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It’s all about trust

Scintigraphy
Services
Agreement

Dohoda o
poskytnuti
zobrazovacich
sluzeb

This Service Agreement (hereinafter
“"Agreement”) dated is
made by and between:

- TFS Trial Form Support, s.r.o., with
registered office Klimentska 1216/46,
Post Code 110 02 Praha 1, Czech
Republic, ID: 27876756, VAT:
CZ27876756, registered in the
commercial register kept by the
Municipal Court in Prague, file No. C
123492, hereinafter "TFS”, on behalf of
Sponsor GE Healthcare Limited,
Amersham Place, Little Chalfont, HP7
ONA, Great Britain, Company no.:
01002610, hereinafter “Sponsor” or
,GE Healthcare”, on basis of an
agreement.

TFS is represented by Mr. Pieter van der
Meer, Director Finance, TFS West & East
Europe.

and

-  Fakultni nemochnice Kralovskeé
Vinohrady, ID: 00064173, VAT:
CZ00064173, registered office

Srobarova 1150/50, 100 34 Praha 10,

Tato dohoda o sluzbach (dale jen
~Ssmlouva™), datovana ,
se uzavira mezi témito stranami:

- TFS Trial Form Support, s.r.o., se
sidlvem na adrese KIimevntské 1216/46,
PSC 110 02 Praha 1, Ceska republika,
ICO: 27876756, DIC: Cz27876756,
zapsana v obchodnim rejstriku
vedeném Méstskym soudem v Praze sp.
zn. C 123492, dale jen ,TFS"
v zastoupeni zadavatele GE
Healthcare Limited, Amersham Place,
Little Chalfont, HP7 9NA, Velka Britanie,
registracni cislo spolec¢nosti: 01002610
(ddle jen ,,zadavatel® nebo ,GE
Healthcare”), na zakladé dohody.

TFS je zastoupena panem Pieterem van
der Meer, financnim reditelem, TFS
West & East Europe.

- Fakultni nemocnhici Kralovskeé

Vinohrady, IC: 00064173, DIC:
CZ00064173, se sidlem Srobarova
1150/50, 100 34 Praha 10, Ceska
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Czech Republic, represented by Doc.

MUDr. Robert Grill, PhD., MHA, director

hereafter "“Provider”, ref. no. KH
, @ cost center:

WHEREAS :

GE Healthcare Limited 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.

The Investigator is

republika, zastoupenou Doc. MUDr.
Robertem Grillem, PhD., MHA,

reditelem, dale jen ,poskytovatel"
¢islo jednaci: , hakladové
stredisko: :

PLATI NASLEDUJICI :

Spolecnost GE Healthcare Limited
zadava studii (podle nize uvedené
definice tohoto pojmu) a wuzavrela
smlouvu se spolecnosti TFS ke
koordinaci, dozoru a/nebo provadéni
urcitych cinnosti potrebnych k
vykonavani studie.

Zkousejicim je

The Institution: Fakultni nemocnice
Plzen, with registered office Edvarda
BeneSe 1128/13, Post Code 305 99
Plzen-Jizni predmésti, Czech Republic,
ID: 006 69 806, VAT: CZ00669806,
represented by MUDr. Vaclav Simanek
Ph.D., director.

The Provider agrees to perform at the
Department of the Nuclear Medicine
Fakultni _ hemocnice Kralovské
Vinohrady, Srobarova 1150/50, 100 34

Praha 10, Czech Republic, under a
supervision of N
(hereinafter the “Scintigrapher”) the
scintigraphy services (“Services”)
related to clinical study of AdreView™
(Iobenguane I 123 Injection)
(hereinafter the “Study Drug”), entitled
“AdreView™ Myocardial Imaging for Risk
Evaluation - a multicentre trial to guide

Instituce: Fakultni nemocnice Plzen,
se sidlem Edvarda BeneSe 1128/13,
PSC 305 99 Plzen-Jizni predmesti,
Cegké republika, ICO: 006 69 806,
DIC: CZ00669806, zastoupena MUDr.
Vaclavem Simankem, Ph.D., reditel.

Poskytovatel souhlasi, Zze na Kilinice
nukledrni mediciny Fakultni nemocnice
Kralovské Vinohrady, érobérova
1150/50, 100 34 Praha 10, Ceska

republika bude, pod vedenim |l
D (dile  jen

scintigrafista) vykondvat zobrazovaci
sluzby (“Sluzby”) souvisejici s klinickou
studii s  pripravkem  AdreView™
(Iobenguane I 123 Injection) (dale jen
,hodnoceny Iék") pod ndazvem
,Zobrazovani myokardu s pouzitim
pripravku AdreView™ k vyhodnoceni
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1.1.

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”.

IT HAS BEEN AGREED AS FOLLOWS:

ARTICLE 1 - AIMS

Under the conditions of this
Agreement, the Provider agrees to
perform the Services in accordance
with the terms of this Agreement,
the Protocol, and all applicable laws,
particularly Act. No. 378/2007 Coll.,
on Pharmaceuticals, as amended
(the “Act on Pharmaceuticals”),
Act. No. 372/2011 Coll., on health
services, as amended (the
“"Healthcare Services Act”), Act.
No. 101/2000 Coll., on personal
data protection, as amended (the
“Data Protection Act”), and notice
226/2008 Coll., Good Clinical
Practice and Detailed Rules for
Clinical Trials of Medicinal Products,
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))(hereinafter together as the
“Applicable Laws”).

rizika - multicentrické klinické
hodnoceni k fizeni rozhodovani o
implantaci ICD u pacientd se srdeénim
selhanim tridy NYHA II a III a s
30 % < LVEF < 35 %. ADMIRE-ICD ".

Dale jen ,studie", podle protokolu s

¢islem GE 122-020, dale jen
~protokol".
BYLO DOHODNUTO NASLEDUJICI:
CLANEK 1 - CILE
1.1. Podle podminek této smlouvy

poskytovatel souhlasi s provadénim
sluzeb v souladu s ustanovenimi této
smlouvy, protokolu a patficnych
zdkonl, zejména  zakona  ¢.
378/2007 Sb., o lécivech, v platném
znéni (dale jen “zakon o
IéCivech”), zdkona ¢. 372/2011 Sb.,
o zdravotnich sluzbach, v platném
znéni  (dale jen “zakon o
zdravotnich sluzbach”), zdkona C.
101/2000 Sb., o ochrané osobnich
Udaji, v platném znéni (dale jen
“zakon o ochrané osobnich
udaja”) a vyhlasky ¢. 226/2008 Sb.,
o spravné klinické praxi a blizSich
podminkach klinického hodnoceni
lé¢ivych ptipravkd, nafizeni, pokynl
(vCetné, ale bez omezeni na statni
zakony a pokyny, a harmonizacni
smérnici Mezinarodni konference pro
spravnou klinickou praxi:
konsolidovana smeérnice (E6)(dale
spole¢né jen ,prislusné zakony").
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1.2.

1.3.

The Services shall be conducted
under the direction and supervision
of the Scintigrapher, who will be
instructed by the Sponsor, and who
will ~ fully cooperate with the
Investigator in performing the
Services. Provider warrants that (i)
the Provider has the necessary
facilities and equipment to perform
the Services (ii) Provider, its
employees, any other employees,
agents, third parties and any other
person or entity involved in the
conduct of the provided Services
engaged by Provider to perform the
Services (hereinafter “Provider’s
Personnel”) have the necessary
experience and qualification to
conduct the provided Services. The
Provider agrees, through
Scintigrapher, to be responsible for
the acts and omissions of all
Providers’ Personnel in the
performance of the Services.

Provider agrees that he will, through
Scintigrapher, at all times be
responsible for any acts or omissions
of the Provider’s Personnel. Provider
and a Scintigrapher shall be
responsible for and liable to Sponsor
ensuring that the Provider and its
respective Provider’'s Personnel do
not undertake any acts or omissions
that would compromise the
Provider’s obligations herein to the
Sponsor, including but not limited to
those in respect of confidentiality,
publication and inventions.

The Services shall include:

1.2.

1.3.

Sluzby se budou provadét podle
pokynul a pod dohledem
scintigrafisty, ktery bude dostavat
pokyny od zadavatele a ktery bude
plné spolupracovat se zkousejicim
pri provedeni sluzeb. Poskytovatel
zaruCuje, ze (i) ma zarizeni a
vybaveni nezbytné k vykonu sluzeb
a ze (ii) poskytovatel, jeho
zaméstnanci,  jini  zaméstnanci,
agenti, treti strany a jakékoliv dalsi
spolupracujici osoby nebo jednotky
zapojené poskytovatelem do
provadéni sluzeb (dale jen
.personal poskytovatele") maji
nezbytné zkusenosti a kvalifikace k
provadéni poskytovanych sluzeb.
Poskytovatel souhlasi, Ze bude
prostrednictvim scintigrafisty
zodpovidat za veskera jednani a
zanedbani vSeho personalu
poskytovatele zapojeného do
provadéni sluzeb.

Poskytovatel souhlasi, Ze bude
prostrednictvim scintigrafisty vzdy
zodpovidat za veskera jednani nebo
zanedbani personalu poskytovatele.
Poskytovatel a scintigrafista budou
zodpovidat a budou mit povinnosti
vi¢i zadavateli pfi zajisténi, ze
poskytovatel a personal
poskytovatele se nedopusti zadnych
jednani ani zanedbani, které by
zkompromitovaly  zde uvedené
povinnosti poskytovatele Wils|
zadavateli, véetné, ale bez omezeni
na povinnosti s ohledem na
divérnost, zvefejnéni a vynalezy.

Sluzby budou zahrnovat:
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e the scintigraphy services
according to Protocol and
TFS/Sponsor s instructions,

e cooperation and coordination of
activities with the Investigator,

e cooperation with TFS clinical trial
monitors.

Any activities related to medical
interpretation of scintigraphy
rocedures, will be performed b

1.4. The Study is estimated to begin in
APRIL 2016. The enrolment period
is estimated to be 14 months. The
total duration of the clinical trial is
expected to be 48 months with the
end of study estimated to be JUNE
2020.

1.5. TFS/Sponsor has the right to
terminate this Agreement if no
patients have been included in the
Study 6 months after the Institution
has received a “Study start letter”.

1.6. Provider shall not retain any
subcontractor to perform any of its
obligations under this Agreement
without the prior written consent of
TFS/Sponsor. Any such consent shall
not relieve Provider of its obligations
hereunder, and Provider shall

1.4.

1.5.

1.6.

e zobrazovaci sluzby podle instrukci

protokolu a TFS / zadavatele.

e spoluprace koordinace Ccinnosti se

zkousejicim

e spoluprace s klinickym monitorem

studie spolec¢nosti TFS.

Aktivity vztahujici se k odbornému
lékarskému zhodnoceni
scintigrafického vySetreni  budou
provedeny

Ocekava se, ze studie zacne
v DUBNU 2016. Obdobi naboru
bude trvat asi 14 mésicl. Ocekava
se, ze klinické hodnoceni bude
celkem trvat 48 mésiclG, a konec
studie se ocekava v CERVNU 2020.

Spole¢nost TFS/zadavatel maji pravo
odstoupit od této smlouvy, pokud
nebudou do Studie zarazeni zadni
pacienti 6 mésicl poté, co instituce
obdrzi ,Dopis o zahajeni studie".

Poskytovatel nepfijme zadné dalsi
subkontraktory k provadéni zadnych
svych povinnosti podle této smlouvy
bez predchoziho pisemného souhlasu
spole¢nosti TFS/zadavatele. Zadny
takovy souhlas nezbavi
poskytovatele jeho povinnosti zde
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remain fully liable for all acts and
omissions of any subcontractor.

1.7. Provider covenants that in
connection with this Agreement, it
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 such a function or
activity. In addition, Provider agrees
to (y) perform its 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 Sponsor in furtherance of the
Agreement. Provider 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 actions related thereto.
Provider shall fully cooperate with
Sponsor in its compliance with Czech
Republic laws and other Ilaws
relating to the foregoing.

1.7.

uvedenych a poskytovatel nadale
ponese veskerou zodpovédnost za
veskeré Ciny a zanedbani kazdého
subkontraktora.

Poskytovatel se =zavazuje, ZzZe ve
spojeni s touto smlouvou nebude
primo ani neprfimo nabizet, slibovat,
platit, ani souhlasit se zaplacenim
(a) zadnych politickych ptispévkd ¢i
charitativnich  darG; (b) ni¢eho
hodnotného zadnému Uurednikovi,
politické strané ¢i  politickému

kandidatovi; ani (©) niceho
hodnotného S umyslem (i)
presveédcit jinou osobu k

nepatficnému  provadéni ddllezité
funkce nebo Ccinnosti ani  (ii)
odménovat tuto osobu za nepatri¢né
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 plathymi v
jurisdikci (jurisdikcich) ve kterych se
takové plnéni kona, a (z) udrzovat
zapisy a zaznamy, které presné
zachycuji rozdélovani plateb, jez
dostava od zadavatele na plnéni této
smlouvy. Poskytovatel 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 krokd, které
poskytovatel v  tomto smeéru
podnikne. Poskytovatel bude plné
spolupracovat se zadavatelem pfi
dodrzovani zakonl Ceské republiky a
jinych zdkond vztahujicich se na
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ARTICLE 2 - ORGANISATION

2.1. TFS/Sponsor agrees to supply the
Provider with necessary amount of
Study Drug (labelled in accordance
with local requirements)
documentation required to perform
the Services.

Study Drug will not be supplied to
the Provider until all required
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, and a
written approval of the Study
(including the Protocol and Consent
Documents) is issued by both the
provider EC and the applicable
regulatory authority. Study Drug
shall be delivered to the pharmacist
of the Provider’'s Nuclear Medicine
Clinic.

Any activities at the Provider,
related to Study Drug, incuding its
storage, will be performed

2.2. The Provider shall keep the

2.1.

2.2.

vySe uvedené.

CLANEK 2 - ORGANIZACE

Spolec¢nost TFS/zadavatel souhlasi,
ze dodaji poskytovateli nezbytné
mnozstvi studijni medikace
(oznacené dle mistnich pozadavkl) a
podklady nutné k provedeni sluzeb.

Hodnocené l&Civo nebude
poskytovateli predano, dokud
zkousejici nepreda spolecnosti

TFS/zadavateli veSkeré pozadované
dokumenty. Mezi takové pozadované
dokumenty patfi, bez omezeni:
Zivotopis zkousejiciho, podepsany
protokol, podpis a finan¢ni informace
o zkousSejicim a jeho rodiné a dokud
nebude pisemné schvaleni studie
(véetné protokolu a dokumentd
souhlasu) jak EK poskytovatele, tak
patficnym regulatornim organem.
Hodnocené 1éCivo bude dodano
|ékarnikovi Kliniky nuklearni
mediciny poskytovatele.

Aktivity poskytovatele vztahujici se
k hodnocenému I|éku, vcietné jeho
uchovavani, budou zajistén

Poskytovatel bude informovat
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TFS/Sponsor and their clinical trial
monitor informed of all events of the
Services by the most appropriate
means and as required by the
protocol and Applicable Laws.

The Provider 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 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
available by phone so as to permit
the Sponsor to help address any
issues that are raised. In the event
the Provider does not receive prior
notice of such a regulatory
inspection or audit, the Provider
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.

spoleCnost TFS/zadavatele a jejich
klinického  monitora o  vSech
uddlostech v poskytovani sluzeb
nejvhodnéj&imi zplsoby a podle
pozadavk( protokolu a platnych
zakond.

Poskytovatel umozni audity a

navstévy klinického monitora
spolecnosti TFS/zadavatele nebo
jinych &lend spole&nosti

TFS/zadavatele, jako zastupcu
oddéleni pro zajistovani klinické
kvality.

Poskytovatel bude bez prodleni
informovat zadavatele/spolecnost
TFS o veskerych inspekcich nebo
auditech ve studii provedenych
jakymkoli regulatornim organem.
Zadavatel a/nebo spoleCnost 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
nemuUZe zG&astnit inspekce nebo
auditu, potom bude poskytovatel
spolupracovat tim, ze umozni
zadavateli telefonicky kontakt a
umozni tak zadavateli reSit veskeré
problémy, které mohou vyvstat. V
pripadé, Zze poskytovatel nedostane
predem oznameni 0 takové
regulatorni inspekci nebo auditu,
poskytovatel oznami
zadavateli/spolec¢nosti TFS takovou
inspekci nebo audit, co nejdrive to
bude mozné a poskytne zadavateli
pisemné kopie vdech materialQ,
korespondence, vypisl, formulafl a
zdznama obdrzenych nebo
vytvorenych podle takové inspekce
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2.3.

2.4.

2.5.

Provider shall not 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.

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

Provider is obliged, through
Scintigrapher, to transfer all the
results of the Services directly to the
Investigator, without any delay. The
results of the Services will be
archieved by the Investigator at the
Institution.

ARTICLE 3 — SERVICES DATA

3.1.

3.2.

3.3.

Incomplete Services due to the
omission of tests or assessments by
the Provider will not be regarded as
evaluable or eligible for payment.

The final decision concerning each
Service evaluability will be made by
the TFS/Sponsor clinical trial
monitor and/or any person
designated by TFS/Sponsor.

Provider, through Scintigrapher, in
cooperation with the Investigator,

2.3.

2.4.

2.5.

nebo auditu.
Poskytovatel nebude délat ani
nepovoli délat Zadnou zménu

protokolu, ani se od néj neodchyli,
bez predchoziho pisemného souhlasu

zadavatele a jinych  souhlast
pozadovanych platnymi  zakony.
Veskeré zmény protokolu budou

provedeny po dohodé se spolecnosti
TFS/zadavatelem a podle definic v
protokolu.

Spolecnost TFS/zadavatel provedou
analyzu studijnich vysledka.

Poskytovatel je povinen,
prostrednictvim scintigrafisty, bez
zbyte¢ného odkladu predat veskeré
vysledky provadénych sluzeb pfimo
zkousejicimu. Vysledky provadénych
sluzeb budou archivovany
zkousSejicim v prostorach Instituce.

CLANEK 3 - UDAJE SOUVISEJICi SE
SLUZBAMI

3.1.

3.2.

3.3.

Nelplné Udaje o poskytnutych
sluzbach v souvislosti s chybé&jicimi
testy nebo zhodnocenimi
poskytovatele nebudou povazovany
za hodnotitelné ani nebudou mit
narok na zaplaceni.

Konecné rozhodnuti o
hodnotitelnosti poskytnutych sluzeb
ucini  klinicky monitor spolecnosti
TFS/zadavatele a/nebo jind osoba
urc¢ena spolecnosti TFS/zadavatelem.

prostrednictvim
soucinnosti  se

Poskytovatel,
scintigrafisty, v
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shall record/log all data (including,
without limitation, sheets, slides and
reports) generated as a result of
performing the Services
(collectively, the “"Study Data”) in a
timely, accurate, complete, and
legible manner in the form described
in the Protocol. Provider, through
Scintigrapher, in cooperation with

the Investigator, shall take
reasonable and customary
precautions, including periodic

backup of electronic data, 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.

3.4. Without limiting the generality of the
foregoing TFS provides monitoring
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.

ARTICLE 4 - PROPERTY /

zkousSejicim, zaznamenaji veskeré
udaje (véetné, bez omezeni na
snimky a zpravy) vytvorené v
dusledku poskytovani sluzeb
(spole¢né ,studijni adaje") vcas,
presné, uplné a citelné, a to formou
popsanou v protokolu. Poskytovatel,
prostrednictvim  scintigrafisty, v

soucinnosti se zkousejicim
podniknou rozumna a obvykla
opatreni, véetné pravidelného
zalohovani elektronickych dat, k
zabranéni ztraty nebo obmény
vedkerych studijnich Gdaju. B&hem
studie budou mit
zadavatel/spolecnost TFS nebo

zastupci zadavatele/spoleCnosti TFS

pravo na kontrolu, ovérovani a
kopirovani  veskerych  studijnich
Vs .0
udaju.

3.4. Bez omezeni obecné povahy vyse
uvedeného poskytne spolecnost TFS
monitorovaci sluzby za pouziti
neidentifikovanych studijnich udaju
s ohledem na totoZnost subjektl
Ucastnicich se klinického vyzkumu,
kteFi zlstanou anonymni. Pfistup

spolednosti TFS k takovym Gdajum

bude omezen na osobni Udaje
nezbytné k poskytovani sluzeb
uzitec¢nych pro zadavatele.
Spolecnost TFS nebude

shromazdovat ani zapisovat osobni
Udaje subjektd.

CLANEK 4 - VLASTNICTVI /

PUBLICATION PUBLIKACE

4.1. The results of the Study may be | 4.1. V souladu s rozhodnutim zadavatele
published in an international vysledky studie mohou byt
scientific journal according to the publikovany v mezinarodnim
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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.

The parties acknowledge that the
Sponsor shall retain ownership of all
tangible and intangible assets,
including assets subject to
intellectual property rights, which
will result from the performance of
the Services pursuant to this
Agreement.

4.2. The results of the provided Services
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 Services and to ensure
compliance with the Applicable
Laws, the Provider is obliged to
provide Sponsor with complete test
results and all data developed in the
performance of the Services. Only
Sponsor may make the information
obtained during the performance of
the Services available to the
physicians and to drug registration
authorities, except as required by
the Regulations.

4.3. The Provider and Sponsor agree and
acknowledge that their existing
inventions and technologies owned
by each party at the time of
execution of this Agreement and/or
created from work unrelated to this
Agreement are their separate,

4.2.

4.3.

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

Obé strany berou na védomi a
souhlasi, ze zadavatel si ponecha
vlastnicka prava ke vsem hmotnym i

Vs o] v v
nehmotnym statkum, vcetne
v v, O v V4 . V4
predmetu dusevniho vlastnictvi,
které budou vysledkem poskytovani
sluzeb podle smlouvy.

Zadavatel muUze predavat vysledky
poskytovanych sluzeb bez omezeni
vlddnim a regulatornim organim a
orgdnim pro registraci a Uhradu
|éCiv celosvétove. Pro umoznéni
vyuzivani informaci ziskanych
z poskytnutych sluzeb a zajisténi
shody s platnymi zdkony, je
poskytovatel povinen poskytnout
zadavateli kompletni vysledky
vySetreni a vSechna data ziskana pfri
poskytovani sluzeb. Pouze zadavatel
muUZe  UGdaje  ziskané  bé&hem
poskytovani sluzeb dat k dispozici
lékaFim a UGFadim pro registraci
l&é¢iv, s vyjimkou pfipadd nafizenych
legislativou.

Poskytovatel a zadavatel souhlasi s
tim a berou na védomi, Ze jejich
stavajici vynadlezy a technologie
vlastnéné jednotlivymi stranami v
dobé uzavreni této smlouvy, a /nebo
vytvorené z prace bez vztahu k této
smlouveé, jsou jejich oddélena,
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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
directly or through TFS during the
course of performing the Study.

4.4. Sponsor shall own the results of the
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
Intellectual Property”). Provider
undertakes to give TFS/Sponsor, in
cooperation with the Scintigrapher,
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, in cooperation
with the Scintigrapher , 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

4.4,

samostatna vlastnictvi a_ nejsou
ovlivnény touto smlouvou. Zadna ze
stran nebude mit Zadné naroky a
prava na existujici vynalezy a
technologie druhé strany. Zadavatel
vlastni veskeré naroky a podily na
sledovaném  léCivu a  veskeré
ddvérné informace, které zadavatel
muze poskytnout poskytovateli
primo nebo prostrednictvim TFS v
prib&hu provadéni studie.

Zadavatel vlastni vysledky studie,
véetné vSech dat, know-how
dokumentace, zpravy, elektronické
formulafe 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 dOvérnych
informaci zadavatele, a muzZe
pouzivat shodné jmenované pro
jakykoli ucel, ktery povazuje za
vhodny (souhrnné oznacované jako
"dusevni vlastnictvi zadavatele").
Poskytovatel se zavazuje, ze
v soucinnosti se scintigrafem TFS/
zadavateli okamzité pisemné oznami
vSechny naroky zadavatele k
dusevnimu vlastnictvi vzniklé na
zakladé této smlouvy a souhlasi
priradit veskera prava, naroky a
odpovédnost v otdzce dusevniho
vlastnictvi zadavateli. Poskytovatel
v soucinnosti se scintigrafem, zajisti
vedkeré dokumenty, které muzZe
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
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documents needed to protect
Sponsor Intellectual Property.
ARTICLE 5 - FINANCIAL

PARTICIPATION OF SPONSOR
5.1. Payments to the Provider for the
Services  shall be made in
accordance with the terms of the
budget and payment schedule
attached hereto as Exhibit A and
incorporated herein by reference.
5.2. Payment for conducting the Services
will be credited to:

CLANEK 5 -

zadavatele na dokumenty potrebné
k ochrané dusevniho vlastnictvi
zadavatele.

FINANCNI UCAST

ZADAVATELE

5.1.

5.2.

Platby poskytovateli za sluzby podle
této smlouvy budou provedeny v
souladu s podminkami pro rozpocet
a rozpis plateb bude pfripojen ke
smlouvé jako Priloha A a zahrnuta
do smlouvy odkazem.

sluzeb bude

Platba za provadéni
provedena ve prospéch:

The payments will be made upon
receipt of an invoice, which shall
have any and all requisites of tax
document under applicable laws of
the Czech Republic. The invoicing
address to be wused is: TFS Trial
Form Support, s.r.o., Klimentska
1216/46, 110 02 Praha 1, ID:
27876756, VAT: CZ27876756.

The Invoice will be issued by the
Provider based on a tracking table of
the performed Services, provided by
TFS, and approved by the
Scintigrapher. The list of performed
services will be in accordance with
the payment schedule attached
hereto as Exhibit A and incorporated

Platby budou provedeny po obdrzeni
faktury, kterd bude mit veskeré
nalezitosti danového dokladu dle
pfislunych pravnich predpisd Ceské
republiky. Adresa pouzita k fakturaci
je: TFS Trial Form Support, s.r.o.,
Klimentskd 1216/46, 110 02 Praha
1, 1CO: 27876756, DIC:
CZ27876756.

Faktura bude
vystavena na

poskytovatelem
zakladé prehledu
provedenych sluzeb dodanych
spoleCnosti TFS a schvalenych
scintigrafistou. Prehled provedenych
sluzeb bude v souladu s platebni
prilohou pripojenou k této smlouvé
jako Priloha A, na niz timto

Page 13 of 30




TFS|

It’s all about trust

herein by reference.

5.3. Cost and payment terms are set forth
in Exhibit A to this Agreement. The
account and payment currency of this
Agreement is in CZK. All amounts
mentioned in this Agreement are with
all taxes included, except for VAT.
VAT is not included in the amounts,
specified in Exhibit A to this
Agreement and should be additionally
reflected, when the law requires so.
Provider shall issue appropriate
invoice or other accounting
document, as required by the local
accounting legislation with all taxes
included.

5.4. TFS will receive invoices and make
payments to the Provider, in
accordance with the budget
described in Exhibit A to this
Agreement. Exhibit A is inclusive of
all remuneration payable for the
conduct of the Services. In
consideration for the Services
provided under the terms of this
Agreement and in accordance with
the payment terms set forth in
Exhibit A, the payment will be
received by the Provider on a six-
month basis, within forty-five (45)
days following receipt of the invoice
detailing the performed Services as
set forth in Exhibit A.

5.5. Provider represents and warrants
that the payments provided under
the terms of this Agreement and any
amendments made as a result of
changes in the costs of the Services
has not been determined in any
manner with regard to, or has been

5.3.

5.4.

5.5.

odkazujeme.

Platby a platebni podminky jsou
uvedeny v Priloze A této smlouvy.
Ucet a ména platby této smlouvy je
v KC. VSechny c¢astky uvedené v této
smlouvé jsou se vSemi danémi, s
vyjimkou DPH. DPH neni zahrnuto v
¢astkach, uvedenych v Priloze A této
smlouvy a mélo by byt dodatecné
zohlednéno, pokud legislativa tak
vyzaduje. Poskytovatel vystavi
prislusSnou fakturu nebo jiny ucetni
doklad, jak je pozadovano dle mistni
ucetni legislativy zahrnujici vSechny
dané.

TFS obdrzi faktury a uskutecni
platby poskytovateli, v souladu
s platebni prilohou jak je je popsano
v Priloze A této smlouvy. Priloha A
obsahuje vSechny odmény a platby
za provedené sluzby. S ohledem na
poskytnuté sluzby v souladu s
podminkami této smlouvy a v
souladu s platebnimi podminkami
uvedenymi v Priloze A bude platba
uskutec¢néna poskytovateli kazdych
6 mésich a obdrZzena poskytovatelem
do 45 dnl po obdrzeni faktury
podrobné uvadéjiciho provedené
sluzby, jak je uvedeno v Priloze A.

Poskytovatel prohlasuje, ze platby
poskytnuté v souladu s podminkami
této smlouvy nejsou, a jakékoliv
zmény v dusledku zmé&n v nakladech
na sluzby nebyly stanoveny
jakymkoliv zptsobem s ohledem na,
nebo nebyly ozndmeny, vyménou za
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5.6.

5.7.

ARTICLE 6 -

given in exchange for, any implicit
or explicit agreement to provide
favorable procurement decisions
with regard to Sponsor’s products,
or to the value or volume of any
business generated between the
parties, and that the Services to be
provided under the Agreement do

not and will not involve the
counseling or promotion of a
business arrangement or other

activity that violates any applicable
law.

The Provider represents and
warrants that (a) it has not received
any payments or other
compensation in connection with the
Study, except as properly
documented in the Exhibit A, and
(b) the total of all payments to the
Provider represents fair market
value for the Services provided.

It is the Provider’s responsibility to
meet the fiscal obligations adherent
to the fees received upon this
agreement, without limitation
payment of tax.

RESPONSIBILITY AND

INDEMNIFICATION

6.1.

Sponsor shall indemnify and hold
harmless the Provider from direct
liability,in direct connection with
claim brought by or on behalf of trial
subjects for injury, loss, or damage
it may suffer as a result of Sponsor's
negligence or breach of contract or
the use of the Study Drug in strict
compliance  with the Protocol,

5.6.

5.7.

CLANEK 6 -

jakykoliv implicitni nebo vyslovny
souhlas poskytnout priznivé
rozhodnuti o =zadani zakazky s
ohledem na osoby usilujici o

vyrobky, nebo hodnoty nebo objemu
podnikani vytvoreného mezi
stranami a ze sluzby, které maji byt
poskytnuty v ramci smlouvy nemaji
a nebudou zahrnovat poradenstvi
nebo podporu obchodniho ujednani
nebo jinou cinnost, ktera porusuje
platné zakony.

Poskytovatel prohlasuje, ze (a)
neobdrzel zadné platby nebo jiné
nahrady v souvislosti s klinickym
hodnocenim, s vyjimkou pfipadt
radné zdokumentovanych v Priloze A
a (b) soucet vSech plateb
poskytovateli predstavuje redlnou
trzni hodnotu poskytovanych sluzeb.

Je zodpovédnosti  poskytovatele
splnit financni povinnosti spojené s
odménou na zakladé této smlouvy,
bez omezeni na zaplaceni dani.

ZODPOVEDNOST A

ODSKODNENI

6.1.

Zadavatel zprosti a  odskodni
poskytovatele v souvislosti s pfimou
odpovédnosti, ve spojeni s pfimym
narokem podanym subjekty
hodnoceni nebo jejich jménem za
zranéni, ztratu nebo poskozeni,
kterd mohly utrpét v ddsledku
zanedbani zadavatele nebo poruseni
smlouvy nebo uzivani hodnoceného
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Applicable Laws, and Sponsor’s
instructions. Sponsor shall not be
responsible for, and Provider shall
be responsible for, any loss or
damages caused by non-observance
of the Protocol or Sponsor’s
instructions, negligence of the
Providerand/or any Provider’s
Personnel in performing the
Services, or breach of this
Agreement by Provider, and for any
breach of instructions or failure to
cooperate with the Investigator.

Sponsor declares and certifies, that
in accordance with provision § 52
Section 3, letter f) of the Act on
Pharmaceuticals, 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
Subjects.

The Provider declares that according
to the provision § 45 para. 2 point.
n) of the Act no. 372/2011 Coll., on
health services and conditions of
their provision (the Health Services
Act), the provider is insured against
liability for damage caused in
connection with the provision of
health services and that it is aware
of its obligation to ensure the
continuation of this insurance during
the whole period of providing the
health services. The Insurance
contract is concluded to the extent
required by law and does not have
liability insurance for damage

léku pri prisném dodrzovani
protokolu, platnych zdkond a pokynul
zadavatele. Zadavatel nebude
zodpovidat za, a poskytovatel bude
zodpovidat za, veskeré ztraty nebo
poskozeni zplsobené nedodrzovanim
protokolu nebo pokynl zadavatele,
zanedbani poskytovatelem a/nebo
personalem poskytovatele pri
poskytovani sluzeb, nebo porusenim
této smlouvy poskytovatelem, a pro
neuposlechnuti pokynd zkousejiciho
nebo pro neposkytnuti soucinnosti
zkousejicimu.

Zadavatel prohlasuje a potvrzuje, ze
v souladu s ust. § 52 odst. 3, pism.
f) zakona o léCivech, zajisti pojisténi
klinického hodnoceni. Poskytovatel
bude udrzovat pojistné = kryti
takového druhu a s pojistnou vysi
odpovidajici okolnostem na ochranu
proti ndrokdm nebo povinnostem,
které mohou nastat podle této
smlouvy, véetné narok( ze strany
subjektd nebo jejich jménem.

Zdravotnické zarizeni prohlasuje, ze
je dle ust. § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkach
jejich poskytovani  (zakon 0
zdravotnich sluzbach), pojistén pro
pripad odpovédnosti za Skodu
zplUsobenou v souvislosti s
poskytovanim zdravotnich sluzeb a
Ze si je védom své povinnosti zajistit
trvani tohoto pojisténi po celou dobu
poskytovani  zdravotnich  sluzeb.
PfislusSnd  pojistnd smlouva je
uzaviena vV rozsahu pozadovaném
pravnimi predpisy a neobsahuje
pojisténi odpovédnosti za Skodu
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caused during the clinical trial or in
connection with, nor does it provide
compensation in case of death of the
trial subject or, in the case of
damage to health of the subject as a
result of the clinical trial.

In case of any claims brought by the
Provider or Sponsor, including claims
from or on behalf of Study subjects,
the Provider or Sponsor will not be
liable for damages which are
normally not awarded under the
applicable law. This exclusion of
liability shall in particular apply to
any special damages, punitive
damages or consequential damages
which cannot be claimed as actual
damages, lost profit, and/or
compensation of immaterial harm
pursuant to the provisions of
applicable laws (in particular the Civil
Code).

ARTICLE 7 - TERM and TERMINATION

7.1. This Agreement shall become
effective on the day when signed 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 Institution by the date stated
in  Article 1.4.,, for reasons
independent of TFS/Sponsor, or for
reasons stated in Article 1.5,
TFS/Sponsor reserves the right to

zpUsobenou pfi provadéni klinického
hodnoceni nebo v souvislosti s nim
ani nezajistuje odskodnéni v pfipadé
smrti subjektu hodnoceni nebo v
pripadé sSkody vzniklé na zdravi
subjektu hodnoceni v disledku
provadéni klinického hodnoceni.

Vv pripadé jakychkoli
narokd uplatnénych poskytovatelem
nebo zadavatelem, véetné néarokd
uplatnénych od/nebo jménem
subjektl studie, poskytovatel nebo
zadavatel nebude odpovédny za
Skodu, kterou nelze obvykle
uplatrfiovat podle prislusnych
pravnich predpisd. Toto vylouéeni
odpovédnosti za nahradu Skody plati
zejména  pro  zvlastni  Skody,
represivni skody ¢i nasledné sSkody,
které nemohou byt narokovany jako
skutecné sSkody, usly zisk a/nebo
odskodnéni nemajetkové Ujmy v
souladu s ustanovenimi platnych
pravnich predpist (zejména
obcanského zakoniku).

CLANEK 7 - TRVANI A UKONCENI

7.1. Tato smlouva nabyva platnosti a
ucéinnosti dnem podpisu posledni
smluvni stranou, a bude pokracovat
az do dokonceni studie (vcetné data
analyzy) v souladu s protokolem,
pokud nebude ukoncena dfive, jak je
stanoveno zde. Pokud studie nebude
v instituci zahdjena ve dni
uvedeném ve ¢lanku 1.4. z dGvodd
mimo kontrolu spolecnosti
TFS/zadavatele, nebo  z dGvodu
v ¢lanku 1.5, vyhrazuji si spolec¢nost
TFS/zadavatel pravo ukondit tuto
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terminate this Agreement upon
written notice to the Provider.

7.2. The TFS/Sponsor reserves the right
to terminate this Agreement and to
discontinue the Services 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

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

7.4. 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 will be
in effect after its termination. If the
Services are prematurely

7.2.

7.3.

7.4.

smlouvu  pisemnym  oznamenim
poskytovateli.

Spolecnost TFS/zadavatel Si
vyhrazuji  pravo  ukoncéit  tuto
smlouvu a prerusit poskytovani
sluzeb kdykoli, a to pisemnym
oznamenim poskytovateli:

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

i) pokud Ucel studie prestal byt z
jakéhokoli dGvodu aktudlni, nebo

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

Poskytovatel si vyhrazuje pravo
ukoncit tuto smlouvu a prerusit
poskytovani sluzeb pisemnym
oznamenim spolecnosti
TFS/zadavateli, pokud spole¢nost
TFS/zadavatel materidlné porusi tuto
smlouvu a nenapravi takové
poruseni béhem triceti (30) dni po
obdrzeni ozndameni o takovém
poruseni.

Ukonceni nebo  vyprseni této
smlouvy nebude mit vliv na Zadna
prava ani povinnosti vzesla pred
takovym ukoncenim nebo
vyprSenim. Veskera ustanoveni této
smlouvy, kterd pretrvaji po ukonceni
platnosti této smlouvy, budou
v platnosti i po jejim ukonceni.
Pokud bude poskytovani sluzeb
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terminated, the Provider is only
entitled to compensation for actual
conducted work as of the
termination date. In addition,
Provider, through Scintigrapher, in
cooperation with the Investigator,
shall promptly complete all
documents, 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.

ARTICLE 8 - SECRECY AND NON USE

8.1.

The Provider and Provider’s
Personnel shall keep confidential all
information supplied, directly or
indirectly by TFS/Sponsor, together
with the Study Data and other
results of the Study and the Services

provided, including, without
limitation, information concerning
any payments, subject of the

agreement or the scope of this
Agreement (collectively,
“Confidential Information”). The
Provider and Provider's personnel
take into consideration that the
Confidential Information is business
secret within a meaning of Section
504 of the Act No. 89/2012 Coll.,

Civil Code, as amended. The
Confidential Information shall
include but not be Ilimited to:

payments, prices, costs, goals and
scope of the Study, information
relating to the Subjects, and any

predCasné ukonceno, poskytovatel
ma narok na kompenzaci pouze za
praci skute¢né provedenou ke dni

ukonceni. Navic poskytovatel,
prostrednictvim  scintigrafisty, v
soucCinnosti se zkousSejicim bez
prodleni dokonci veskeré

dokumenty, preda veskeré studijni
Udaje zadavateli/spoleCnosti TFS a
vrati nepouzitou studijni medikaci a
jiné materidly zadavateli/spolecnosti
TFS. Po ukonceni z jakéhokoli
ddvodu budou strany pokracovat v
takovych Cinnostech podle této
smlouvy, jaké budou nezbytné k
ochrané zdravi subjektd.

CLANEK 8 - UTAJENI A NEPOUZIVANI

8.1.

Poskytovatel, a personal
poskytovatele budou udrzovat v
ddvérnosti vedkeré informace
dodané, pfimo nebo neprimo,

spolecnosti TFS/zadavatelem,
spole¢né se studijnimi udaji a jinymi
vysledky studie a poskytovanych
sluzeb, vcetné nikoliv vSak vylucné,
informaci o jakychkoliv platbach,
predmétu této smlouvy nebo
rozsahu plnéni z této smlouvy
(spole¢né ,dlvérné informace").
Poskytovatel a personal
poskytovatele ve studii berou na
vé&domi, ze dGvérné informace jsou
obchodnim tajemstvim ve smyslu
ustanoveni § 504 zakona ¢. 89/2012
Sb., obcansky zakonik, v platném
znéni. DUvérné informace mimo jiné
zahrnuji: platby, ceny, naklady, cile
a predmét Studie, informace tykajici
se subjektl, a veskeré informace
tykajici se dusSevniho vlastnictvi
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and all information relating to
Sponsor Intellectual Property.

8.2. The Provider and Provider’s
Personnel shall refrain from making
any use of the Confidential
Information except for the
performance of the Services.

8.3. The above obligations shall not
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 known, or

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

- the Provider or the Provider’'s
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 Provider or the Provider’s
Personnel can prove to have
obtained from an independent
third party having an unrestricted
right to disclose them.

8.4. Notwithstanding the provisions 8.1.
and 8.2., the Provider will be
allowed to disclose the information

8.2.

8.3.

8.4.

zadavatele.

Poskytovatel, a personal
poskytovatele nebudou pouzivat
ddvérné informace k ni¢emu jinému
nez pro ucel poskytovani sluzeb.

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

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

- se dostaly do verejné sféry
pozd&ji jinym zpUsobem nez
zavinénim poskytovatele, nebo
kohokoli z personalu
poskytovatele,

- poskytovatel nebo personal
poskytovatele mohou prokazat
pisemné, ze jim informace byly

znamy pred zverejnénim
informaci nebo jejich dostupnosti
pro vysledky spolec¢nosti

TFS/zadavatelem,

- poskytovatel nebo personal
poskytovatele mohou prokazat,
Ze je ziskali od nezavislé treti
strany, ktera méla neomezené
pravo na jejich zverejnéni.

Bez ohledu na ustanoveni 8.1. a 8.2.
bude poskytovatel smét zverejnit
informace a vysledky podle potreby
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and the results on a need to know
basis to the Provider’'s Personnel
engaged in the Services upon this
agreement; provided that:

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

- Each Provider’'s Personnel has
signed a confidentiality and non-
use agreement, who’s signing
ensures Sponsor, containing
terms at least as stringent as
those set forth herein.

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

ARTICLE 9 - REPRESENTATIONS,

WARRANTIES and CERTAIN

COVENANTS

9.1. Provider represents and warrants

that it is not presently under any
agreement which conflicts with or
materially impairs their ability to
perform the duties and obligations
owed to TFS/Sponsor under this
Agreement, and further agree not to

undertake any such agreement
during the course of the
performance of the services.

8.5.

pro personal poskytovatele zapojeny
do poskytovani sluzeb dle této
smlouvy, za predpokladu, ze:

- poskytovatel bude postupovat s
patricnou opatrnosti a podnikne
opatreni nezbytnd k zamezeni
jakéhokoli neopravnéného
zverejnéni nebo pouziti informaci
a vysledkd persondlem
poskytovatele a

- kazdy Clen personalu
poskytovatele podepise dohodu o
divérnosti a nepouZivani, jejiz
podepsani zajisti zadavatel, 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 doby 15 let po uplynuti nebo
ukonceni platnosti této smlouvy.

CLANEK 9 - POTVRZENI, ZARUKY A
URCITE PODMINKY

9.1.

Poskytovatel potvrzuje a zarucuje,
Ze v soucCasné dobé neni vazan
Zzadnou smlouvou ani povinnosti,
kterd by byla v rozporu nebo by
materialné branila jeho schopnosti
plnit své Uukoly a povinnosti pro
spoleCnost TFS/zadavatele podle
této smlouvy, a dale souhlasi, ze
Zadnou takovou smlouvupovinnost
ani dohodu neuzavie ani béhem
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9.2.

Provider warrants that no Provider’s
Personnel are presently under any
agreement 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
Provider’s Personnel will undertake
any such agreement during the
course of the performance of the
Services.

If during the term of this
Agreement, Provider or any person
employed or retained by the
Provider to perform the Services (i)
comes under investigation a
debarment action (ii) is debarred, or
(iiil) engages in any conduct or
activity that could lead to any of the
above-mentioned disqualification or,
Provider shall immediately notify
TFS/Sponsor of same and Sponsor,
through TFS, shall have the right to
terminate this Agreement
immediately.

ARTICLE 10 - MISCELLANEOUS

9.2.

poskytovani sluzeb. Poskytovatel
zarucCuje, ze v soucasné dobé neni
nikdo z personalu poskytovatele
vazan zadnou smlouvou dohodou ani
povinnosti, ktera by byla v rozporu
nebo by materidlné branila jejich
schopnosti plnit jejich Ukoly a
povinnosti pro spolecnost
TFS/zadavatele podle této smlouvy,

a zajisti, Zze nikdo z personadlu
poskytovatele Zzadnou takovou
povinnost ani dohodu smlouvu

neuzavie béhem poskytovani sluzeb.

Pokud béhem trvani této smlouvy
poskytovatel nebo jakakoli osoba,
kterda je zameéstnana nebo najata
poskytovatelem k poskytovani
sluzeb (i) bude vySetfovana kvdli
zakazu odborné cinnosti, (ii) bude
mit zakdzanou odbornou cinnost,
nebo (iii) bude provadét akce nebo
¢innost, které by mohly mit za
nasledek vySe zminény zdakaz
odborné cCinnosti, poskytovatel na to
okamzité upozorni spolec¢nost
TFS/zadavatele a zadavatel, pres
spole¢nost TFS, bude mit pravo
okamzité tuto smlouvu ukondit.

CLANEK 10 - RUZNE

10.1. The relationship of Provider to|10.1. Vztah poskytovatele k zadavateli je
Sponsor is that of independent vztah samostatného kontraktora a
contractor, and nothing contained nic zde uvedeného nelze vykladat
herein shall be construed to be nijak jinak nez je povaha takového
inconsistent with that relationship or vztahu nebo stavu.
status.

10.2. The Provider shall promptly report to | 10.2. Poskytovatel bez zbytecného
the Sponsor in writing each and odkladu pisemné informuje
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every case of the Investigator’'s
failure to provide full cooperation
under this Agreement and/or breach
of duties under the applicable laws
by the Investigator.

10.3. 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.

10.4. This Agreement shall be governed
by the laws of the Czech Republic.
The parties to this Agreement
hereby submit to the exclusive
jurisdiction of the Czech Republic
courts.

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
prevail.

10.5. The Provider may 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 may assign this
Agreement to any of its affiliates
without Provider’'s consent. The

Provider will be informed
immediatelly about such an
assignment.

10.6. This Agreement constitutes the
entire agreement between the
parties with respect to the subject

10.3.

10.4.

10.5.

10.6.

zadavatele o kazdém  pripadu
neposkytnuti plné soucinnosti
a/nebo porusdeni prisluénych zakond
ze strany zkousejiciho.

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

Tato smlouva se bude fridit zakony
Ceské republiky. Strany v této
smlouveé se timto podrobuji vylucné
jurisdikci soudl Ceské republiky.

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.

Poskytovatel nesmi ulozit ani prevést
tuto smlouvu ani zadnd sva prava
ani povinnosti zde uvedené bez
predchoziho pisemného souhlasu
zadavatele.  Jakykoli pokus o
prevedeni bez takového souhlasu
bude neplatny a zruseny. Zadavatel
smi prevést tuto smlouvu bez
souhlasu poskytovatele. O tomto
prevodu bude poskytovatele
bezodkladné informovat.

Tato smlouva predstavuje konecnou
dohodu mezi stranami s ohledem na
zde uvedenou problematiku a
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matter hereof and supersedes and

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.

Person authorised to sign
agreements for the Provider:

Date

Signature

—

TFS:

Date

Signature

prevysuje a ukoncuje veskeré
predchozi a/nebo jiné 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 meénit, dopliovat, 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 v trojim provedeni.

Osoba opravnéna podepisovat
smlouvy za poskytovatele:

Datum

Podpis

—

TFS:

Datum

Podpis
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Exhibit A- Payment Schedule

o Payment of Provider Grants

1. Enrolment and

Enrolment Schedule

Targets

- This number may vary

according to competitive recruitment
which will be followed throughout the
Study.

2. Fee Per Completed Subject:

2.1. Visit schedule with
budget for Completed Subject

associated

Subject Status
Payment Point
(Visit Schedule)

Amount
( CZK)

Priloha A— Platebni priloha

. Vyplata odmény Poskytovateli

1. Cilovy pocet subjektli a casovy
harmonogram naboru

poéet se mUlZe ménit v zavislosti na
konkurencnim naboru, ktery bude probihat
po celou dobu studie.

2. Odména za dokonceny subjekt:

2.1. Casovy harmonogram navstev,
véetné prislusné odmény za dokonceny
subjekt

Vyplata odmény
za subjekt
v zavislosti na
prtibéhu
klinického
hodnoceni
(Harmonogram
navstév)

Castka (K¢&)

| ==
| =

1

Page 25 of 30



TFS)

It’s all about trust

. -

Total 9000,00

* Scanning/2-year scanning (only patients
without ICD) fee please refer to Section 3
Imaging

2.2. The Fee for each Completed Subject
includes (but is not Ilimited to) the
following costs or expenses:

Provider's overheads fees, administrative
fees, archiving fees, questionnaire (e.g
quality of life).

2.3. Fees will be invoiced and paid in CZK
on the day that the invoice is issued.

3. Other Payments:

Payment for other fees or expenses that
are not included in the Fees per
Completed Subject (as defined in Section
2) will be made according to the following

rates:

IMAGING
|

ADMINISTRATION FEE:

Celkem
* Skenovani/ Skenovani po 2 letech (pouze

9 000,00

pacienti bez ICD) viz Odstavec 3
Zobrazovaci metody

2.2. Odména za dokonceny subjekt
zahrnuje, mimo jiné, nasledujici naklady

nebo vydaje:

Rezijni naklady poskytovatele,
administrativni naklady, archivacni
poplatky, a dotaznik (napf. kvality zivota).

2.3. Poplatky budou fakturované a
zaplacené v K¢ v den vystaveni faktury.

3. Ostatni platby:

Uhrada jinych odmén a vydajd, které
nejsou zahrnuty v odméné za dokonceny
subjekt (ve smyslu ustanoveni ¢lanku 2)
bude vyplacena v nasledujicich sazbach:

ZOBRAZOVACI METODY

ADMINISTRATIVNI POPLATEK:
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F_ Uhrada bude
The payment of this fee shall | poskytnuta na zakladé faktury vystavené

be made based on an Invoice issued by | poskytovatelem po podpisu smlouvy
the Provider after a signature of the | splatné ve lhdté 45 dnd.

Agreement, payable within 45 days
following receipt of the Invoice.

4. Pro-Rata Payments: 4. Pomérné platby

4.1. Should SPONSOR terminate the |4.1. Pokud =zadavatel ukoncéi klinické
Study prior to completion, pro-rated hodnoceni pred jeho dokoncenim, budou
expenses and fees shall be paid as set odmény a nahrady na subjekt vyplaceny
forth in Section 2.1 for each Subject visit | v ¢astkach uvedenych v ¢lanku 2.1, a to za
performed before the premature | véechna vysSetfeni subjektd, kterd se
termination of the Study or the date | uskutecnila pred predc¢asnym ukoncenim
notice is received of such premature | klinického hodnoceni nebo k datu obdrzeni

termination, whichever is later. vypovédi smlouvy, podle toho co nastane
pozdéji.
4.2. If other non-cancelable costs are 4.2. Pokud poskytovateli vzniknou

incurred by Provider, written justification | neodvratné naklady, zavazuje se predlozit
must be provided to SPONSOR for review | zadavateli ke kontrole a schvaleni
and approval, and payment of such costs | prikazné pisemné vyGétovani. Uhrada
is subject to SPONSOR'’s approval. té&chto nakladd pak podléhd schvaleni

zadavatelem.

5. Payment Conditions 5. Platebni podminky

5.1. Payee 5.1. PFijemce odmény

The payee under this Exhibit A shall be | Pfijemcem odmény ve smyslu této Prilohy
the Provider. A je poskytovatel.

5.2. Periodic Payments 5.2. Pravidelné platby

TFS shall send to the Institution

the Schedule

SpoleCnost TFS zasSle poskytovateli

scintigrafistou
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of Visits approved by the scintigrapher.
Based on this the Institution shall issue
the Invoice payable within 45 days. The
payment of VAT will be added at the
statutory rate. Payments will be made by
electronic wire to the bank account stated
in the Investigator Request Form.
Payments shall only be made when the
following criteria have been met:

(a) Study procedures have been
conducted in full compliance with the
Protocol; and

(b) Completed records have Dbeen

delivered tothe Investigator.

All payments are subject to withholding
taxes required under the applicable
jurisdictions.

5.3. Final Payment

Notwithstanding the criteria defined in
Section 5.2 above, the final payment shall
be contingent upon the following
additional conditions:

a) all data clarification on records
queries have been resolved to
Sponsor’s satisfaction; and

b) Provider has returned all
required equipment, drugs and
other material to SPONSOR; and

final

c) Provider has

invoices.

provided

Provider shall have 60 days from the
receipt of the final payment under this
Agreement to identify discrepancies and

odsouhlaseny prehled vysSetreni, na jehoz
zakladé vystavi poskytovatel fakturu se
splatnosti 45 dni. K platbé bude pfipoctena
DPH v zakonem stanovené vysi.

Uhrada bude provedena elektronickym
bankovnim prevodem na bankovni (cet
uvedeny ve formulari IRF (formular pro
zkousejiciho). Vyplata odmény bude
provedena pouze vV pripadé, Ze budou
splnéna nasledujici kritéria:

(a) vySetreni bylo provedeno v souladu
s ustanovenim protokolu; a

(b) vSechny pozadované zaznamy byly
doruceny zkousejicimu.

VSechny platby podléhaji srazkovym danim
podle mistné platnych pravnich predpisd.
5.3. Posledni platba

Bez ohledu na kritéria uvedena v clanku

5.2 vysSe, je Uhrada posledni platby
podminéna splnénim  téchto dalsSich
podminek:

a) vSechny dotazy ohledné

poskytnutych zaznamu byly vyfedeny ke
spokojenosti zadavatele; a

vratil veskeré
léCiva a ostatni

b) poskytovatel
pozadované vybaveni,
materidly zadavateli; a

c) poskytovatel vystavil konec¢nou fakturu.
Na zakladé této smlouvy ma poskytovatel

60 dnl od obdrzeni kone&né platby na
v v 4 v o o - .
reseni vsech rozporu a sporu v souvislosti
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resolve any payment disputes with TFS.

7. Investigator Request Form and
Payment Instructions

7.1. TFS shall send, Vvia e-mail
transmission, an electronic version of the
Investigator Request Form to the Provider.
This e-mail will also contain details of
where to return the completed version of
the electronic format.

7.2. The Provider shall complete the
electronic version of the Investigator
Request Form and return it to TFS, via e-
mail transmission, at the email address
specified in the e-mail referred to in
Section 7.1 above.

7.3. TFS shall insert a paper copy of the
Investigator Request form as Attachment
1

7.4. Payments shall be made by TFS on
behalf of SPONSOR and shall be paid
within forty-five (45) days of receipt,

review and approval of an original
invoice* submitted to the following
address:

TFS Trial Form Support, s.r.o.
Klimentska 1216/46

11002 Praguel

Czech Republic

Please note that invoices* must contain

the following information:
(a) Protocol Number; and
(b) Invoice Date; and

s vyplatou odmén ze strany TFS.

7. Formular
platebni pokyny

pro zkousejiciho a

7.1. TFS zasSle poskytovateli e-mailem
elektronickou verzi formulare pro
zkousejiciho. V tomto e-mailu budou také
uvedeny informace o tom, kam se ma
v elektronickém formatu vyplnény formular
odeslat.

7.2. Poskytovatel vyplni elektronickou
verzi formulare pro zkousejiciho (IRF) a
vrati jej TFS e-mailem na adresu uvedenou
v e-mailu popsaném v c¢lanku 7.1.

7.3. TFS prilozi kopii papirového
formulare IRF k této smlouvé, jako Prilohu
1

7.4. Vyplata odmény bude provedena TFS
jménem zadavatele, a odména bude
vyplacena do ¢&tyficetipéti (45) dnd po

obdrzeni, zkontrolovani a schvaleni
faktury*, kterou je nutné =zaslat na
nasledujici adresu:

TFS Trial Form Support, s.r.o.

Klimentska 1216/46

110 02 Prahal

Ceska republika

Upozorfiujeme, ze faktury* musi
obsahovat nasledujici udaje:

(a) Cislo protokolu; a

(b)

datum vystaveni faktury; a
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(c) Date & Description of Services
Provided; and
(d) Total amount payable.

Where the payee is VAT/GST registered
then the following information should also
be provided:

o VAT / GST registration number of
the supplier (payee), prefixed with their
country code (if applicable); and

° VAT / GST registration number of
the customer (TFS), prefixed with their
country code (if applicable). The invoice
must also state the Sponsor with its name
and address on the invoice.

o The rate of VAT / GST and amount
of VAT / GST payable; and

o The amount exclusive of VAT / GST
(net amount); and

o Total
amount).

amount payable (gross

* Debit Notes should be provided by
Provider in countries unable to issue
invoices.

(o) datum a popis poskytovanych
sluzeb, a
(d) celkovou castku k Uhradé.

V pripadé, ze je prijemcem odmény platce
DPH (dan z pridané hodnoty) nebo dané
z obratu, musi faktura obsahovat také
nasledujici informace:

. Dariové identifikacni cislo
(DIC)/Registraéni ¢&islo k dani z obratu
prijemce odmeény (dodavatele) s kdédem
zemé, kde prijemce odmény ma své sidlo
(pokud je takovy kod soucasti
registra¢niho cisla); a

Daflové identifikaéni ¢&islo (DIC) odbératele
(TFS) s kédem zemé, kde ma odbératel
své sidlo (pokud je takovy kéd soucasti
registracniho Cisla). Faktura musi dale nést
nazev a adresu zadavatele.

. Sazbu DPH/dané z obratu a celkovou
¢astku splatného DPH/dané z obratu; a

. Castku bez DPH/dané z obratu (¢ista
¢astka); a

. Celkovou castku k Uhradé, vcetné
dané.

* '\ zemich, kde neni mozné vystavit
faktury, vystavi poskytovatel dluhopisy.
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