TFS

It's all about trust

Clinical Site
Agreement

This agreement is made by and between:

- TFS Trial Form
Klimentska 1216/46,
Czech Republic, entered in Business
Register at Municipal Court in Prague,
section C, inset 123492 under ID: 278
76 756 (hereinafter "TFS”), represented
by Pieter van der Meer, Authorized
signatory.

Support s.r.o.,
110 02 Praha 1,

TFS Trial Form Support International AB,
having its registered office at
Scheelsevagen 8B, Byggnad 1601, 223 63
Lund, Sweden, ID 556531-1660, together
with each of its subsidiaries and affiliates
collectively, including TFS, has been
commissioned by Novartis Pharma
Services AG having its registered address
at Lichtstrasse 35, CH-4056 Basel,
Switzerland, ID CHE-103.882.596
(hereinafter “Sponsor”) as independent
contractor to perform certain services in
connection with the Study (as specified
hereunder) including the execution of
clinical trial agreements with participating
sites and investigators. TFS expressly
states that it is entitled to enter into this
agreement on behalf of Sponsor.

and

- Revmatologicky ustav, State-funded
Institution, Na Slupi 4, 128 50 Praha 2, Czech
Republic, ID00023728/tax ID: CzZ00023728
(hereafter “Institution”), represented by Prof.
MUDr. Karel Pavelka, DrSc.,

legal representative

Smlouva s
klinickym
pracovistém

Tato smlouva se uzavira mezi smluvnimi
stranami:

- TFS Trial Form Support s.r.o.,
Klimentskd 1216/46, Praha 1, Ceska
republika, zapsana v obchodnim rejstriku
vedenem Mestskym soudem v Praze, oddil
C, vlozka 123492, 1CO: 278 76 756 (dale
jen ,TFS"“), zastoupena Pieterem van der
Meer, prokuristou .

TFS Trial Form Support International AB,
se sidlem Scheelsevdgen 8B, Byggnad
1601, 223 63 Lund, Svédské kralovstvi,
reg. €. 556531-1660, spolecné se vsemi
pobockami a pridruzenymi organizacemi,
vCetné TFS, byla zmocnéna spolecnosti
Novartis Pharma Services AG, se sidlem
Lichtstrasse 35, CH-4056 Basel,
Svycarsko, ID CHE-103.882.596 (dale jen
~Sponzor') jako nezadvisly smluvni
partner pro provadeéni urcitych sluzeb
v souvislosti se Studii (jak je definovana
nize), vCetné uzavreni smluv o klinickych
hodnocenich se zucastnénymi pracovisti a
zkousejicimi. TFS vyslovné prohlasuje, Ze
je  opravnéna uzavrit v zastoupeni
Sponzora tuto smlouvu.

- Revmatologicky ustav,

Statni prispévkova organizace

Na Slupi 4, 128 50 Praha 2, Ceska republika,
1CO: 00023728, DIC: CZ00023728 (dale jen
~Zdravotnické zarizeni“), zastoupena Prof.
MUDr. Karlem Pavelkou, DrSc., statutarnim
zastupcem
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WHEREAS :

- The Sponsor wishes to conduct at the
Institution the clinical study “A 52-week,
multicenter study to assess the time
course of response to secukinumab on
joint inflammation using Power Doppler
ultrasonography in patients with active
psoriatic arthritis” (hereinafter "Study"),
according to the protocol with number
CAIN457F2354, (hereinafter “Protocol”).

- The Institution acknowledges that TFS will
execute a separate agreement with

(the

“Investigator”) for the purpose of Study

conduct, where the rights and obligations

of the Investigator will be stipulated

(including the remuneration for the
Investigator and the site/study staff),

- The Institution ensures that the site
facilities are adequate to perform the
Study.

- The legal representative for the Institution
warrants that he/she is entitled to sign this
Agreement.

- This Agreement shall become effective
upon its execution and delivery of approval
of the appropriate Ethics Committee and
Competent Authority (SUKL).

IT HAS BEEN AGREED AS FOLLOWS:

ARTICLE 1 - AIMS
1.1. Under the conditions of this agreement,
the Institution agrees to be compliant
with the terms of the final Study
Protocol, and for parties mandatory and
binding on the parties applicable laws,
regulations, guidelines (including but not
limited to national laws and guidelines.)
and the International Conference on
Harmonisation Guideline for Good

PRICEMZ:

- Sponzor si preje provést v Zdravotnickém
zafizeni  klinickou studii ,52tydenni
multicentrické hodnoceni s cilem
stanovit &asovy prUubé&h odpovédi na
secukinumab u kloubniho zanétu
pomoci  ultrazvukového  zobrazeni
Power Doppler u pacientd s aktivni
psoriatickou  artritidou” (déle jen
~Studie") v souladu s protokolem Cislo
CAIN457F2354 (déle jen ,Protokol").

Zdravotnické zarizeni souhlasi, ze TFS uzavre

S —
(“Zkousejici”) samostanou

smlouvu za UcCelem provedeni studie, kde
budou stanovena prava a povinnosti
Zkousejiciho (  vCetné odmény pro
zkousejiciho a centrum/studijni tym

- Zdravotnické  zafizeni  zaruluje, ze
vybaveni pracovisté je odpovidajici pro
provedeni Studie.

- Zakonny zastupce Zdravotnického zarizeni
i prohlasuje, Ze je opravnén k podpisu této
smlouvy.

- Tato smlouva nabyva ucinnosti jejim
podpisem a dorucenim schvaleni prislusné

etické komise, a kompetentniho organu
(SUKL).

SJEDNAVA SE NASLEDUJICI:

CLANEK 1 — CILE

1.1. Vramci podminek této smlouvy
Zdravotnické zarizeni souhlasi s
provedenim Studie v souladu

s pozadavky konec¢né verze Protokolu

ke Studii, plathymi a pro strany
zavaznymi zakony, predpisy,
smérnicemi (kromé jiného vcetné

zakonlU a smérnic pfislu$ného statu) a
Mezinarodni konference o harmonizacni
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1.2.

1.3.

1.4.

Clinical Practice: Consolidated Guidance
(E6). Investigator and Institution shall
follow the serious adverse event
reporting process set forth in the
Protocol.

The agreed number of randomised
patients at the Institution’s site
completing the Study shall be

Any change to the agreed number of
randomised patients in the Study can be
done only if the Investigator, the
Institution and TFS, following Sponsor
instructions, agree to it, and only after
this Agreement is amended

appropriately.

TFS, under Sponsor’s instructions, has
the right to terminate the participation
of the Institution and the Investigator in
this Study if no patients have been
included 3 months after the site has
received a “Study start letter”. “Study
start letter” is a document confirming
the site’'s readiness for patients’
recruitment. This document should be
sent by TFS to the Investigator after Site
Initiation Visit (SIV) as a proof of the
site activation.

ARTICLE 2 - ORGANISATION

2.1.

The Institution acknowledges that
Sponsor, through TFS, agrees to supply

1.2.

1.4.

2.1.

smérnici pro dobrou klinickou praxi:

konsolidovana smérnice (E6).
Zkousejici a Zdravotnické zafizeni
museji dodrZzovat postup hlaseni
zavaznych nezadoucich prihod,

stanoveny v protokolu.

Dohodnuty
pacientl
zarizeni

randomizovanych
Zdravotnického
studii  je

pocet
pracovisti
provadéjiciho

Jakékoliv zmény dohodnutého poctu
randomizovanych pacientl ve Studii Ize
provadét pouze tehdy, pokud se tak
dohodnou  ZkousSejici, Zdravotnické
zarizeni i TFS podle pokynl Sponzora,
a pouze pokud byla tato smlouva
upravena prislusnym dodatkem.

TFS méa podle pokynl Sponzora pravo
ukoncit Ucast Zdravotnického zarizeni a
Zkousejiciho v Klinické studii, pokud
nebyli do 3 mésicl poté, co pracovisté
obdrzelo ,0znameni o zahajeni studie",
do Studie zaclenéni zadni pacienti.
Dopis ,0Oznameni o zahajeni studie"
potvrzuje pripravenost pracovisté pro
nabor pacientl. Tento dokument by
meél byt poslan spoleCnosti TFS
Zkousejicimu po aktivacni navstévé
pracovisté (SIV) jako dikaz aktivace
pracoviste.

CLANEK 2 — ORGANIZACE

Zdravotnické zarizeni bere na védomi,
Zze Sponzor prostrednictvim  TFS

the Investigator with investigational souhlasi s tim, ze doda Zkousejicimu
product (labelled in accordance with hodnoceny pripravek (oznaceny
I Page 3
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2.2.

local requirements) and with case
report forms for each patient, for the
conduct of the Study.

Investigational product may not be
supplied to the Investigator until all
required documents have been
provided to TFS by the Investigator and
Authorities. Required documents are:
the Investigator's CV, signed Protocol
and financial disclosure of the
Investigator and his/her family, written
approval by both the Ethics Committee
and the Competent Authority.

Together with the investigational
product TFS shall provide information,
in English, regarding the investigational
product concerning shelf life, storage
and distribution.

The Institution acknowledges that the
Investigator and/or the pharmacist
shall be responsible for the adequate
storage of investigational product from
the time the supplies have reached the
participating Institution until collection
by TFS or destruction.

TFS will supply the Investigator with
up-to-date information on existing or

newly-available information on the
safety and efficacy of the
investigational product as this

information becomes available to the
Sponsor from other clinical studies.

The Institution acknowledges that the
Investigator will begin the Study as
soon as receipt of the investigational
product has taken place and to use only
the said materials for the Study. Case
report forms and treatment units not
used for the Study will be returned to
TFS after completion or termination of
the Study. The Investigator will warrant
that all Case Reports Form submitted to

2.2.

v souladu s lokalnimi pozadavky) a
formulafre pro pripadovou zpravu
jednotlivych  pacientd pro  Gcely

provadéni Studie.

Hodnoceny pripravek nesmi byt
Zkousejicimu dodan, dokud Zkousejici
a prislusné organy nedodaly TFS
vSechny  pozZadované  dokumenty.
Pozadované dokumenty jsou napfr.: CV
Zkousejiciho, podepsany Protokol a
finan¢ni bilance Zkousejictho a jeho
rodiny, podepsany souhlas etické
komise a kompetentniho organu.

Spole¢né s hodnocenym pfripravkem
TFS poskytne informace o hodnoceném
pripravku ohledné doby pouzitelnosti,
skladovani a  distribuce, a to
v anglickém jazyce.

Zdravotnické zarizeni bere na védomi,
ze Zkousejici a/nebo lékarnik
zodpovidaji za odpovidajici uskladnéni
hodnoceného pripravku od okamziku,
kdy dodavka dorazila do zucastnéného
Zdravotnického zarizeni, a to az do
doby jeho zpétného prevzeti ze strany
TFS nebo likvidace.

TFS bude poskytovat Zkousejicimu
aktualni informace o existujicich nebo
nove dostupnych skutecnostech,
tykajicich se bezpecnosti a ucinnosti
hodnoceného pripravku v souladu s
tim, jak budou tyto skutecCnosti
Sponzorovi zpristupfiovany z jinych
klinickych studii.

Zdravotnické zarizeni bere na védomi,
ze Zkousejici souhlasi s tim, ze zahaji
Studii ihned po pfrijeti hodnoceného
pripravku a bude pro Studii pouzivat
vyhradné uvedeny material. Formulare
pro pripadové zpravy a l|éCebné
jednotky neuzité pro Studii budou po
dokonceni nebo ukonceni Studie
vraceny TFS. Zkousejici se zaruci, ze
vSechny formulare pro pripadové
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TFS will be complete and will accurately
reflect the results of the Study.

zpravy zaslané TFS budou kompletni a
budou presné odrazet vysledky Klinické
studie.

2.3. The Investigator or his appointed | 2.3. ZkousSejici nebo jeho jmenovany
representative will keep the TFS Monitor zastupce , bude informovat monitora
(person monitoring the Study conduct TFS (osobu monitorujici vedeni Klinické
on behalf of TFS/Sponsor) informed of studie z povéreni TFS/Zadavatele) o
all events of the Study by the most vSech udalostech souvisejicich se Studii
appropriate means and agrees to témi nejvhodnéjSimi prostredky a
receive visits by the TFS Monitor or souhlasi s navstévami monitora TFS
other members of the TFS such as nebo jinymi Cleny spolecnosti TFS, jako
representatives from the Clinical Quality jsou zastupci klinického oddéleni
Assurance Department. Should such zajistovani kvality. V pfipadé, ze se
visit take place in premises of the takova navstéva uskutecni
Institution, TFS shall inform the v prostorach Zdravotnického zarizeni,
Institution in writing no later than 3 spoleCnost TFS o tom pisemné zpravi
business days before such visit. Zdravotnické zarizeni nejpozdéji tri

pracovni dny pred takovou navstévou.

2.4. Any modification to the Protocol will | 2.4. Jakékoliv Upravy Protokolu budou
only be implemented after agreement implementovany po dohodé s TFS a jak
with TFS and as defined in the Protocol. je uvedeno v Protokolu. V pripadé, ze
However, should any modification to by jakakoliv Uprava Protokolu ovlivnila
the Protocol affect rights and/or prava a/nebo povinnosti a/nebo
obligations and/or costs of the naklady Zdravotnického zarizeni
Institution regarding the Study, the v souvislosti se Studii, nebude takova
modification to the Protocol shall not be zména Protokolu u(c¢inna drive, nez
effective before an Amendment to this Strany uzavrou dodatek k této
Agreement is entered into by the smlouvé, v niz bude takova zména
Parties, reflecting such change of rights prav a/nebo povinnosti a/nebo nakladd
and/or obligations and/or costs of the Zdravotnického zarizeni zohlednéna.
Institution.

2.5. The Investigator will supply TFS with | 2.5. ZkousSejici bude dodavat TFS spravné
the correctly completed case report vyplnéné formulare pro pripadové
forms on termination of the scheduled zpravy pfi ukonceni obdobi
patient observation period or during the planovaného sledovani pacienta nebo
observation period as appropriate. The dle potfeby v prdb&hu obdobi
Investigator will sign the case report sledovani. Zkousejici podepise
forms whenever required in order to formulare pripadové zpravy, kdykoliv
validate them for any patient entering to bude potrebné pro Uucely jejich
the Study. potvrzeni pro kteréhokoliv pacienta,

ktery bude vstupovat do Studie.
The Sponsor will carry out an analysis Zadavatel bude provadét analyzu
of the Study results. vysledkl Studie.

2.6. The Institution must undertake to allow | 2.6. Zdravotnické zarizeni se musi zavazat,
TFS, the Sponsor or any of its Affiliates, ze umozni TFS, Sponzorovi nebo
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2.7.

Regulatory  Authorities and ethics
committees to:
(a) examine and inspect the

Institution's facilities which are
used to perform the Study if
announcement of such
examination and/or inspection by
TFS, Sponsor or any of its Affiliate
is delivered in writing to the
Institution and Investigator no
later than 3 (three) business days
in advance; and

(b) inspect and copy all data and
documents directly related to the
Study; in case such data and
documents will contain Institution’s
business secrets, the Institution
reserves the right to blind them
first.

The Institution commits to retain the
original source documents and other
relevant documentation of the Study for
the period of 15 years after closing of

the Study, in accordance with
regulatory requirements of the
commission of the European

Communities and/or national laws.

ARTICLE 3 - PATIENT DATA

3.1.

The Institution acknowledges that the
Investigator will warrant that, as of the
date of enrolment of each individual
participating as a study subject, it will
obtain from each such individual an
authorisation that meets the
requirements of any applicable privacy
rule. Such authorisation shall permit (i)
all necessary uses of the individual’s
“protected health information” by the
Institution/ Investigator as part of the
Study and (ii) all disclosures of such
protected health information by
Institution/Investigator to the Sponsor

2.7.

3.1.

kterékoliv jeho pobocce,
orgadndm a etické komisi:

regulacnim

(a) prozkoumat a provést inspekci
pracovisté Zdravotnického
zarizeni, které bude pouzito pro
provedeni Studie, jestlize o takové
inspekci ze strany spole¢nosti TFS,
Sponzora nebo jakékoliv pobocky
bude Zdravotnickému zafizeni a
Zkousejicimu doruceno oznameni
nejpozdéji 3 (tfi) pracovni dny
predem; a

(b) proveérit a zkopirovat veskera data
a dokumenty primo souvisejici se
Studii, pokud takova data a
dokumenty obsahuji obchodni
tajemstvi Zdravotnického zafizeni,
vyhrazuje si Zdravotnické zafizeni
pravo provést jejich zaslepeni.

Zdravotnické zafizeni se zavazuje, zZe
bude uchovavat originaly zdrojovych
dokumentd a  dal§i  relevantni
dokumentaci Studie po dobu 15 let po

ukonceni Studie v souladu
s regulacnimi pozadavky komise
Evropského spolecenstvi a/nebo

narodnimi predpisy.

CLANEK 3 — UDAJE O PACIENTOVI

Zdravotnické zarizeni potvrzuje, ze
Zkousejici k datu zaregistrovani
jednotlivych osob zahrnutych jako

subjekty studie ziska od takové osoby
souhlas spliujici pozadavky platnych
zasad ochrany soukromi. Takovy
souhlas musi povolovat (i) vSechna
nezbytna pouziti ~chranénych
zdravotnich zadznam(" pacienta
Zdravotnickym zarizenim /ZkousSejicim
v ramci Studie a (ii) veskera sdélovani
téchto chranénych zdravotnich
zdznam{  Zdravotnickym  zafizenim
/Zkousejicim  Sponzorovi a  jeho

and its authorised agents and the povéFenym zastupclm a tymu klinické
clinical study team and other studie a dalSim profesiondltim
I Page 6
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professionals involved in the Study for
purposes relating to the Study or other
purposes permitted by law. The
Institution/ Investigator shall take all
necessary steps:

(a) to ensure that the technical and
organisational security measures
specified in the Protocol and
applicable laws and regulations are
taken to protect clinical Study data
against accidental or unlawful
destruction or accidental loss or
damage, alteration, unauthorised
disclosure or access and against all
other unauthorised disclosure or
access and against all other
unauthorised or unlawful forms of
processing; and

(b) to ensure that their own
employees, as well as any sub-
contractors, temporary employees
or other third-parties or vendors

who have access to any
confidential or personally
identifiable information relating to
the clinical Study, receive

appropriate privacy and security
training, which shall be updated
periodically as the laws and
regulations evolve.

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, will be reviewed

zapojenym do Studie pro Ucely
souvisejici se Studii a pro dalsi ucely
povolené zakonem. Zdravotnické
zarizeni  /Zkousejici musi  provést
vSechny nezbytné kroky pro:

(a) zajisténi, aby byla provedena
technicka a organizacni
bezpecnostni opatfeni definovana
v Protokolu a platnych zakonech a
predpisech na ochranu dat Studie
proti nahodnému nebo
nezakonnému zniceni nebo
nahodné ztraté nebo poskozeni,
pozmeéneéni, neopravnénému
sdéleni nebo pristupu a proti vsem
dalsSim neopravnénym sdélenim
nebo pristupu a proti vSem
ostatnim  neopravnénym nebo
nezakonnym formam zpracovani;
a

(b) zajisténi, aby jejich  vlastni

zameéstnanci a vSichni

subdodavatelég, docasni
zameéstnanci nebo jiné treti strany
nebo dodavatelé, ktefi ~maji
pristup ke véem dUv&rnym nebo
osobnim identifikovatelnym
informacim souvisejicim se Studii,
absolvovali odpovidajici skoleni

zameérené na ochranu soukromi a

zabezpeceni dat. Toto Skoleni

musi byt pravidelné doplfiovano

v ndvaznosti na vyvoj zakonl a

predpisu.

CLANEK 4 - VLASTNICTVI/PUBLIKACE

4.1.

Vysledky Studie

publikovany

mohou byt
v mezinarodnich
védeckych Casopisech v souladu
s publikacni politikou Sponzora.
Systémy spravy dat a zpravy /
pocitacové vytisky, vygenerované z dat
zadanych pro analyzu budou pred

by Sponsor before any publication. jakoukoliv  publikaci  prezkoumany
Sponzorem.
| Page 7
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4.2.

4.3.

The results may be transmitted without
restriction by Sponsor to the drug
registration authorities world-wide.

To allow for the use of the information
derived from this Study and to insure
compliance to current regulations, the
Investigator will be obliged to provide
Sponsor with complete test results and
all data developed in this Study. Only
Sponsor  may make information
obtained during this Study available to
the physicians and to competent
authorities, except as required by
regulation.

If the Institution wishes to make any
publication or presentation relating to
the Study, at meetings or otherwise,
the Institution shall provide to TFS and
the Sponsor any proposed presentation
at least 15 (fifteen) working days prior
to being disclosed and any other
proposed publication at least 45 (forty-
five) working days prior to being
disclosed (or fewer, but in no event
fewer than 30 (thirty) working days).
The Sponsor, through TFS or its
desighee, shall have the right to require
amendments to any such proposed
presentation or publication on
reasonable grounds including without
limitation:

(a) to ensure the accuracy of the
presentation or publication;

(b) to ensure that proprietary
information is not inadvertently
divulged;

(c) to enable intellectual property

rights to be secured;

(d) to enable relevant supplementary
information to be provided.

The Institution shall be required to
comply with any request to amend or

4.2.

4.3.

Sponzor mulZe neomezené& predavat
7 7 o . . 7 o
vysledky organum pro registraci Iéku
po celém svéte.

Aby bylo mozné pouzivat informace
vyvozené z této Studie a aby byla
zajisténa shoda s aktualnimi predpisy,
ZkousSejici se zavazuje  poskytnout
Sponzorovi kompletni vysledky testt a
veskera data vytvorena v ramci této

Studie. Pouze  Sponzor  muze

zpristupnit informace ziskané
o v . z v O

v prubéhu studie lekarum a

kompetentnim organim; vyjimku tvofi
pripady pozadované zakonem.

Pokud si Zdravotnické zafizeni preje
v souvislosti se studii vydat publikaci
nebo provést prezentaci tykajici se
Studie ¢i obdobné, musi Zdravotnické
zarizeni poskytnout TFS a Sponzorovi

navrh  prezentace minimalné 15
7 Ié [o] v

(patnact) pracovnich dnu pred

zverejnénim a jakékoliv dalsi

navrhované publikace minimalné 45
(p&tactyFicet) pracovnich dnd pred
zverejnénim (nebo méné, v zadném
pripadé ale méné nez 30 (tficet)
pracovnich dn(). Sponzor ma pravo
prostfednictvim TFS nebo povérené
osoby pozZadovat v primérené mire
dodatky k jakymkoliv takovym
navrhovanym prezentacim nebo
publikacim, kromé jiného vcetné:

(a) zajisténi  presnosti
nebo publikace;

prezentace

(b) zajisténi, Ze nebudou neumysiné
vyzrazeny chranéné informace;

(c) umoznéni zajisténi prav dusevniho
vlastnictvi;

(d) umoznéni dodani relevantnich

dopliujicich informaci.

Zdravotnické zarizeni musi vyhovét
v v o v 7
vSsem pozadavkum na doplnéni nebo
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4.4,

4.5.

4.6.

delete any statement in a proposed
publication, provided such request is
reasonable and based on any one of (a)
to (d) above.

TFS or the Sponsor may require any
proposed publication or presentation to
be delayed for up to 4 (four) months
(or for a shorter period, but in no event
less than 3 (three) months) to enable a
patent application to be prepared and
filed. The 4 (four) month period shall
commence on the date of receipt of the
proposed publication or presentation, or
from the date when all relevant data
from the Study are made available to
the Sponsor, whichever is later. If the
Study is a multi-centre study, the first
publication of data shall be based on
consolidated data from all centres
analysed according to the Protocol,
unless otherwise agreed in writing by
all the principal investigators involved in
the Study and by the Sponsor.

All data, information, documents and
inventions resulting from or developed
by Institution/Investigator in the
performance of the Study shall be the
sole property of the Sponsor and may
be used and/or transferred by Sponsor
in its sole discretion with no further
payment or other obligation to the
Institution/Investigator. The
Institution/Investigator shall have no
rights therein, except where applicable,
the Institution/ Investigator may be
entitled to use all Study Data and

Results of the Study for non-
commercial purposes, teaching,
research and patient care without

payment. A non-exclusive, free, non-
transferable and non-sub licensable
license shall be granted for this
purpose.

The provisions of this Article 4 of this
Clinical Site Agreement shall survive the
expiry or termination of this

4.4,

4.5.

4.6.

vymazani jakéhokoliv tvrzeni

v navrhované publikaci, za
predpokladu, ze tento pozadavek je
opravnény a vychazi z kteréhokoliv
z bodl (a) az (d) vyse.

TFS nebo Sponzor mohou poZadovat
zpozdéni navrhované publikace nebo
prezentace az o 4 (Ctyri) mésice (nebo
kratsi dobu, ale v zadném pripadé
méné nez 3 (tfi) mésice) za ucelem
umoznéni pripravy a registrace zadosti

o patent. Obdobi 4 (&tyF) mésich
zaCina datem prijeti navrhované
publikace nebo prezentace, anebo
datem, kdy byla Sponzorovi

zpristupnéna vSechna relevantni data
Studie podle toho, co nastane pozdéji.
Pokud je Studie multicentricka, pak
pokud neni pisemné odsouhlaseno
jinak  vSemi hlavnimi zkousSejicimi
zahrnutymi ve Studii a Sponzorem,
musi byt prvni publikace dat zalozena
na konsolidovanych datech ze vsSech
center analyzovanych podle Protokolu.

Veskera data, informace, dokumenty a
vynalezy plynouci ze Studie nebo
vyvinuté  Zdravotnickym  zafizenim
/Zkousejicim v ramci realizace Studie
jsou vyhradnim vlastnictvim Sponzora
a Sponzor je smi pouzivat a/nebo
predavat dle vlastniho uvazeni bez dalsi
platby nebo dalSich povinnosti vU¢i
Zdravotnickému zarizeni
/ZkouSejicimu. Zdravotnické zarizeni
/Zkousejici nemaji v této souvislosti
zadna prava. Vyjimku tvori pripady,
kdy muze mit Zdravotnické zafizeni
/ZkouSejici pravo pouzivat vsechny
studijni data a vysledky studie pro
nekomercni Ucely, vyuku, vyzkum a
péi o pacienty bez zaplaceni.
Vyhradni, bezplatna, neprenosna
licence musi byt poskytnuta pro tento
ucel.

Ustanoveni clanku 4 Smlouvy s
klinickym pracovistém pretrvavaji i po
vyprSeni platnosti nebo ukonceni této
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Agreement.

Authorship of any publications relating
to the Study shall be determined by
agreement between
Institution/Investigator and Sponsor.

ARTICLE 5 - FINANCIAL PARTICIPATION

OF SPONSOR

5.1. TFS agrees to pay a specified amount
per Patient Visit, as defined in the
Budget Schedule (please see attached
country specific Budget Schedule).

5.2. Payment for conducting the study will

be credited to:

|
-
|
I
F
I
I

The payments will be made upon
receipt of an appropriately documented
invoice no later than 30 days after date
of make-out by TFS of the respective
invoice.
In the event of failure to comply with the due
date § 1970 law No. 513/91 Coll., of the civil
code. Interest amounts to 0.03% of the
invoiced amount for each day of delay

Smiouvy.

4.7. Autorstvi veskerych publikaci tykajicich
se Studie se urcuje na zakladé smlouvy
mezi Instituci/Zkousejicim a
Sponzorem.

CLANEK 5 - FINANCNI UCAsST

SPONZORA

5.1. TFS souhlasi, Ze uhradi definovanou
C¢astku za navstévu pacienta podle

specifikace v rozpoCtovém planu (viz
prilozeny rozpoctovy plan pro prislusny

stat).
5.2. Platba za provedeni studie bude

pripsana subjektu:

Platba bude provedena po pfijeti
radné zdokumentované faktury, a to

ode dne
faktury

nejpozdé&ji do 30 dnl
vystaveni prislusné
spolec¢nosti TFS.
V pripadé nedodrzeni data splatnosti plati §
1970 zakona ¢. 89/2012 Sbh. Obcanského
zékoniku. Urok z prodleni ¢ini 0,03%
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5.3.

5.4.

It is the Institution's responsibility to
meet the fiscal obligations adherent to
the fees received.

TFS will re-imburse as an invoicable
item all rescue and run-in medication
for the duration of the study subject
participation in the Study, as required
by the Protocol.

ARTICLE 6 - RESPONSIBILITY AND
INDEMNIFICATION

6.1.

6.2.

The indemnification obligations between
Sponsor and Institution/Investigator
shall be governed by a separate
agreement to be executed between
Institution, Investigator and Sponsor
(or its Affiliate).

Institution shall maintain insurance
coverage of the kind and with liability
limits appropriate to the circumstances
to its obligations under this Agreement.

ARTICLE 7 - DEBARMENT

7.1.

The Institution certifies that (i) neither
the Investigator nor the Institution nor
any person employed by it in
connection with the Study has been
debarred from participating in clinical
studies under any applicable and
mandatory law or enactment; and (ii) if
at any time after the execution of the
clinical study agreement, the Institution
becomes aware that the Institution or
any person involved with the Study is
debarred, or is in the process of being
debarred, the Institution will notify TFS
immediately.

ARTICLE 8 - CANCELLATION

z fakturované Castky za kazdy den prodleni

5.3.

5.4.

CLANEK 6

Je odpovédnosti Zdravotnického
zarizeni  splnit  financni  zavazky
souvisejici s prijatymi platbami.

TFS uhradi na zakladé faktury naklady
na veskerou zachrannou a pripravnou
medikaci po dobu Ucasti subjektu
hodnoceni ve Studii v souladu
s pozadavky Protokolu.

- ODPOVEDNOST A

ODSKODNENI

6.1.

6.2.

Zavazky tykajici se odskodnéni mezi
Sponzorem a Zdravotnickym zafizenim
/Zkousejicim se fidi samostatnou
smlouvou uzavienou mezi Zkousejicim,
Zdravotnickym zarizenim a Sponzorem
(nebo jeho pobockou).

Zdravotnické zafizeni musi udrzovat
pojistné kryti prisluSného typu a s limity
pro ruceni odpovidajicimi okolnostem
zavazk( v rdmci této Smlouvy.

CLANEK 7 — VYLOUCENI

7.1.

Zdravotnické zarizeni potvrzuje, ze (i)
ani Zkousejici ani Zdravotnické zarizeni
a ani zadné osoby jimi zaméstnané ve
spojitosti se Studii nebyly vylouceny
z UCasti na klinickych studiich podle
platnych a zavaznych zakonl nebo
pravnich ptedpist; a (ii) pokud kdykoliv
po uzavreni smlouvy o klinické studii
Zdravotnické zarizeni zjisti, ze
Zdravotnické zarizeni nebo jakakoliv
osoba podilejici se na studii byla
vylou¢ena nebo je vedeno fizeni o
vylouceni, Zdravotnické zarizeni
neprodlené vyrozumi TSF.

CLANEK 8 - ZRUSENI
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8.1.

8.2.

8.3.

8.4.

If the Study has not started at the
study site 3 months after the site has

received a "“Study start letter” for
reasons independent of TFS, TFS
reserves the right to cancel this

agreement and notify this to the
Institution accordingly. The cancellation
shall become effective on the end of the
30" day from the date of notification by
registered letter with acknowledgement
of receipt, if the Investigator has not
started the Study until the end of such
30" day. In such case the study
medication units must also be returned.

TFS reserves the right to terminate this
Agreement and to discontinue the
Study at any time by delivery of written
notice to the Institution:

i) for wvalid 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) the Investigators, or either of them
in any respect, do not comply with
the Protocol, this Agreement or any
applicable governmental
requirement.

If the Study is prematurely terminated
the Institution is entitled to any and all
payments according to section 5 of this
Agreement in relation to all the work
conducted.

Institution shall have an option to
terminate this Agreement immediately
provided that TFS is in delay with any
payment according to this Agreement
for more than 15 days.

ARTICLE 9 - SECRECY AND NON USE

8.1.

8.2.

8.3.

8.4.

CLANEK

Pokud Studie nebyla zahajena na
studijnim pracovisti do 3 mésicl poté,
co pracovisté obdrzelo ,0Oznameni o
zahdjeni studie®, zdlvodl, které
nezavisi na TFS, vyhrazuje si TFS pravo
vypovédét tuto smlouvu a odpovidajicim
zpﬂsobem o tom vyrozumeét
Zdravotnické zarizeni. Vypovéd nabude
Gc¢innosti uplynutim 30 dni ode dne
doruceni vypovedi doporucenym
dopisem s dodejkou (vypovédni doba),
jestlize ZkousSejici nezahaji Studii pred
uplynutim  této doby v uvedené
vypovédni dobé. V pripadé vypovédi
musi byt studijni medikace vracena.

TFS si vyhrazuje pravo kdykoliv ukoncit
tuto smlouvu a prerusit Studii, a to na
zakladé pisemného oznameni
doruceného Zdravotnickému zafizeni:

i) zopravnénych védeckych nebo
obchodnich dlvodu stanovenych
dle vyhradniho uvazeni Sponzora,
nebo

i) pokud z jakéhokoliv divodu vypréel
ucel Studie, anebo

iii) ZkouSejici nebo néktery z nich
v jakémkoliv  ohledu nedodrzeli
Protokol, tuto Smlouvu nebo platné
zakonné predpisy.

Pokud dojde k predc¢asnému ukonceni
studie, ma Zdravotnické zarizeni pravo
na Uhradu veskerych plateb v souladu
s Clankem 5 této Smlouvy ve vztahu
k veskerym jiz vykonanym pracim.

Zdravotnické zafizeni je opravnéno
s okamzitou ucinnosti odstoupit od této
Smlouvy v pripadé prodleni ze strany
spoleCnosti TFS s Uhradou jakékoliv
platby dle této Smlouvy po dobu delsi
nez 15 dnd.

9 - MLCENLIVOST A
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NEPOUZIVANI

9.1. The |Institution agrees to keep|9.1. Zdravotnické zarizeni souhlasi, ze bude
confidential all information supplied, uchovavat v ddvérnosti veskeré
directly or indirectly by TFS, together informace dodané prfimo nebo nepfimo
with the results of the Study. TFS, stejné jako vysledky Studie.

9.2. The Institution shall refrain from | 9.2. Zdravotnické zarizeni nesmi Zadnym
making any use of the information zplsobem pouZivat informace a/nebo
and/or the results except for the vysledky jinak nez pro uUcely Studie.
purpose of the Study.

9.3. The above obligations shall not apply to | 9.3. VysSe uvedené povinnosti se nevztahuji
such part of the information and/or na takové informace a/nebo vysledky,
results which: které:

- at the time of disclosure by Sponsor - byly v dobé sdéleni Sponzorem pro
for the information or at the time of informaci nebo v dobé dostupnosti
availability for the results, were in pro vysledky jiz verejné znamy,
the public domain, or nebo

- come into the public domain - se dostanou na verejnost nasledné
thereafter otherwise than by a fault jinak nez pochybenim Zkousejiciho
of the Investigator or his staff, nebo jeho personalu,

- the Institution can show in writing - Zdravotnické zatizeni mize pisemné
were known to them prior to the dolozit, Ze mu tyto informace byly
time of disclosure by TFS for the znamy jiz pred oznamenim ze
information or availability for the strany TFS ¢i vysledky mu byly
results, znamy pred jejich zjisténim,

- the Institution can prove to have - Zdravotnické zafizeni mize dolozit,
obtained from an independent third Zze tyto informace ziskalo nezavisle
party having an unrestricted right to od treti strany, ktera nebyla
disclose them. omezena v moznosti jejich

poskytnuti.

9.4. Notwithstanding the provisions 9.1. and | 9.4. Bez ohledu na ustanoveni 9.1. a 9.2.
9.2., the Institution shall be allowed to smi  Zdravotnické zafizeni sdélit
disclose the information and the results informace a vysledky odpovédnému
to the responsible staff engaged in the personalu podilejicimu se na Studii.
Study.

The Institution shall exercise due care Zdravotnické zarizeni vynalozi

and shall take such precautions nalezitou péci za Uuclelem zabranéni

necessary to prevent any unauthorised jakémukoliv neopravnénému sdélovani
disclosure or use of the information and nebo pouZivani informaci a vysledk{
the results by its employees. svymi zameéstnanci.

9.5. Upon the termination or expiry of this | 9.5. Po ukonceni nebo vyprSeni platnosti
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Agreement, the Institution shall destroy
or return to TFS, as per TFS’ request,
all documents, samples and material
containing or relating to the confidential
information (with the exception of
patient records), for record purposes
only. Such destruction shall be
promptly confirmed in writing by the
Institution to TFS. Institution shall
retain the records, reports and data
relating to the clinical Study for a
period of not less than fifteen (15)
years from the completion of the clinical
Study unless Sponsor provides written
permission to dispose of them earlier or
notice requiring their longer retention.
Such notice shall however be given only
in case the obligation to retain
respective records, reports and data
related to the Study for a longer period
shall be required by the respective
legislation.

9.6. This secrecy and non-use obligation

9.7.

ARTICLE

under previsions 9.1. and 9.2. shall
remain valid for a period of 15 years
from the date of this Agreement.

TFS and Sponsor undertake to keep
confidential any confidential information
disclosed by or found about Institution
in relation to this Agreement. This
obligation shall survive the termination
of this Agreement indefinitely.

The confidential information for the
purposes of this clause shall exclude
any information relating to the
performance of the services of the
Study and of the Protocol generally at
the Site.

10 - THIRD PARTY

BENEFICIARY

10.1. The Institution agrees that the Sponsor

9.6.

9.7.

10.1. Zdravotnicke

této Smlouvy Zdravotnické zatizeni
zni¢i nebo vrati TFS na zadost TFS
veskeré dokumenty, vzorky a material
obsahujici ddvérné informace nebo
tykajici se  dOvé&rnych informaci
(s vyjimkou zaznaml pacienta) pouze
pro ucely zaznamu. Takovéto zniceni
musi byt ihned  Zdravotnickym
zarizenim pisemné potvrzeno TFS.
Zdravotnické zafizeni musi uchovavat
zaznamy, zpravy a data tykajici se
klinické studie po dobu minimalné
patnacti (15) let od dokonceni klinické
studie, pokud Sponzor neposkytne
pisemné povoleni k likvidaci téchto
polozek nebo oznameni vyzadujici delsi
uchovavani. Takové oznameni vsak
muUzZe Sponzor udinit pouze v pfipadég,
ze povinnost delsiho uchovani
piislusnych zdznamd, zprav ¢& dat
vztahujicich se ke Studii bude
vyzadovano  pfislusSnymi  pravnimi
predpisy.

Zavazek micenlivosti a nepouzivani
v rdmci ustanoveni 9.1. a 9.2. zlstava
v platnosti po dobu 15 let ode dne
uzavreni této Smlouvy.

TFS a Sponzor se zavazuji, Zze udrzi
jako  dlvé&rné  vedkeré  dlvérné
informace poskytnuté Zdravotnickym
zafizenim nebo zjisténych 0
Zdravotnickém zafizeni &i ZkouSejicim
v souvislosti s touto Smlouvou. Tato
povinnost bude trvat i po skonceni této
Smlouvy po neomezené dlouhou dobu.

DUv&rné informace zmifiované vyse se
tykaji obecné provedeni, klinického
hodnoceni ve zdravotnickém zafizeni a
informaci uvedenych v protokolu.

CLANEK 10 — OPRAVNENA OSOBA TRETI
STRANY

zarizeni souhlasi, zZe
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may enforce its rights hereunder as a
third party beneficiary. In the event
that the Sponsor is not able to do so for
any reason, the Institution agrees that
TFS may have the benefit of the
Sponsor’s rights hereunder (including
without limitation those rights
concerning confidentiality and
intellectual property) and may transfer
such rights and benefits to the Sponsor.

ARTICLE 11 LITIGATION

11.1. Parties will try to resolve any differences

occurring during the fulfilment or
interpretation of this Agreement on a
friendly basis. In case of persisting
disagreement, the parties hereby
consent to the exclusive jurisdiction of
the courts located in Czech Republic for
any and all disputes arising from or
relating to this Agreement. Czech
Republic law shall govern in respect of
all matters pertaining to the execution,
interpretation and performance of this
Agreement.

ARTICLE 12 - SIGNATURES

12.1.

12.2.

This Agreement will take effect upon its
execution and receipt of the approval
by the appropriate Ethics Committee
(when applicable) and Competent
Authority (when applicable).

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

In witness whereof, the Parties hereto have
caused their duly authorized representatives
to execute this Agreement in duplicate.

Sponzor muze uplatfiovat svad prava
definovana v tomto dokumentu jako
opravnéna osoba treti  strany.
V pripadé, Ze Sponzor neni schopen
toto z jakéhokoliv dlvodu zajistit,
Zdravotnické zafrizeni souhlasi, ze TFS
mUZe vyuZivat pradva Sponzora
definovanych  vtomto  dokumentu
(kromé jiného vcetné prav tykajicich se
ddvérnosti a dudevniho vlastnictvi) a
muUzZe prenést tato prdva a vyhody na
Sponzora.

CLANEK 11 — RESENI SPORU

11.1. Smluvni strany se pokusi resit veskeré

neshody, které se vyskytnou pri plnéni
nebo interpretaci Smlouvy pratelsky.
V pripadé pretrvavajicich neshod
smluvni strany timto souhlasi, ze
vyluénou jurisdikci pro veskeré spory
souvisejici s touto smlouvou bude soud
se sidlem v Ceské republice. Zakony
Ceské republiky ridi veskeré zalezitosti
souvisejici s vykonavanim, interpretaci
a realizaci této smlouvy.

CLANEK 12 - PODPISY

12.1.

12.2.

Tato smlouva nabyva platnosti po jejim
podpisu a po obdrzeni schvaleni
prislusné etické komise (pokud se
pouzije) a prislusnym organem (pokud
se pouzije).

Tato Smlouva je vyhotovena v anglické
a Ceské verzi. V pripadé jakychkoliv
rozporl mezi ob&ma verzemi ma
prednost verze anglicka.

Na ddkaz toho smluvni strany povéfily své
vyhradni opravnéné zastupce k podpisu dvou
vyhotoveni této Smlouvy.
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Person authorised to sign for the
Institution:

Prof. MUDr. Karel Pavelka, DrSc

Date

TFS

Pieter van der Meer

Authorized signatory

Date

Osoba opravnéna k podpisu za
Zdravotnické zarizeni:

Prof. MUDr. Karel Pavelka, DrSc

Datum

TFS

Pieter van der Meer

prokurista

Datum
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Exhibit A—- Payment Schedule

Payment of Institution Grants
1. Enrolment Targets and Enrolment
Schedule

. This number may vary according to
competitive recruitment which will be followed
throughout the Study.

2. Fee Per Completed Subject:

Priloha A—- Harmonogram plateb

Platba dotaci Zdravotnickému zarizeni
1. Cile zarazovani
zarazovani
Odhadovany pocet pacientl, ktefi budou
zarazeni do studie v tomto Zdravotnickém
zatizeni je | Tento pocet se mlze ménit v
zavislosti na konkurencnim ndaboru, ktery
bude probihat po celou dobu studie.

a harmonogram

2. Poplatek za dokonceny subjekt:

2.1 Visit schedule with associated 2.1 Harmonogram  navstév  vietné
budget for Completed Subject souvisejiciho rozpoctu za dokonceny
subjekt
Procedura_l costs per Amount (CZK) Naklady na pg_cienta ve Suma (CZK)
patient studii

1 I N |
i I B |
| I N I
| N B _
| I B |
| I B |
| N B _
| I B |
1B B B |
N I |
N I |
N I |
N I |
N I |
N I |
N I |
N I |
I I |
| N B |
| I N 1
Total 81585,3 Total 81585,3
Aditional Fee Amount (CZK) Dalsi platby Amount (CZK)
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=

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

Hospitals overheads fees , staff costs,
pharmacy fees, administrative fees,
archiving fees, imaging fees,
questionnaire (e.g quality of life).

TFS shall not be responsible for ensuring
that Institution makes any payments to
the Investigator, Study Personnel and its
internal departments.

2.3 Fees are to be invoiced and paid in

CZK.
3. Pro-Rata Payments:
3.1 Payment for Subjects who do not
complete the Study will be made to

Institution on a pro rata basis. Payment will
include only those Subjects who were
enrolled before the premature termination of
the Study or the date that notice is received
of such premature termination, whichever is
later.

3.2 Should SPONSOR terminate the Study
prior to completion, pro-rated expenses and
fees shall be paid as set forth in Section 2.1
for each Subject visit performed before the
premature termination of the Study or the
date notice is received of such premature
termination, whichever is later.

3.3 If other non-cancelable costs are
incurred by Institution, written justification
must be provided to SPONSOR for review and
approval, and payment of such costs is
subject to SPONSOR'’s approval.

2.2 Poplatek kazdy  subjekt,
u kterého  byla  studie  dokoncena,
zahrnuje kromé jiného také nasledujici
poplatky nebo vydaje:

rezijni naklady nemocnice, naklady na

Za

personal, poplatky lékarné,
administrativni poplatky, archivacni
poplatky, poplatky za  zobrazovaci
vySetfeni a dotaznik (napf. kvality
Zivota).

TFS nebude zodpovédna za zabezpecleni
toho, aby Zdravotnické zarizeni provadélo
platby Zkousejicimu, personalu studie
a jeho internim oddélenim.

2.3 Poplatky budou
zaplaceny v CZK.

fakturovany a

3. Pomeérna platba

3.1 Za subjekty, které nedokonci
bude Zdravotnickému
zaplacenapomérna c¢astka. Platba bude
zahrnovat jen ty subjekty, které byly
zarazenypred predc¢asnym ukoncenim klinické
studie nebo do oznameni o datu prijeti
takového predcCasného ukonceni, podle toho,
ktery pripad nastane pozdéji.

studii,
zarizeni

3.2 Pokud ZADAVATEL ukondi studii pred
dokoncenim, budou vyplaceny pomérné
naklady a poplatky uvedené v Casti 2.1 za
kazdou navstévu subjektu vykonanou pred
predCasnym ukoncenim studie nebo datem
prijeti oznameni o takovém predcasném
ukonceni (podle toho, které nastane pozdéji).

3.3 Pokud Zdravotnickému zafizeni vzniknou
jiné naklady, které nelze zrusit, ZADAVATEL
musi predlozit pisemné odlvodnéni ke
kontrole a schvaleni a platba takovych
nakladd je podminéna souhlasem
ZADAVATELE.
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4. Protocol Violators

Payments for Study Subjects who are
deemed to have been in violation of the
Protocol may be paid up to the point that the
violation occurred at the discretion of
SPONSOR and/or TFS.

5. Payment Conditions

5.1 Payee

The payee under this Exhibit A shall be the
Institution.

5.2 Periodic Payments

Institution shall submit invoices for Services
performed and expenses incurred (as defined
in Sections 2. & 3. herein) on a quarterly
basis. Payments will be made by electronic
wire to the bank account stated in the
Investigator Request Form. Check payments
will be made only when payee’s bank is not in
the electronic payment domain. Payments
shall only be made when the following criteria
have been met:

(@) Subject meets the inclusion and exclusion
criteria as defined in the Protocol; and

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

(c) Completed CRFs for the quarter have
been delivered to and/or received by Sponsor
according to any stipulated points in time and
the data contained therein can be verified by
reference to the Study Subject’s medical files
and is complete and correct.

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

5.3 Final Payment

Notwithstanding the criteria defined in
Section 6.2 above, the final payment shall be
contingent upon the following additional
conditions:

(a)all required Subject visits have been
completed; and
(b)SPONSOR has received all Subject data

4. Osoby porusujici protokol

Platby za subjekty studie, které se povazuji
za o0soby porusujici protokol, je mozné
vyplatit az do chvile takového poruseni podle
rozhodnuti ZADAVATELE a/nebo TFS.

5. Platebni podminky

5.1 Prijemce plateb

Prijemcem plateb na zakladé této prilohy A
bude Zdravotnické zarizeni.

5.2 Pravidelné platby

Zdravotnické  zarizeni bude  Ctvrtletné
predkladat faktury za poskytnuté sluzby a
vynalozené vydaje (jak jsou definované v
casti 2. a 3. této smlouvy). Platby se budou
provadét elektronickym  prevodem na
bankovni Ucet uvedeny ve formulafi zadosti
pro ZkousSejiciho. Platby Sekem se budou
provadét jen tehdy, pokud banka pfrijemce
neni v elektronické platebni sfére. Platby se
budou provadét jen tehdy, pokud jsou
spinéna nasledujici kritéria:

(a) subjekty spliuji kritéria pro zarazeni a
vyluCovaci kritéria definovana v protokolu;

(b) vysSetreni provedené béhem klinické
studie se provedla v Uplném souladu
s protokolem;

(c) vyplnéné formulare CRF za c¢vrt roku byly
doru¢eny a/nebo  prijaty zadavatelem
v souladu s uvedenymi body vcéas a datum na
nich uvedené je mozné zkontrolovat
kontrolou zdravotnich zdznaml subjektd
studie a tyto formulare jsou UpIné a spravné.

VSechny platby jsou predmétem srazkovych
dani poZadovanych podle platnych pravnich
predpisu.

5.3 Konecna platba
Bez ohledu na kritéria stanovena v cCasti 6.2
je vySe konecné platby podminéna témito
dalSimi podminkami:

(a)byly dokonceny vsechny pozadované
navstévy subjektd; a
(b)ZADAVATEL zaslal

vSechny Udaje
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in a form suitable for analysis; and

(c) all data clarification queries have been
resolved to SPONSOR’s satisfaction;
and

(d)SPONSOR has verified that all required
regulatory documentation is complete,
and

(e) Institution has returned all required
equipment, drugs and other material to
SPONSOR; and

(f) the Study close-out visit has been
completed; and

(g)Institution has provided final invoices
within 30 days of close out visit.

Institution shall have 60 days from the
receipt of the final payment under this
Agreement to identify discrepancies and
resolve any payment disputes with TFS.

6. Investigator Request Form and
Payment Instructions

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

6.2 The Institution shall complete the
electronic version of the Investigator Request
Form and return it to TFS, at the address
specified in the Section 6.4 below.

6.3 TFS shall insert a paper copy of the
Investigator Request form as Attachment 1
6.4 Payments shall be made by TFS on
behalf of SPONSOR and shall be paid within
thirty (30) 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 Prahal

Czech Republic

subjektu ve formé vhodné pro analyzy;

a
(c) vSechny otazky na vysvétlujici udaje
byly vyreseny ke spokojenosti

ZADAVATELE; a

(d)ZADAVATEL si ovefil, ze vSechny
potfebné dokumenty vyZadované na
zakladé predpisd jsou uplné; a

(e) Zdravotnické zarizeni vratilo vSechno

potfebné vybaveni, léky a dalsi
material ZADAVATELI; a

(f) zavéreCna navstéva subjektu byla
dokoncena; a

(g)Zdravotnické zarizeni vystavilo
kone¢nou fakturu do 30 dnd od

ukonceni navstévy.

Zdravotnické zarizeni bude mit 60 dni od
prijeti posledni platby na zakladé této
smlouvy na identifikaci rozdild a vyFeSeni
véech platebnich sporl s TFS.
6. Formular zadosti Zkousejiciho
a pokyny tykajici sa plateb

6.1 TFS odesSle Zdravotnickému zarizeni
prostrednictvim e-mailu elektronickou verzi
formulare Zadosti Zkousejiciho. Tento e-mail
bude obsahovat také Udaje o tom, kam je
tfeba odeslat vyplnénou verzi v elektronické
podobé.

6.2 Zdravotnické zarizeni vyplni
elektronickou  verzi  formuldfe  Zadosti
Zkousejiciho a vrati ho TFS na niZze uvedenou
adresu v Casti 6.4 .

6.3 TFS musi pfilozit papirovou kopii
formulare Zadosti Zkousejiciho jako prilohu 1
6.4 Platby bude provadét TFS do tficeti (30)
dni jménem ZADAVATELE po prijeti, kontrole
a schvaleni originalni faktury* predlozené na
tuto adresu:

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

11002 Prahal

Czech Republic
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Please note that invoices must contain the
following information:

(@) Protocol Number; and

(b)Invoice Date; and

(c)Date & Description
Provided; and

(d)CRO Project Number; and

(e) Total amount payable; and

(f) Exchange rate used (where applicable)

of Services

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

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

(b)VAT / GST registration number of the
customer (TFS), prefixed with their
country code (if applicable), The
invoice must also state the SPONSOR
as the Service recipient with its name
and address on the invoice; and

(c)The rate of VAT / GST and amount
of VAT / GST payable; and

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

(e)Total amount

amount).

payable (gross

(f)The invoice should indicate that the
supply of Services is subject to the EU
VAT reverse charge procedure.

Upozoriujeme, Ze faktury musi obsahovat
nasledujici informace:

(a)cislo protokolu; a

(b) datum vystaveni faktury,

(c) datum a popis poskytovanych sluzeb,
(d) Cislo projektu CRO; a

(e) celkovou sumu k zaplaceni,
(f) pouzity sménny kurs
potreby),

(v pripadé

Pokud je prijemce platby registrovany pro
ucely DPH/dané z pridané hodnoty (GST), je
tfeba uvést nasledujici informace:

(a)registracni Cislo DPH/GST dodavatele
(pfijemce platby) s predponou kédu statu (v
prislusném pripadé);

(b)registracni cislo DPH/GST zakaznika (TFS)
s predponu kédu statu (v prisluSném
pripadé); Faktura musi téz uvést sponzora
jako prijemce sluzby se svym jménem a
adresou na fakture; a

(c)sazbu DPH/GST a
DPH/GST;

splatnou  sumu

(d) sumu bez DPH/GST (Cistd suma) a
(e) celkovou sumu k zaplaceni.
(f) ve fakture by mélo byt uvedeno, ze

poskytovani sluzeb je predmétem preneseni
danové povinnosti v ramci EU.
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