any of the
above-mentioned disqualification or
debarment actions, Provider and
Investigator shall immediately notify
TFS/Sponsor of same and Sponsor,
through TFS, shall have the right to
terminate this Agreement
immediately.

ARTICLE 10 - MISCELLANEOUS

10.1.

10.2.

10.3.

The relationship of Provider and
Investigator to Sponsor is that of
independent contractor, and nothing
contained herein shall be construed
to be inconsistent with that
relationship or status.

If any provision of this Agreement is
held illegal, invalid or unenforceable
by a court of law, the remainder of
this Agreement shall not be affected
thereby.

This Agreement shall be governed
and shall be construed in accordance
with by the laws of the Czech
Republic. All disputes arising from
this Agreement and this Agreement
will be dealt associated with
substantive and local jurisdiction in
the Czech Republic.

This agreement is executed in both
English and Czech language. In the
event of any discrepancy between
English and Czech version of this
Agreement, Czech version shall

10.1.

10.2.

10.3.

které by mohly mit za nasledek vyse
zminénou diskvalifikaci nebo zakaz
odborné cinnosti, poskytovatel a
zkousSejici na to okamzité upozorni
spolecnost TFS/zadavatele a
zadavatel, pres spolecnost TFS, bude
mit pravo okamzité tuto smlouvu
ukoncit.

CLANEK 10 - RUZNE

Vztah poskytovatele a zkousejiciho k
zadavateli je vztah samostatného
kontraktora a nic zde uvedeného
nelze vykladat nijak jinak nez je
povaha takového vztahu nebo stavu.

Pokud budou jakékoli podminky této
smlouvy nezakonné nebo
neuplatnitelné zakonnym soudem,
zbytek této smlouvy nebude timto
nijak ovlivnén.

Tato smlouva se bude Fidit a bude
vykladana v souladu s pravnim
radem Ceské republiky, a to bez
ohledu na stret zakonnych
ustanoveni uvedenych v této
smlouvé. VSechny spory vyplyvajici z
této smlouvy a s touto smlouvou
souvisejici se budou fesit u vécné a
mistné prislusného soudu v Ceské
republice.

Smlouva je vyhotovena v anglickém
a Ceském jazyce. V pripadé rozporu
mezi anglickou a ceskou verzi této
smlouvy ma prednost a je
rozhodujici verze Ceska.
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prevail.

10.4. The Provider and Investigator may  10.4.

not assign or transfer this
Agreement or any of their rights or
obligations hereunder without the
prior written consent of Sponsor.
Any attempted assignment without
such consent shall be null and void.
Sponsor can also assign this
agreement without the consent of
the Provider or the Investigator.

However, the Provider consents to
any assignment or transfer of rights
or obligations of GE Health Limited
(i.e. Sponsor) under this Agreement,
wholly or partially, on its parent
company, subsidiaries, branches,
subsidiaries, affiliates and connected
companies within the group
(holding) GE Health Limited, and to
the Contract Research Organizations
(CRO). The Provider consents to any
assignment or transfer of rights or
obligations TFS under this
agreement, wholly or partially, on its
parent company, subsidiaries,
branches, subsidiaries, affiliates and
connected companies within the
group (holding) TSF, and the
Sponsor.

10.5. This Agreement constitutes the | 10.5.

entire agreement and final
understanding of the parties with
respect to the subject matter
hereof and supersedes and

Poskytovatel a zkouSejici nesmi
ulozit ani prevést tuto smlouvu ani
zadna sva prava ani povinnosti zde
uvedené bez predchoziho pisemného
souhlasu zadavatele. Jakykoli pokus
o prevedeni bez takového souhlasu
bude neplatny a zruseny..
Spole¢nost Zadavatel nesmi taktéz
prevést tuto smlouvu bez souhlasu
poskytovatele zdravotnich sluzeb
nebo zkousejiciho.

Poskytovatel zdravotnich sluzeb vSak
udéluje svdj souhlas s pFipadnym
postoupenim anebo prfevodem prav
¢i povinnosti spole¢nosti GE Healthy
Limited (tj.zadavatele) podle této
smlouvy, zcela nebo c¢astecnym, na
jeji materskou spolecnost, pobocky,
organizacni slozky, dceriné,
sesterské a propojené spolecnosti
v ramci koncernu (holdingu) GE
Healthy Limited, a dale na smluvné-
vyzkumné organizace (CRO).
Poskytovatel udé&luje svdj souhlas
téz s pripadnym postoupenim anebo
prevodem prav ¢i  povinnosti
spolecnosti TFS podle této smlouvy,
zcela nebo CasteCnym, na jeji
materskou spolec¢nost, pobocky,
organizacni slozky, dcerinég,
sesterské a propojené spolecnosti
v ramci koncernu (holdingu) TSF, a
dale na zadavatele.

Tato smlouva ustanovuje celou
smlouvu a konecny vyklad stran s
ohledem na zde uvedenou
problematiku a prevysuje a ukoncuje
veskeré predchozi a/nebo jiné
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terminates all prior and/or
contemporaneous understandings
and/or discussions between the
parties, whether written or verbal,
express or implied, relating in any
way to the subject matter hereof.
This Agreement may not be altered,
amended, modified or otherwise
changed in any way except by a
written agreement, signed by all
parties.

In witness whereof, the parties hereto
have caused their duly authorized
representatives to execute this Agreement
in triplet, when each contracting party and
Investigator receives one.

Person authorised to sign
agreements for the Provider:

Date

Signature

JUDr. Ing. Miloslavem Ludvikem, MBA,
director

soucasné vyklady a/nebo diskuze
mezi stranami, at pisemné nebo
ustni, vyslovné nebo naznacené,
vztahujici se jakkoli ke zde uvedené
problematice. Tato smlouva se
nesmi ménit, doplfiovat, pozménovat
ani nijak jinak meénit, s vyjimkou
pisemné dohody podepsané vsemi
stranami.

Na dikaz toho zde strany povéfily své

patricné opravnéné zastupce k uzavreni
této smlouvy, a to trojim provedeni, kdyz
kazda smluvni strana a zkousejici obdrzi po
jednom.

Osoba opravnéna podepisovat
smlouvy za poskytovatele:

Datum

Podpis

JUDr. Ing. Miloslav Ludvik, MBA, reditel
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TFS:

Date

Signature

Director Finance,
TFS West & East Europe

TFS:

Datum

Podpis

financni reditel,
TFS West & East Europe
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The undersigned. as
Investigator certifies that I have fully
acquainted with the Agreeement and the
relevant documentation on the clinical
trial and undertake to ensure respect for
the obligations arising from them. I also
agree not to disclose information related
to the present clinical trial without the
prior written consent of the Sponsor,
keep confidential all information
provided, and consider these as
confidential and to refrain from any other
use of the information and results than
for the purposes of this clinical trial. As
an Investigator, I agree that the Sponsor
(and possibly also CRO) will collect, use,
process and disclose my personal
information, including name,
qualifications and experience in the
clinical trial, my financial data, inter alia,
to receive compensation and financial
compensation and other personal data for
administrative purposes in connection
with clinical trial, respectively to provide
to the Ethics Committees and
government agencies and I undertake to
ensure that consent from the Sub-
Investigators and other members of the
study team.

Date

Signature

Nize podepsany/a/i/é

jako zkousSejici potvrzuji, ze jsem
se fradné seznamil se smlouvou a
prislusnou dokumentaci ke klinickému
hodnoceni léiva a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich.
Dale se zavazuji nezverejnovat informace

tykajici se  predmétného  klinického
hodnoceni bez predchoziho pisemného
souhlasu zadavatele, zachovavat
mlcenlivost o vSech poskytnutych

informacich, povaZovat tyto za divérné a
zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledkl neZ pro Gé&ely tohoto
klinického hodnoceni. Jako zkousejici
souhlasim s tim, Zze zadavatel (a popf. i
CRO) bude/budou shromazdovat, pouzivat,
zpracovavat a zverejnovat mé osobni
Udaje, vcéetné jména, kvalifikace a
zkusenosti v klinickém hodnoceni, mé
finanéni Udaje vztahujici se mimo jiné
k obdrzené odméné a financni nahradé a
dalsi osobni Udaje k administrativnim
Géeldm v souvislosti s klinickym
hodnocenim, popf. k poskytnuti etickym
komisim a statnim Ufadim a zavazuji se
zajistit tento souhlas i od spoluzkousejicich
a ostatnich &lend studijniho tymu.

Datum

Podpis
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Exhibit A- Payment Schedule Priloha A— Platebni priloha
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