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Non-
interventional
study Agreement

This non-interventional study
Agreement ("Agreement”) is made by
and between:

TFS Trial Form Support, s.r.o., with
registered office Klimentska 1216/46, 110
02 Praha 1, Czech Republic, ID: 27876756,
VAT: CZ27876756, hereinafter “TFS”.

and

- Fakultni nemocnice Brno, lJihlavska
20, 625 00 Brno, Czech Republic, ID
No.: 65269705, Tax ID: CZ65269705,
represented by: MUDr. Roman Kraus,
MBA - director, hereafter “Institution”.

and

- Prof. MUDr. Petr Husa, CSc.

, physician at Clinic of
infectious diseases, Fakultni
nemocnice Brno, address Jihlavska
20, 625 00 Brno, Czech Republic,
hereinafter “Investigator”

TFS, the Institution and the Investigator

hereinafter referred to collectively as the
“Parties” and separately as a “Party”.

WHEREAS :

Smlouva o
provedeni
neintervencni
studie

Tato smlouva o provedeni
neintervencni studie (,smlouva™) se
uzavira meazi:

- TFS Trial Form Support s.r.o., se
sidlem na adrese Klimentska 1216/46,
110 02 Praha 1, Ceska republika, ICO:
27876756, DIC: CZ27876756, dale jen
~TFS".

a

- Fakultni nemocnice Brno, Jihlavska
20, 625 00 Brno, Ceska republika, IC :
65269705, DIC : CZ65269705,
jednajici : MUDr. Roman Kraus, MBA -
reditel, dale jen ,zdravotnické zarizeni".

a

- Prof. MUDr. Petr Husa

Klinika infek¢nich
nemocnice Brno,

, lékar
Fakultni

adresa Jihlavska 20, 625 00 Brno,

Ceska republika, dale jen ,zkousejici®

chorob,

Spolecnost TFS, zdravotnické zafizeni a
zkousejici jsou dale oznacovani souhrnné
jako ,strany" a jednotlivé jako ,strana".
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- TFS is a contract research organization
and has agreed to provide certain
clinical research services to the Sponsor
in connection with the Study (as defined
below) including the execution of
corresponding study agreements with
investigators and institutions by TFS in
its own name, acting as an independent
contractor representing the interests of
the Sponsor.

- Angelini S.p.A., having residence at
Viale Amelia, 70 00181 Roma,
hereinafter the “Sponsor”, is a company
involved in the development of
pharmaceutical products for wuse in
humans.

- Institution is a qualified study site in the
field of Infectious diseases.

- Investigator is employed at Institution
and is responsible and suitably qualified
for the conduct of the Non-
interventional study (as defined below)
at the Institution.

- The Parties acknowledge that beside the
Investigator is a party to this
Agreement, TFS will sign with the
Investigator (and with members of the
study team, if required) a separate
agreement for Study (as defined below)
| activities in this Study, being outside of
the activities under the responsibility of
the Institution under this Agreement.

The Institution and the Investigator are
willing to perform the planned non-
interventional study, ,Current European
Practice Patterns of Skin Infection
Management: Evaluate the Incidence of
Skin Infection, the percentage of Acute
Bacterial Skin and Skin Structure

Spolecnost TFS je smluvni vyzkumna

organizace, ktera souhlasila S
poskytnutim nékterych svych klinicky
vyzkumnych sluzeb zadavateli

souvisejicich se studii (definovanou
nize) vcéetné uzavreni prislusnych
smluvnich zavazk( se zkousejicimi a
zdravotnickymi zarizenimi k provedeni
studie pod vlastnim jménem TFS v roli
nezavislé smluvni strany zastupujici
zajmy zadavatele.

Spole¢nost Angelini S.p.A. se sidlem
Viale Amelia, 70 00181 Roma, dale jako
»zadavatel", je spoleCnost Ucastnici se
vyvoje farmaceutickych vyrobkd pro
lidské pacienty.

Zdravotnické  zarizeni je  klinické
pracovisté kvalifikované v  oblasti
Infekcnich chorob.

Zkousejici je dostatecné kvalifikovany
zameéstnanec zdravotnického zarizeni,
ktery nese zodpovédnost za provedeni
neintervencni studie (definované nize)
ve zdravotnickém zarizeni.

Strany berou na védomi, ze trebaze
zkousSejici je smluvni stranou této
dohody, TFS uzavrel také se zkousejicim
(a pripadné se cleny studijniho tymu)
samostatnou dohodu na cinnosti ve véci
studie (definované nize) nad ramec
¢innosti, za které odpovida zdravotnické
zarizeni podle této smlouvy. Smlouva
mj. stanovi odménu zkousejiciho (popf.
¢lend studijniho tymu) za provedeni
téchto Cinnosti.

Zdravotnické zarizeni a zkousejici jsou
ochotni provést naplanovanou
neintervencni studii, ,Aktualni evropské
praktické vzorce |écby koznich infekci:
Posouzeni vyskytu koznich infekci, z
toho procento akutnich bakteridlnich
infekci kiiZze a koZnich struktur (ABSSSI)
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Infections (ABSSSI) among them, and
their Clinical and Therapeutic
Management”, hereinafter "Study" at the
Institution in accordance with this
Agreement.

IT HAS BEEN AGREED AS FOLLOWS:

ARTICLE 1 - SCOPE

1.1. The Investigator and Institution
agree to perform the Study in
accordance with (1) the terms of this
Agreement, (2) the protocol with
number 146P016106 in the
applicable current version,
hereinafter = “Protocol”, (3) all
applicable laws, regulations and
guidelines, as amended from time to
time, (including but not limited to
those relating to clinical trials, data
protection and compliance) in the
country where the Study s
performed, including but not limited
to the EC directive 2001/20/EC (GCP
directive), the International
Conference on Harmonisation
guidelines for Good Clinical Practice,
any other applicable standards of
good clinical practice and the
Declaration of Helsinki, all in their
current versions, (4) the current
scientific and other standards and
practices that are generally accepted
and exercised by other persons
engaged in performing similar
studies and the utmost care and
diligence, and (5) any and all orders
and mandates of the competent
authorities and ethics committees.
The current version of the Protocol
which has been signed by the
Investigator, as amended from time
to time, is dated 11 November,
2016. In case of an amendment to
the Protocol TFS will provide

a jejich klinickd a terapeuticka lécba.",
dale ,studie® v misté zdravotnického
zarizeni a v souladu s touto smlouvou.

STRANY SE SHODLY NA

1.1.

NASLEDUJICIM:

CLANEK 1 — ROZSAH

ZkousSejici a zdravotnické zafrizeni
souhlasi s provedenim studie v
souladu s (1) podminkami této
smlouvy, (2) platnou aktualni verzi
protokolu Cislo 146P016106 dale jako
Jprotokol*, (3) vSemi nalezitymi
zakony, predpisy a doporucenimi, v
aktualnim znéni (mimo jiné vcetné
téch, které se tykaji Kklinickych
hodnoceni, ochrany udajl a
dodrzovani norem) zemé, kde se
bude studie provadét, mimo jiné
vCetné smérnice ES 2001/20/ES
(smérnice o spravné klinické praxi),
doporuceni ke spravné klinické praxi
Mezinarodni konference o}
harmonizaci, jakychkoli dalsich
platnych norem pro spravnou
klinickou praxi a helsinské deklarace,
vSechny tyto v aktualnich platnych
verzich, (4) soucasnymi védeckymi a
dalSimi normami a postupy, které
jsou vSeobecné prijimany a
pouzivany dalSimi osobami
provadéjicimi podobné studie s
maximalni pozornosti a peclivosti, a
(5) vSemi pokyny a narizenimi
vykonnych organd a etickych komisi.
Aktudlni verze protokolu, podepsana
zkousSejicim a v platném znéni, ze dne
11.listopadu 2016. V pripadé zmén
protokolu poskytne spolecnost TFS
zdravotnickému zarizeni a
zkousejicimu novou aktualni verzi
protokolu, kterd nahradi predchozi
verzi. Soucasna platna verze
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1.2.

1.3.

1.4.

ARTICLE 2 -

Institution and Investigator with the
new current version of the Protocol
which shall supersede the previous
version. The applicable current
version of the Protocol shall be an
integral part of this Agreement.

The agreed minimum number of
patients to be included into the

StUdi at the Institution is | GczN:N
The Study is planned to start in
B The  enrolment

period is estimated to be ] months.
The total duration of the Study is
expected to be | months with the

end of the Study estimated to be .

This Agreement becomes effective
upon execution by all parties thereto
and shall, if not previously
terminated or otherwise prematurely
ended, remain in force until the
completion of the Study and of the
performance of the obligations of
Institution and Investigator
hereunder.

ORGANISATION and

RESPONSIBILITIES

2.1. This is a non interventional study,

2.2.

since the data will be collected
retrospectively by clinical chart
review, any reference to the subject
care will be considered as action
already occurred as part of routine
clinical practice. Any information
about the drug prescribed will
concern only investigator decision
upon clinical discertion a not as a
part of the study plan.

The Institution and the Investigator

1.2.

1.3.

1.4.

CLANEK 2 -
POVINNOSTI

2.1.

2.2. Zdravotnické zafizeni a

protokolu je nedilnou soudasti této
smlouvy.

Dohodnuty minimalni pocet pacientd
ucastnicich se studie ve
zdravotnickém  zarizeni je

Planovany zacatek klinického
hodnoceni je . Predpoklada
se, Zze zarazovaci obdobi potrva

v s O v 7 7 7
mesicu. Ocekavana celkova doba

trvani klinického hodnoceni je

v r O Vs v 7
mesicu s odhadovanym ukoncenim
studie .

Tato smlouva nabyva platnosti,
jakmile ji podepisi vSechny strany, a
jeji platnost potrva az do dokonceni
studie a naplnéni vdech zavazk{
zdravotnického zarizeni a
zkousejiciho, pokud nedojde k
predCasnému vyprseni platnosti.

USPORADANI a

Jedna se o neintervencni studii, kdy
Udaje budou shromazdovany zpétné
z klinickych zédznamd, jakykoliv odkaz
na péci o pacienta bude povazovan
za c¢innost, jez se udala v ramci bézné
klinické praxe. Veskeré informace o
predepsaném léku se tykaji pouze
rozhodnuti zkousejiciho pfijatého na
zakladé jeho klinického uvazeni a
nejedna se tedy o soucast planu
studie.

zkousejici
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guarantee that they have the
experience, capability and resources
including, but not Ilimited to,
sufficient personnel and equipment,
necessary to perform the Study
efficiently and expeditiously in a
professional and competent manner,
and in strict adherence to the
Protocol and this Agreement. The
Institution and the Investigator
further agree that they will at all
times devote the necessary
personnel and equipment to perform
the Study. Institution and
Investigator shall ensure that the
study team members involved in
conducting the Study shall be
selected, informed and supervised by
the Investigator in such way that the
Institution and the Investigator can
fulfil their obligations under this
Agreement.

The Institution and the Investigator
agree that the Study will be
conducted under the direction of the
Investigator who shall perform the
Study in accordance with the
Protocol and this Agreement and
with due regard for the operating
rules of any facilities used for the
conduction of the Study. If the
Investigator becomes unable to
perform the duties required by this
Agreement, the Investigator shall
give immediate written notice of such
fact to TFS. In the event that a
mutually acceptable replacement is
not available then this Agreement
may be terminated in accordance
with Article 6. If the employment
relationship between Institution and
Investigator ceases or otherwise
ends, Institution and Investigator
shall notify TFS thereof in writing
without undue delay. Any nomination
of a new Investigator shall require
the prior written approval of
Sponsor.

zarucuji, Zze maji potfebné zkusenosti,
schopnosti a zdroje, mimo jiné vcetné
dostatecnych lidskych a technickych
zdroji, k G&nnému a vykonnému
provedeni  studie odbornym a
kvalifikovanym zptsobem za pfisného
dodrzovani protokolu a této smlouvy.
Zdravotnické zafizeni a zkousejici
dale souhlasi s tim, ze k provadéni
studie poskytnou potirebné
pracovniky a vybaveni. Zdravotnické
zarizeni a zkousSejici zajisti, aby
Clenové tymu studie, ktefi se podileji
na jejim provadeéni, byli vybirani,
informovani a kontrolovani
zkou$ejicim  takovym  zplsobem,
ktery  zajisti naplnéni  zavazkd
zdravotnického zarizeni a
zkousejiciho v ramci této smlouvy.

Zdravotnické zafizeni a zkousejici
souhlasi s tim, Ze studie bude
provadéna pod vedenim zkousejiciho,
ktery jej bude vykonavat v souladu s
protokolem a touto smlouvou a s
patficnym ohledem na pravidla
provozu vsech pracovist, kterd se
zapojuji do této studie. V pripadé, ze
zkousejici neni schopen vykonavat
své povinnosti predepsané touto
smlouvou, musi zkousejici o této
skuteCnosti ihned pisemné uvédomit
spoleCnost TFS. Pokud neni Kk
dispozici  oboustranné  pfijatelna
nahrada, smlouva se ukondi v
souladu s Clankem 6. V pripadé
ukonceni pracovniho poméru mezi
zdravotnickym zarizenim a
zkousejicim musi zdravotnické
zafizeni a zkousejici bez zbytecné
prodlevy o této skutecnosti pisemné
uvédomit spolec¢nost TFS. Jakékoli
jmenovani nového zkousejiciho
vyzaduje predchozi pisemny souhlas
zadavatele.
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2.3.

The Institution and the Investigator
agree to begin the Study within 3
months following the approval from
Sponsor to start patient screening
activities. The Institution and the
Investigator agree to use Study
materials asset forth in the Protocol
for the Study. Institution and
Investigator further agree to provide,
at the request of TFS, to TFS any
information and/or documentation
required for the application for the
Study with the competent authority
and ethics committee.

The Institution and the Investigator
shall ensure that information will be
provided to and valid written
informed consent will be obtained
from all patients participating in the
Study in compliance with applicable
laws, this Agreement and the
Protocol prior to their participation in
the Study. The Informed Consent
Form will comply with the local laws
and regulations and will be approved
by the Ethics Committee of the
country.

The Institution and the Investigator
agree to keep the TFS monitor
informed of all events of the Study
by the most appropriate means.
Unless otherwise agreed in this
Agreement or instructed by TFS, the
Institution and the Investigator shall
direct all communication,
information, documents and
materials under this Agreement to
TFS. In this study the collection of
any advers reaction or adverse event
it is not forecasted. TFS monitor, and
any auditor or inspector appointed
by Sponsor (including without
limitation TFS and the trial monitor)
may at any time during normal
business hours, upon reasonable
notice and in accordance with

2.3.

Zdravotnické zafizeni a zkousejici
souhlasi s tim, Ze zahaji studii do 3
mésicd od souhlasu zadavatele se
zahajenim screeningovych aktivit.
Zdravotnické zafizeni a zkousejici
souhlasi, ze budou pouzivat pouze
studijni materialy vyslovné uvedené v
protokolu ke studii. Zdravotnické
zarizeni a zkousSejici dale souhlasi s
tim, Ze na jeji Zadost poskytnou
spoleCnosti TFS jakékoli informace a
dokumentaci pozadované k podani
zadosti 0 provedeni studie
kontrolnimu organu a etické komisi.

Zdravotnické zafizeni a zkousejici
zajisti, aby vsem pacientim
ucastnicim se studie byly poskytnuty
potrebné informace a byl od nich
ziskan platny pisemny informovany
souhlas v souladu s platnymi zakony,
touto smlouvou a protokolem pred
zahajenim Gcasti té&chto pacientt ve
studii. Informovany souhlas pacienta
bude odpovidat mistnim zakonim a
predpisim a bude schvélen etickou
komisi.

Zdravotnické zarizeni a zkousSejici
souhlasi s tim, Ze budou monitora
spolecnosti TFS nejvhodnéjsimi
zpUsoby informovat o veskerych
uddlostech ve studii. Pokud neni
uvedeno jinak v této smlouvé nebo v

pokynech spole¢nosti TFS, budou
zdravotnické zarizeni a zkousSejici
smérovat  veskerou komunikaci,

informace, dokumenty a materiadly v
ramci této smlouvy spolecnosti TFS. V
této studii se nepredpoklada
shromazdovani jakychkoliv
nezadoucich G¢inkd nebo nezadoucich
prihod. Monitor spolecnosti TFS a
jakykoli auditor nebo inspektor
poveéreny zadavatelem (mimo jiné
véetné spolecnosti TFS a monitora
hodnoceni) mohou kdykoli béhem
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2.4.

2.5.

applicable data protection laws,
inspect the trial sites and all facilities,
data, procedures, documents and
records relating to the Study. The
Institution and the Investigator shall
at their own costs grant access to
relevant data and facilities and
provide all reasonable assistance in
order to facilitate such inspections.
The Institution and the Investigator
shall promptly notify TFS of any
intended or actual inspection, written
enquiry and/or visit of the trial site
by any competent authority relating
to the Study, provide a copy to TFS
of any documents produced to the
competent authority pursuant to the
notice of inspection, and will ensure
that the Investigator will be available
during any such inspection or visit
and that Sponsor shall have the
opportunity to have a representative
present during any such inspection
or visit. If, following such inspection
or visit, the competent authority
produces a finding report, Institution
and Investigator shall notify TFS
thereof in writing without undue
delay and shall consult as to a
response to the findings with TFS
and, after a review and approval by
TFS and Sponsor, shall issue such a
response.

Any modification to the Protocol will
only be implemented after receipt by
Institution and Investigator of the
amended version of the Protocol
sighed by Sponsor and its signature
by the Investigator and as defined in
the Protocol and its amendments.

The Investigator agrees to actively
resolve any outstanding queries and

2.4.

2.5.

béZné pracovni doby, po dostatecném
ohlaseni a v souladu s platnymi
zdkony na ochranu udajd provést
kontrolu klinickych pracowst a vsech
ostatnich pracowst udaJu postupd,
dokumentl a zdznamd tyka]|C|ch se

studie.  Zdravotnické zafizeni a
zkousejici na své naklady zaJ|st|
pfistup k pFislusnym Gdajim a

pracovistim a napomizou dle svych
moznosti pfi  hladkému pribéhu
téchto kontrol. Zdravotnické zarizeni
a zkousSejici bezodkladné uvédomi
spolecnost TFS o jakychkoli
planovanych nebo skutecnych
kontrolach, pisemnych dotazech nebo
inspekcnich navstévach mista
provadéni studie jakymkoli
kontrolnim organem v souvislosti se

studii, dodaji spolecnosti TFS kopie
veskeré dokumentace vydané
kontrolnimu organu na zakladé

ohlaseni o kontrole, zajisti dostupnost
zkousejiciho béhem této kontroly
nebo inspekcéni navstévy a umozni
pritomnost zastupce zadavatele pfi
kontrole nebo inspekéni navstéveé.
Pokud po takovéto kontrole nebo
inspek¢ni navstéveé vyda kontrolni
Urad zpravu o vysledcich kontroly,
zdravotnické zarizeni a zkousejici o
této zpravé bez prodleni uvédomi
spoleC¢nost TFS, poradi se s ni o tom,
jak na zjisténé zavéry kontroly
odpovédét, a po zkontrolovani a
odsouhlaseni spoleCnosti TFS
a zadavatelem tuto odpovéd vyda.

Jakékoli zmény protokolu budou
implementovany teprve poté, co
zdravotnické zarizeni a zkousSejici
obdrzi aktualizovanou verzi protokolu
podepsanou zadavatelem, a po
podepsani této verze zkousejicim, jak
je stanoveno v protokolu a jeho
dodatcich.

Zkousejici souhlasi s tim, ze veskeré
vzniklé problémy bude aktivné resit a

146P016106_CSA_Template_ Czech Republic_bilingual_ Site 405 FN Brno, Czech Republic




Page 8 of 21

2.6.

supply to TFS correct and completed
case report forms upon termination
of the scheduled patient observation
period or during the observation
period as appropriate. The
Investigator agrees to sigh the case
report forms whenever required in
order to validate them for any
patient that has entered into the
Study. TFS will carry out an analysis
of the Study results.

The Investigator commits to retain
the original source documents and
other relevant documentation of the
Study for a period of 15 years after
closing of the non-interventional
Study, in accordance with regulatory
requirements of the commission of
the European Communities and/or
national laws. TFS and the Sponsor
are to be notified in writing by the
Institution about any planned
relocation or destruction of Study
documentation in case this is to
occur within the above-mentioned 15
years retention period.

ARTICLE 3 — INTELLECTUAL PROPERTY
/ PUBLICATION

3.1.

All  documentation (e.g. reports,
documents and other work results),
as well as other physical objects and
know-how provided to Institution
and/or Investigator for purposes of
the Study; by TFS and/or Sponsor or
otherwise obtained from third parties
for purposes of the Study, as well as
all other data pertaining to the Study
shall remain the property of TFS
and/or Sponsor, as applicable, shall
be used by Institution and
Investigator only for the purposes of
performing its obligations hereunder
and shall promptly be returned to
TFS and/or Sponsor upon
termination or expiration of this

2.6.

ze doda spolecCnosti TFS spravné a
Uplné zaznamy subjektu hodnoceni
po ukonceni planovaného obdobi

pozorovani pacienta nebo podle
potieby je$t&¢ v prGb&hu obdobi
pozorovani. Zkousejici  podepise

zaznamy subjektu hodnoceni, kdykoli
to bude potreba k jejich validaci pro
jakéhokoli pacienta vstupujiciho do

studie. Analyzu vysledki studie
provede spole¢nost TFS.
Zkousejici se zavazuje uchovat

plvodni zdrojové dokumenty a dalsi
souvisejici dokumentaci ke studii po
dobu 15 let od uzavreni neintervencni
studie, v souladu s regulacnimi
pozadavky Evropské komise a
narodnimi zakony. Spolecnost TFS a
zadavatel musi byt pisemné
informovani zdravotnickym zafizenim
o jakémkoli planovaném premisténi
nebo likvidaci dokumentace ke studii,
pokud k tomu ma dojit béhem vyse
uvedeného 15letého obdobi uchovani.

CLANEK 3 - DUSEVNI VLASTNICTVI /
PUBLIKACE

3.1.

Veskera dokumentace (napf. zpravy,
dokumenty a jiné vysledky prace)
stejné jako dalsi fyzické predméty a
znalosti poskytnuté zdravotnickému
zarizeni nebo zkousejicimu pro Ucely
studie  spoleCnosti  TFS nebo
zadavatelem nebo jinak ziskané od
tretich stran pro ucely studie, stejné
jako vSechny dalSi Udaje vztahujici
se ke studii, zdstavaji majetkem
spoleCnosti TFS, pripadné zadavatele
a zdravotnické zarizeni a zkousejici
je smi pouzivat pouze za ucelem
naplnéni svych zavazkd stanovenych
zde a po ukonceni nebo vyprseni
platnosti této smlouvy musi byt
navraceny spoleCnosti TFS nebo
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Agreement. Institution and
Investigator will use best efforts to
prevent the loss of study data,
Confidential Information of the
Company, documentation and
correspondence relating to the
Study.

All inventions, improvements in
know-how, new uses, processes and
compounds conceived or reduced to
practice as a result of the Study,
arising from Institution’s and/or
Investigator’'s work in connection
with this Agreement (“Inventions”)
and all clinical and other data,
materials, documents (including
complete and incomplete case report
forms), results, know-how,
inventions and intellectual property
generated in connection with the
performance of the Study (except for
clinical procedures of the Institution
and/or the Investigator and
improvements  thereto) (“Study
Results”) shall exclusively vest in and
be and remain the sole property of
Sponsor and shall be wused by
Institution and Investigator only for
the purposes of performing their
obligations hereunder. The
Institution and the Investigator shall
make available any such Inventions
and Study Results exclusively to and
shall promptly disclose any such
Study Results in writing to TFS, shall
protect such Inventions and Study
Results from access by unauthorized
third parties and hereby assign, and
shall procure that all personnel
involved in the Study assign, all of
their (present and future) rights in
the Inventions and the Study |
Results to the TFS. To the extent
that such rights cannot be assigned
in advance to Sponsor, Institution
and Investigator commit to transfer,
and to procure that all personnel
involved in the Study shall transfer,

zadavateli. Zdravotnické zarizeni a
zkousSejici vyvinou nejvyssi mozné
Usili, aby zabranili ztraté¢ Gadajl
studie, dAvérnych informaci
spolec¢nosti, dokumentace a
korespondence tykajicich se studie.

Jakékoli vynalezy, rozSireni znalosti,
nova pouziti, vylepsené postupy a
nové slouceniny koncipované nebo
uvedené do praxe diky studii,
plynouci z Ccinnosti zdravotnického
zarizeni nebo zkousejiciho spojenych
s touto smlouvou (,vynalezy") a
veskeré klinické a dalsi Udaje,
materialy, dokumenty (véetné
Uplnych i nedplnych  zdznami
subjektu  hodnoceni),  vysledky,
znalosti, vynalezy a  duSevni
vlastnictvi ziskané ve spojeni s
vykondavanim studie (s vyjimkou
klinickych postupl zdravotnického
zarizeni a zkousSejictho a jejich
vylepseni) budou prevedeny na
zadavatele, zUstanou jeho
vyhradnim majetkem a smi byt
pouzivany zdravotnickym zarizenim
a zkousSejicim pouze za Ucelem
naplnéni zadvazku uvedenych zde.
Zdravotnické zarizeni a zkousejici
zpristupni  jakékoli  vynalezy a
vysledky studie vylu¢né spolecnosti
TFS, vsSechny takovéto vysledky
studie pisemné predaji vyhradné
spolecnosti TFS, budou tyto vynalezy
a vysledky studie chranit pred
vyzrazenim neopravnénym tretim
stranam a timto postupuji veskeré
své naroky (soucasné i budouci) na
vynalezy a vysledky studie
spoleCnosti TFS a také ziskaji
potvrzeni o postoupeni narokd od
véech zaméstnancl zapojenych do
studie. V takové mire, v jaké nelze
tyto naroky postoupit zadavateli s
predstihem, se zdravotnické zarizeni
a zkousSejici zavazuji prevést tyto
naroky zadavateli, jakmile to bude
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3.2.

3.3.

such rights to Sponsor as soon as
legally possible. Institution and
Investigator shall, at the request of
TFS or Sponsor cooperate, assist,
provide and execute all documents
and take all measures necessary for
Sponsor to perfect and preserve
Sponsor’s property rights in the
Study Results.

Institution and Investigator agree
that Sponsor shall have the
unrestricted right to publish or
present all data and results from this
Study itself or to allow third parties
to publish or present such data and
results.

Any publication or formal
presentation of data from this Study
by the Institution, the Investigator or
any member of their study team
shall be limited to scientific results
and to non-commercial purposes and
will be considered as a joint
publication by the investigator(s) and
appropriate  sponsor  personnel.
Authorship will in such case be
determined by mutual agreement.
The right of first publication shall be
with Sponsor. As the Study is a
multicentre study it is mandatory
that the first publication is based on
data from all centers. Institution and
Investigator agree not to present
data gathered from one centre or a
small group of centers before the full
publication, unless formally agreed
to by the Sponsor.

Institution and Investigator agree
that the Sponsor must receive copies
of any such intended communication
in advance of publication (at least 15

3.2.

3.3.

pravné proveditelné, a zajistit také
postoupeni téchto narokl od véech
zamé&stnancl zapojenych do studie.
Zdravotnické zarizeni a zkousejici na
zadost spolecnosti TFS Ci zadavatele
zajisti podporu a pomoc, poskytnou

a vyplni veskeré dokumenty a
podniknou vsechny kroky
vyzadované zadavatelem ke

zdokonaleni a zachovani vlastnickych
prav zadavatele na vysledky studie.

Zdravotnické zarizeni a zkousejici
souhlasi, Ze zadavatel sam bude mit
neomezené pravo publikovat nebo
prezentovat vSechny Udaje a
vysledky této studie a Ze zadavatel
mize  povolit  publikovani a
prezentaci té&chto Gdaji a vysledkd
tretim stranam.

Jakakoli publikace nebo oficialni
prezentace dat této studie
zdravotnickym zafizenim,

zkousejicim nebo jakymkoli ¢lenem
tymu studie se omezi pouze na
védecké vysledky a nekomercni
ucely a bude povazovana za
spoleCnou publikaci zkousSejicich a
prisludnych zaméstnanct zadavatele.
Autorstvi bude v tomto pripadé
uréeno po vzajemné dohodé. Pravo
prvniho publikovani nalezi
zadavateli. Jelikoz studie probiha na
vice klinickych pracovistich, prvni
publikace vysledkl se musi zakladat
na Udajich ze vSech pracovist.
Zdravotnické zarizeni a zkousejici

souhlasi, ze pred publikaci
kompletnich  vysledkG  nebudou
prezentovat Udaje ziskané na

jediném pracovisti ¢i v malém poctu
pracovist, pokud to zadavatel
oficialné nepovoli.

Zdravotnické zarizeni a zkousejici
berou na védomi, Ze zadavatel musi
obdrzet kopie jakéhokoli podobného
naplanovaného sdéleni pred
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3.4.

3.5.

working days prior to submission of
an abstract or oral presentation and
45 working days for a journal
submission) in order to be able to
review and comment on such
communications in particular for
accuracy (thus avoiding potential
discrepancies with submissions to
health  authorities), verify that
confidential information is not being
inadvertently divulged and provide

any relevant supplementary
information. Any requests for
changes by Sponsor shall be

accommodated unless they adversely
impact the scientific character of the
publication. Authorship for any such
publication will be determined in
mutual agreement and as a general
rule under consideration of
recruitment numbers of the
respective trial site.

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

To allow for the wuse of the
information derived from this Study
and to ensure compliance to current
regulations, the Investigator s
obliged to provide TFS and/or
Sponsor with complete test results
and all data developed in this Study.
Only TFS and/or the Sponsor may
make information obtained during
this Study available to competent
authorities, except as required by
regulation.

Institution shall ensure by way of
contractual agreement that any
other persons involved in the Study
(in particular members of the study
team) are also subject to the
provisions under this Article 3.

3.4.

3.5.

publikovanim (alespon 15 pracovnich
dni pred predlozenim abstraktu nebo
ustni prezentaci a 45 pracovnich dni
pred odeslanim ¢lanku do cCasopisu),
aby mohl tato sdéleni zkontrolovat a
vyjadrit se k nim, zejména z hlediska
presnosti (aby se predeslo moznym
rozporlm pti predkladani vysledkd
zdravotnickym organtm), ovéfit, zda
nedochazi k neimysinému vyzrazeni
ddvérnych informaci, a pfipojit
pripadné souvisejici a upresnujici
informace. Veskeré zmény
vyzadované zadavatelem je treba
zanést, pokud nemaji nepfiznivy
dopad na védecky raz publikace.
Autorstvi takovéto publikace se urci

vzajemnou dohodou, pricemz
obecné plati zohlednéni poctu
zUCastnénych osob na daném

klinickém pracovisti.

Zadavatel mUze vysledky studie bez

omezeni preddvat Gfadim pro
registraci |&Civ po celém svéte.
\Y zajmu pouziti informaci

odvozenych z této studie a zajisténi
souladu s aktudlnimi predpisy je
zkousejici povinen poskytnout
spoleCnosti TFS a zadavateli Uplné
vysledky testl a vedkeré U(daje
ziskané v této studie. Pouze
spoleCnost TFS a zadavatel mohou
zpristupnit informace ziskané v této
studii kontrolnim GFadim, kromé
ptipadl, kdy to predpisy vyzaduji
jinak.

Zdravotnické zarizeni za pouziti
smluvnich dohod zajisti, aby vSechny
dalsi osoby podilejici se na studii
(zejména clenové tymu studie) také
podléhaly ustanovenim v tomto
Clanku 3.
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ARTICLE 4 - REMUNERATION

4.1.

4.2.

4.3.

4.4,

4.5.

4.6.

TFS, on behalf of the Sponsor agrees
to pay to Institution:

- per evaluable patient and
for The Pahse A being the
total payment in accordance with the
terms of the Enrolment and Payment
Schedule  attached hereto as

Appendix 1.

These fees shall be fixed prices
including all costs and expenses and
shall be full and final consideration
for the performance by Institution of
all its obligations under this
Agreement.

Incomplete patient data due to the
omission of tests or assessments by
the Investigator or failure to
complete the case report form or
resolve outstanding queries will not
be regarded as evaluable or eligible
for payment.

Incomplete patient data will be
regarded as evaluable, provided that
the data is available up to the time of
drop out and the event is
satisfactorily documented.

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

The final decision concerning each
patient's evaluability will be made by
Sponsor and/or any person
designated by Sponsor.

Payment for conducting the study
will be credited to:
Fakultni

Name of Institution:

CLANEK 4 — FINANCNI NAHRADA

4.1.

4.2.

4.3.

4.4,

4.5.

4.6.

Spole¢nost TFS, v  zastoupeni
sponzora, se zavazuje zaplatit
zdravotnickému zafrizeni:

w hodnotitelného
pacienta a za fazi A, coz je

celkova castka v souladu s
podminkami zarfazeni a rozpisem
plateb, prilozenymi zde v Priloze 1.

Tyto castky jsou pevné dané,
zahrnuji vSechny naklady a vydaje a
predstavuji Uplnou a konecnou

odménu zdravotnickému zafizeni a

v 7 v 7 [o] e
za splnéni vsech zavazku v teto
smlouve.

Neuplné Udaje pacienta zplsobené
vynechanim testl nebo vySetfeni
zkousSejicim nebo neschopnosti
vyplnit zaznam subjektu hodnoceni
¢i vyresit vzniklé problémy nebudou
povazovany za zhodnotitelné ani za
vhodné k proplaceni.

Nelplné Udaje pacienta budou
povazovany za zhodnotitelné za
predpokladu, ze jsou k dispozici

Udaje az do okamziku ukonceni
Ucasti a ze je tato udalost
dostatecné zdokumentovana.

Pacientdm neopravnéné prijatym do
studie (v rozporu s kritérii pro
prijeti) nebudou naklady proplaceny.

Konecné rozhodnuti o hodnotitelnosti
jednotlivych pacientl vyda zadavatel

nebo jina osoba povérena
zadavatelem.

Platba za vykonani studie bude
provedena ve prospéch:

Nazev  zdravotnického  zafizeni:
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4.7.

4.8.

nemocnice Brno
Account no. for payment in CZK:
71234621/0710
Account for payment in EUR: 34534-
71234621/0710
Note: as the variable symbol or a
message for the recipient is required
to specify the number 02862017 or
invoice number

Bank fees: SHA - the payer pays the
fees of the payer's bank, the
beneficiary pays the recipient's bank
fees, respectively intermediary
banks.

The payments will be made within
sixty (60) days after the receipt of
an appropriately documented
invoice. An invoice will be issued by
the Institution based on calculations
made by TFS. The date of tax
obligation is the date of delivery of
the calculation to the Institution. In
the event of late payment the
Institution will charge interest at the
statutory rate.

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

Separate
and the
members

agreement between TFS
Investigator (and with
of the study team, if
required) will cover also
Investigator’'s and study team’s
remuneration for  clinical trial
activities in this Study, being outside
of the  activities under the
responsibility of the Institution under
this Agreement.

ARTICLE 5 - INSURANCE

5.1.

Institution declares that according to
the provision § 45, Section 2, letter

4.7.

4.8.

Fakultni nemocnice Brno

Cislo uctu pro platby v CZK:
71234621/0710
Cislo uctu pro platby v EUR : 34534-
71234621/0710
Poznamka: jako variabilni symbol

nebo do zpravy pro prijemce je
nutné uvést CcCislo 02862017 nebo
Cislo faktury.

Bankovni poplatky : SHA - platce

hradi  poplatky  banky platce,
prijemce hradi poplatky banky
prijemce, popr. zprostredkujicich
bank.

Platby budou provedeny do Sedesati
(60) dni od prijeti radné dolozené
faktury. Faktura bude vystavena
zdravotnickym zarizenim na zakladé
kalkulace vytvorené TFS. Datem
zdanitelného plnéni je den doruceni
kalkulace do zdravotnického zafizeni.
V  pripadé pozdni dhrady je
zdravotnické zafizeni opravnéno
uctovat Urok z prodleni v zakonné
VySi.

Zdravotnické zarizeni nese
zodpovédnost za splnéni fiskalnich
povinnosti vztahujicich se na pfrijaté
platby.

Odména zkousSejicimu (a pripadné
¢lendm  studijniho  tymu)  za
provedeni Cinnosti ve véci klinického
hodnoceni nad ramec cinnosti, za
které odpovida zdravotnické zarizeni
podle této smlouvy, je predmétem
samostatné dohody mezi TFS a
zkous$ejicim (a  ¢leny  studijniho
tymu).

CLANEK 5 — POJISTENI

5.1.

Zdravotnické zarizeni prohlasuje, ze
je dle ust. § 45 odst. 2 pism. n)
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n) Act No. 372/2011 Coll., on health
services and condition of their
providing (Act on Health Services) is
insured against liability for damage
caused in connection with the
providing of health services and that
is aware of its obligation to ensure

the continuation of the insurance
throughout the duration of the
Study.—

ARTICLE 6 - TERMINATION

6.1.

6.2.

6.3.

After consultation with the Sponsor,
TFS has the right to request the
premature termination of the Study
conducted at the Institution and to
terminate this Agreement in writing
at any time. The Institution and
Investigator can terminate their
Study participation and this
Agreement at any time, if there are,
for example, justified reasons to
believe that study patients are in any
way at risk. TFS is to be notified in
writing.

If the Study and this Agreement are
prematurely terminated the
Institution and the Investigator are
only entitled to compensation for
conducted work up to the effective
date of termination.

Upon termination of this Agreement,
for whatever reason:

a) TFS shall pay to Institution all
fees due for the performance of
the Study up to and including the
date of termination;

b) Institution and Investigator shall
take no further actions to
perform the Study or incur
further costs or expenses except

6.1.

6.2.

6.3.

zakona C. 372/2011 Sb., o
zdravotnich sluzbach a podminkach
jejich poskytovani  (zakon o
zdravotnich sluzbach), pojisténo pro
pripad odpovédnosti za Skodu
zpUsobenou Y% souvislosti s
poskytovanim zdravotnich sluzeb a
Ze si je védomo své povinnosti
zajistit trvani tohoto pojisténi po
celou dobu studie.

CLANEK 6 — UKONCENI

Po dohodé se =zadavatelem ma
spoleCnost TFS pravo kdykoli a

pisemné vyzadat predcasné
ukonceni studie provadéného ve
zdravotnickém zarizeni a ukoncit

platnost této smlouvy. Zdravotnické
zarizeni a zkousSejici mohou kdykoli
ukoncdit svou ucdast ve studii a
odstoupit od této smlouvy, pokud
napfiklad existuji opravnéné divody
domnivat se, Ze pacienti jsou
pritomnosti ve studii jakymkoli
zplsobem ohrozeni. Spoleé¢nost TFS
o tom musi byt pisemné uvédomena.

V pripadé predcasného ukonceni
klinického hodnoceni a této smlouvy
maji  zdravotnické  zafizeni a
zkousejici pouze narok na zaplaceni
odvedené prace az do data, kdy
ukonceni nabude ucinnosti.

Po odstoupeni od této smlouvy z
jakéhokoli dtvodu:

a) spolecnost TFS zaplati
zdravotnickému zafizeni veskeré
poplatky vzniklé vykonavanim

studie az do data ukonceni
véetné;
b) Zdravotnické zarizeni a

zkousSejici nebudou jiz dale vést
studii ani vytvaret dalsi naklady
nebo vydaje, kromé té miry, do
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6.4.

to the extent required under this
Agreement, the Protocol and
applicable laws to safely close
out the Study (“Closeout
Services”), shall use best efforts
to minimize expenses resulting
from the termination and shall
terminate existing third party

obligations to the extent
cancellable. TFS shall pay
Institution for all Closeout

Services performed up to the
completion of Closeout Services,
based on the terms of this
Agreement;

c) Institution and Investigator shall
return to TFS, or destroy, as
instructed by TFS, without undue
delay, all Confidential
Information of TFS and/or
Sponsor and all remaining trial
material, , all data, documents
and results generated in the
course of the performance of the
Study;

d) Upon request of TFS and if
applicable, Institution and
Investigator shall fully cooperate
with TFS for the transfer of all
materials, documents and data
related to the Study reasonably
necessary for TFS to have the
Study taken over by a third
party. Such cooperation shall
include assistance in the taking
over of the Study.

The obligations in relation to clauses
3,5 7,9 and 10 of this Agreement

shall survive the expiration or
termination of this Agreement.
Expiry or termination of this

Agreement shall not affect any rights
or remedies of a Party accrued prior
to the date of such expiry or such
termination.

6.4.

které je to vyzadovano touto

smlouvou, protokolem a
platnymi zakony k bezpecnému
uzavreni studie (,uzaviraci
sluzby™), vyvinou nejlepsi

moznou snahu k minimalizaci
vydaji plynoucich z ukonéeni a
ukondi stavajici zavazky tretich
stan, aby se rozsifily zrusitelné
naklady. Spolec¢nost TFS zaplati
zdravotnickému zafizeni  za
vsechny uzaviraci sluzby
provedené az do jejich Uplného
vykonani, na zakladé podminek
této smlouvy;

c) Zdravotnické zarizeni a
zkousejici navrati spoleCnosti TFS
nebo podle jejich pokynd bez
prodleni zlikviduji veskeré
divérné informace spole&nosti
TFS a/nebo zadavatele a veskery
zbyvajici material hodnoceni,
véech (dajli, dokumentd a
vysledkl vzniklych v pribéhu
vykonavani studie;

d) Na Zadost spoleCnosti TFS a
pokud je to mozné, bude
zdravotnické zarizeni a zkousejici
plné spolupracovat se
spoleCnosti TFS pfi prevodu
véech materidld, dokumentl a
Udaju tykajicich se studie, které
bude spole¢nost TFS opravnéné
potfebovat pri predani studie
treti strané. Tato spoluprace
bude zahrnovat i pomoc pfri
prevadéni studie na treti stranu.

Zavazky plynouci z ¢l. 3,5, 7,9 a 10
této smlouvy zQstanou platné i po
vyprseni Ci ukonceni platnosti této
smlouvy. VyprSeni ¢i  ukonceni
platnosti této smlouvy nebude mit
zadny vliv na zadna prava ani
nahrady sSkod strany vzniklé pred
datem takového vyprSeni nebo
ukonceni platnosti.
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ARTICLE 7 - SECRECY AND NON-USE

7.1.

7.2.

7.3.

The Institution and the Investigator
shall, and shall procure that all of
their personnel involved in the Study
shall, keep confidential and not
disclose or otherwise make available,
directly or indirectly, to any third
party all documents, materials, data
and information supplied, directly or
indirectly by TFS or Sponsor or by
any other person on behalf of TFS or
Sponsor, as well as all other clinical
data, events and results of the Study
(including the Study Results), as well
as the content of this Agreement and
its Exhibits (“Confidential
Information”).

The Institution and the Investigator
shall, and shall procure that all of
their personnel involved in the Study
shall, refrain from making any use of
the Confidential Information except
for the purpose of performing their
obligations under this Agreement.

The above obligations shall not apply
to such part of the Confidential
Information which:

- at the time of disclosure, was in
the public domain, or

- comes into the public domain
thereafter otherwise than by any
act or failure to act of the
Institution or the Investigator or
their staff,

- the Institution or the Investigator
can show in writing was known to
them prior to the time of
disclosure,

7.2.

7.3.

EK 7 — MLCENLIVOST A ZAKAZ

ZITI

Zdravotnické zarizeni a zkousejici
budou uchovavat v tajnosti vSechny
dokumenty, materidly, udaje a
informace poskytnuté primo i
neprimo  spoleCnosti TFS nebo
zadavatelem nebo jinou osobou
vystupujici jménem spolecnosti TFS
nebo zadavatele a také veskeré dalsi
klinické Udaje, udalosti a vysledky
studie (v&etné vysledkl studie) a
také naplné této smlouvy a jejich
pfiloh (,DUvérné informace"), tyto
informace nevyzradi ani nezpfistupni
zadné treti strané, at uz pfimo, i
neprimo, a dale zajisti dodrzovani
této micenlivosti u vSech osob
podilejicich se na studii.

Zdravotnické zarizeni a zkousejici
nebudou vyuzivat ddvérné informace
za jinym ucelem, nez je naplnéni
jejich zadvazkd plynoucich z této
smlouvy, a také zajisti dodrzovani
této zasady u vSech osob podilejicich
se na studii.

VySe uvedené zavazky se nevztahuji
o v 7 . 7
na duverneé informace, které:

- byly v okamziku zverejnéni
verejnym majetkem nebo

- se stanou verejnym majetkem az
poté, ale jinym pri¢inénim nez
jednanim nebo selhanim v
jednani zdravotnického zarizeni
nebo zkousejiciho nebo jejich
zaméstnancd,

- byly pisemné prokazatelné znamé
zdravotnickému zarizeni nebo
zkousejicimu pred okamzikem
zverejnéni,
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7.4.

7.5.

ARTICLE 8 -

- the Institution or the Investigator
can prove to have obtained from
an independent third party having
an unrestricted right to disclose
it.

Notwithstanding the provisions 7.1.
and 7.2., the Institution and the
Investigator will be allowed to
disclose the Confidential Information
to those of their personnel engaged
in the Study who reasonably need to
know the same for the purposes of
the performance of the Institution’s
and/or the investigator’s obligations
under this Agreement, provided that
such staff is bound by obligations of
confidentiality and non-use that are
at least as restrictive as those
hereunder.

The Investigator and the Institution
shall exercise due care and shall take
such  precautions necessary to
prevent any unauthorised disclosure
or use of the Confidential
Information.

This secrecy and non-use obligation
under clause 7.1. to 7.4. shall
remain valid for a period of 15 years
from the date of any expiration or
termination of this agreement.

PERSONAL _DATA

PROTECTION

8.1.

8.2.

To the extent applicable, all parties
shall comply with all laws and
regulations relating to protection of
personal data, especially European
Commission Directive 95/46
applicable to the performance of
their respective obligations under
this Agreement.

Investigator and Institution shall

7.4.

7.5.

CLANEK 8 -

- byly prokazatelné ziskany
zdravotnickym zafizenim nebo
zkousSejicim od nezavislé treti
strany, ktera meéla neomezené
pravo na toto vyzrazeni.

Bez ohledu na ustanoveni 7.1 a 7.2
smi zdravotnické zarizeni a
zkousejici vyzradit davérné
informace svym  zamé&stnancdm,
ktefi se podileji na studii a maji
opravnénou potfebu se s nimi
seznamit pro Ucely plnéni povinnosti
zdravotnického  zarizeni  a/nebo
zkousejiciho  plynoucich z  této
smlouvy, za predpokladu, Zze tito
zameéstnanci jsou vazani povinnosti
mlcenlivosti a zakazem pouzivani,
které jsou alespon tak omezujici jako
zavazky uvedené zde.

Zkousejici a zdravotnické zarizeni
vynalozi nalezité dUsili a prijmou
nutna  opatreni, aby zabranili
neopravnénému vyzrazeni nebo
pouziti dGvérnych informaci.

Zavazek milcenlivosti a zakaz pouziti
v €. 7.1. az 7.4. z(stdvaji v platnosti
po dobu 15 let od data jakéhokoli
vyprseni nebo ukonceni platnosti
této smlouvy.

OCHRANA OSOBNIiCH

UDAJU

8.1.

8.2.

V platném rozsahu budou vSechny
strany dodrzovat vSechny zakony a
narizeni tykajici se ochrany osobnich
Udajl, zejména Smérnice Evropské
komise 95/46, které se vztahuji na
plnéni ptisludnych zavazk( v ramci
této smlouvy.

Zkousejici a zdravotnické zarizeni
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ensure anonymity and confidentiality
of the data to be processed in
connection with the performance of
the Study in accordance with the
Protocol. TFS shall carry out a
clinical research using de-identified
study data concerning the identity of
patients participating in the Study
which data shall be kept by TFS in
anonymized or pseudonymized form.
Investigator and Institution shall
apply a dissociation procedure that
ensures that the data to be
processed by TFS do not allow the
Study subject to be identified.

zajisti anonymitu a dUvérnost Gdajq,
které se budou zpracovavat v
souvislosti s vykonavanim studie v
souladu s protokolem. Spole¢nost
TFS provede Kklinicky vyzkum s
vyuzitim slepych studijnich dat s
ohledem na identitu pacientl
Ucastnicich se klinické studie, data
budou spole¢nosti TFS uchovana v
anonymizované nebo
pseudonymizované formeé. Zkousejici
a zdravotnické zafizeni provede
disociaci, kterd zajisti, aby z udajl
urcenych ke zpracovani spolecnosti
TFS nebylo mozné identifikovat
subjekt studie.

TFS agree that the Sponsor may

8.3. TFS shall, to the extent permitted by | 8.3. Spolecnost TFS v rozsahu povoleném
applicable law and under this plathnym zdkonem a v ramci této
Agreement and the Protocol when smlouvy a protokolu bude mit pfi
performing  monitoring  activities provadéni studie a/nebo
under this Agreement and/or the monitorovacich cinnosti podle této
Study, have access to personal data smlouvy pfistup k osobnim Gdajim
of patients, without TFS being able to pacientl, aniz by tato data sméla
use such data for any purpose other pouzit k jinym ulelim, neZ které
than that stipulated under this jsou ujednané v této smlouvé a
Agreement and the Protocol or protokolu, ¢i vyzradit tyto uddaje
engage in the disclosure of such data tfetim stranam.
to third parties.

The access to personal data of Pfistup k osobnim Udajim pacienta
patients by TFS shall be limited to spoleCnosti TFS bude omezeny pouze
those personal patient data na ty osobni Udaje pacienta, které
necessary for the performance by jsou potirebné k provedeni
TFS of monitoring activities under monitorovacich cinnosti spolecnosti
this Agreement and /or the Study. TFS vramci této smlouvy a této
These monitoring activities shall be studie. Tyto monitorovaci ¢innosti se
conducted on each investigational budou provadét na jednotlivych
site and at no time the personal data vyzkumnych pracovistich a osobni
of patients shall be recorded or Udaje pacientl nebude v 24dném
collected by TFS. pripadé zaznamenavat ani
shromazdovat spolec¢nost TFS.

ARTICLE 9 - THIRD PARTY | CLANEK 9 - OPRAVNENA TRETI

BENEFICIARY STRANA

9.1. The Institution / Investigator and | 9.1. Zdravotnické zarizeni / zkousejici a

TFS souhlasi stim, ze zadavatel
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enforce its rights and benefits under
this Agreement as a third party
beneficiary. In the event that the
Sponsor is not able to do so for any
reason, the Institution and the
Investigator agree that TFS shall be
entitled to enforce the Sponsor’'s
rights and benefits hereunder
(including without limitation those
rights concerning confidentiality and
intellectual property) and to transfer
such rights and benefits to the
Sponsor.

ARTICLE 10 - GOVERNING LAW AND

JURISDICTION
10.1. Parties will try to resolve any
differences occurring during the

fulfilment or interpretation of this
Agreement in an amicable manner.
In case of persisting disagreement,
the parties submit to the exclusive
jurisdiction of the courts of Czech
Republic. CZECH REPUBLIC Ilaw,
without reference to provisions of
conflicts of law, shall govern in
respect of all matters pertaining to
the execution, interpretation and
performance of this Agreement.

ARTICLE 11 - MISCELLANEOUS

11.1. Any changes or supplements to this

11.2.

Agreement must be in writing. This
shall also apply to this requirement
of written form itself.

If any provision of this Agreement is
or becomes ineffective in part or in
whole, this shall not affect the
effectiveness of the remaining
provisions of this Agreement. Any
such ineffective provision shall, to

CLANEK 10 -

mUze sva prava a vyhody vyplyvajici
ztéto smlouvy vymahat jako
opravnéna treti strana. Pokud by to
zadavatel z jakéhokoli dtvodu
nemohl ucinit, zdravotnické zarizeni
a zkousejici souhlasi s tim, Ze prava
a vyhody vyplyvajici podle této
smlouvy z prav zadavatele (vcetné
pradv  tykajicich se  dGvérnych
informaci a dusevniho vlastnictvi)
prevezme spolec¢nost TFS, jez poté
tato prava a vyhody prevede na
zadavatele.

PLATNE ZAKONY A

SOUDNI PRAVOMOC

10.1.

Strany se pokusi vyresit jakékoli
rozpory vzniklé prfi  plnéni nebo
vykladu této smlouvy pratelskym
zplUsobem. V pFipadé pretrvavajicich
neshod strany predlozi spor vylucné
soudni pravomoci soudld v Ceské
republice. Veskeré skutec¢nosti
tykajici se podepsani, vykladu a
vykonavani této smlouvy se budou
ridit zakony Ceské republiky, bez
ohledu na ustanoveni o stfetu
zakond.

CLANEK 11 — DALSI USTANOVENI

11.1.

11.2.

Jakékoli zmény nebo dodatky k této
smlouvé  musi byt  vykonany
pisemné. Toto plati i pro samotny
pozadavek pisemné formy.

Pokud jakakoli podminka této
smlouvy je nebo se stane neplatnou,
¢astecné nebo jako celek, nebude to
mit zadny vliv na  platnost
zbyvajicich podminek této smlouvy.
Jakakoli takova neplatna podminka
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the extent permitted by law, be
deemed replaced by such effective
provision as comes closest to the
economic intent and the purpose of
such ineffective provision.
11.3. Without the approval of TFS,
Institution and Investigator are not
entitled to transfer any rights or
duties under this Agreement to third
parties.

(Signature Page Follows)

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

Person authorised to sign agreements
for the Institution:

MUDr. Roman Kraus, MBA - director

bude v rozsahu povoleném zdkonem
povazovana za nahrazenou takovou
platnou podminkou, ktera je nejblizsi
ekonomickému zadméru a Ulelim
této neplatné podminky.
11.3. Bez souhlasu spolec¢nosti TFS nesmi
zdravotnické zarizeni ani zkousejici
prenaset zadna prava ani povinnosti
v ramci této smlouvy na treti strany.

(Nasleduje stranka s podpisy)

Na dikaz vy$e uvedeného smluvni strany
podepsaly tuto smlouvu vyhotovenou ve
tfech kopiich prostrednictvim svych radné
opravnénych zastupcd.

Osoba opravnéna k podpisu souhlas za
Zdravotnické zarizeni:

MUDr. Roman Kraus, MBA - reditel

Signature Podpis
Date Datum
Investigator: Zkousejici:
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Prof. MUDr. Petr Husa, CSc.

Signhature

Date

TFS:

Pieter van der Meer,
Director Finance, TFS West & East Europe

Signature

Date

Prof. MUDr. Petr Husa, CSc.

Podpis

Datum

TFS:

Pieter van der Meer, Financni reditel, TFS
West & East Europe

Podpis

Datum
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