The Agreement is
between:

Clinical Site Agreement
(“Agreement”)

made by and

TFS Trial Form Support, s.r.o. with its
registered office in Prague at 1216/46
Klimentska Str., 11002 Prague 1, Czech
Republic, entered in the commercial
register kept by the District Court in
Prague (Section C, number 123492),
registration number: 278 76 756,
represented by I

I
acting on behalf of Prilenia
Neurotherapeutics Ltd. with its

registered office at 10 Hamenofim St.,
Herzliya, 4672561, Israel, hereinafter the

“Sponsor”

and

TFS Trial Form Support, s.r.o. with its
registered office in Prague at 1216/46
Klimentska Str., 11002 Prague 1, Czech
Republic, entered in the commercial
register kept by the District Court in
Prague (Section C, number 123492),
registration number: 278 76 756,
represented by NN
I hcreinafter "TES”

and

VSseobecna fakultni nemocnice v
Praze (General Universal Hospital in
Prague) with its registered office in
Prague 2 at U Nemocnice 499/2 Str., ZIP
CODE 128 08 Prague 2, Czech Republic,

ID nr. 00064165, I
-

I on the basis of a power of attorney
dated on 04-Jun-2019 (the
“Institution”),

jointly referred to as “Parties” or separately
as

“Party”.

WHEREAS:

The Parties represent and warrant that
they each have the authority to enter the
Agreement.

Smlouva s resitelskym centrem
(“"Smlouva”)

Tato smlouva je uzaviena mezi:

- TFS Trial Form Support, s.r.o. se
sidlem na adrese Klimentska 1216/46,
11002 Praha 1, Ceskd republika,
zapsanou Vv obchodnim rejstfiku
okresniho soudu v Praze (oddil C, Cislo
123492), registracni Cislo: 278 76 756,
kterou zastupuje I
I

jednajici jménem spolecnosti Prilenia
Neurotherapeutics Ltd. se sidlem na
adrese 10 Hamenofim St., Herzliya,
4672561, Izrael, dale jako

I\\

~zadavate

- TFS Trial Form Support, s.r.o. se
sidlem na adrese Klimentska 1216/46,
11002 Praha 1, Ceskd republika,
zapsanou v obchodnim rejstriku
okresniho soudu v Praze (oddil C, Cislo
123492), registracni Cislo: 278 76 756,
kterou zastupuje I

I Gl jako ,spoleénost
IFS",

- VsSeobecna fakultni nemocnice v
Praze se sidlem Praha 2, U nemocnice
499/2, PSC 128 08 Praha 2, Ceska

republika, IC: 00064165, N

]
I - zakladé plné moci
ze dne 7.6.2019 (,zdravotnické
zarizeni “),

Spolec¢né dale jen ,smluvni strany" nebo
jednotlivé ,smluvni strana".

VZHLEDEM K TOMU, ZE:

- Smluvni strany prohlasuji a zarucuji, ze
jsou opravnéné uzavfit tuto smlouvu.
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TrS

agreement  whereby  Sponsor

including preparation,

Sponsor, Study management,

and reporting for the Study.

1411DC Naarden, the Netherlands.

Patients with Early Stage

including departments and facilities.

the Study Team for Study conduct).

- TFS Trial Form Support International AB
(PO Box 165, SE-221 00, Lund, Sweden)
is a contract research organization, and
Sponsor and TFS Trial Form Support
International AB have entered into an

transferred to TFS Trial Form Support
International AB (and to all its affiliates,
including TFS Trial Form Support, s.r.o0.)
certain  responsibilities of Sponsor
negotiation,
execution and signature of contracts with
institutions and investigators on behalf of

payments, monitoring, data management

- Sponsor’'s legal representative in the
European Union and European Economic
Area is: Prilenia BV, Gooimeer 2 35,

- The Institution declares to have the
resources necessary to perform by
|
(the “Investigator”) the clinical trial “A
Phase 3, Randomized, Double-Blind,
Placebo-Controlled, Parallel Arm,
Multicenter Study Evaluating the
Efficacy and Safety of Pridopidine in

Huntington Disease (PROOF-HD)",
hereinafter "Study" (EudraCT number:
2020-002822-10), at the Institution,

- TFS, acting on behalf of Sponsor, will
execute a separate agreement with the
Investigator, covering all the rights and
obligations of the Investigator (including
remuneration due to the Investigator and

- Spole¢nost TFS Trial Form Support

International AB (PO Box 165, SE-221
00, Lund, Svédsko) je smluvni
vyzkumna organizace a zadavatel a
spoleCnost TFS Trial Form Support
International AB uzavreli smlouvu, na
zakladé které zadavatel prevedl na
spoleCnost TFS Trial Form Support
International AB (i na vSechny jeji
pridruzené spole¢nosti, véetné
spoleCnosti TFS Trial Form Support,
s.r.o.) urcité zavazky =zadavatele,
véetné pripravy, vyjednavani, uzavirani
a podepisovani smluv se
zdravotnickymi zafizenimi a
zkousejicimi jménem zadavatele,
vedeni klinického hodnoceni, plateb
pracovistim,  monitorovani, spravy
udajt a vykazovani v rdmci klinického
hodnoceni.

Pravnim  zastupcem zadavatele v
Evropské unii a v  Evropském
hospodarském prostoru je spolecnost
Prilenia BV, Gooimeer 2 35, 1411DC
Naarden, Nizozemsko.

Zdravotnické zatizeni prohlasuje, ZzZe
ma nezbytné zdroje pro provedeni
klinického hodnoceni
“"Randomizovana, dvojité
zaslepena, placebem kontrolovana,
multicentricka studie faze3
sparalelnimi rameny hodnotici
acinnost abezpecnost pridopidinu
u pacientd vrané fazi
Huntingtonovy choroby (PROOF-
HD)"”, dale jen ,klinické hodnoceni"
(¢islo EudraCT 2020-002822-10), pod
vedenim
H (didle jen ,zkousSejici') ve
zdravotnickém zarizeni, véetné
oddéleni a zafizeni.

- Spole¢nost  TFS, jednajici jménem

zadavatele, uzavie se zkousejicim
samostatnou smlouvu, kterd bude
upravovat veskera prava a povinnosti
zkousejiciho (vCetné odmény splatné
zkousejicimu a studijnimu  tymu za
provadéni studie).
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IT HAS BEEN AGREED AS FOLLOWS:

PREAMBLE

Study, according to the protocol

“Protocol”, constituting Exhibit
hereto.

integral part of the Institution.

TFS and as defined in the Protocol.

and the Protocol in clinical ones.
- For purposes of the Agreement,

Study  staff designated by

consent.

- The Investigator agrees to perform the

PL101-HD301 (including possible
further amendments), hereinafter

- The Study will be conducted at the
Institution at Neurologic clinic
Katefinska 30 Str., ZIP CODE 128-21
Prague 2, Czech Republic, being an

- Any modification to the Protocol will only
be implemented after agreement with

- The Institutions agree to abide by all
provisions of the Protocol as amended
from time to time and confirmed
writing by Sponsor. In the event of
discrepancies between the Protocol
and the Agreement, the Agreement
shall prevail in contractual matters

Institution, its staff, the Investigator and

Investigator (“Study Team”) shall not
be deemed agents, servants, partners,
joint ventures or employees of Sponsor
and/or TFS. Thus, they do not have the
authority to take action on Sponsor’'s
and/or TFS’'s behalf or to bind
Sponsor/TFS without their prior written

- It is also understood and expressly
acknowledged that Institution, its staff,
the Investigator, the Study Team and
Study participants are not eligible to
participate in, nor are they eligible for
coverage under, any of Sponsor’'s/TFS’s
benefit plans, programs, employment
policies or procedures, or workers'
compensation insurance. In consideration

BYLO DOHODNUTO TOTO ZNENI:

PREAMBULE

- ZkousSejici souhlasi s tim, Zze provede
klinické hodnoceni podle protokolu
c¢islo PL101-HD301 (véetné
ptipadnych dal&ich dodatkl), dale jen
~protokol", tvoriciho PFilohu A této
smlouvy.

- Klinické hodnoceni bude probihat
ve zdravotnickém zarizenti, na
Neurologické klinice, na adrese
Katefinska 30, PSC 128 -21 Praha 2,
Ceskad republika, které je nedilnou
soucasti zdravotnického zafizeni.

- Jakékoliv zmény protokolu budou
provedeny po dohodé s TFS a
zplsobem, ktery je stanoveny v
protokolu.

- Zdravotnické zafizeni souhlasi s tim, ze
dodrzi vSechna ustanoveni protokolu,
vCetné jejich pripadnych zmeén, které
musi pisemné potvrdit zadavatel. V
pFipadé rozpord mezi protokolem a
touto smlouvou je ve smluvnich
zalezitostech urcujici smlouva a v
klinickych zalezitostech protokol.

Pro ucely této smlouvy by Zdravotnické
zarizeni, jeho zaméstnanci, zkousejici a
pracovnici klinického hodnoceni uréeni
zkousejicim (,studijni tym") neméli
byt povazovani za zastupce,
poskytovatele sluzeb, partnery,
podniky se spoleénou majetkovou
Ucasti nebo zaméstnance zadavatele
nebo spole¢nosti TFS. Nemaji proto
opravnéni jednat jménem zadavatele
nebo spole¢nosti TFS ani se svou
osobou spojovat zadavatele nebo
spoleCnost TFS bez jejich predchoziho
pisemného souhlasu.

- Dale se rozumi a vyslovné se potvrzuje,
Ze  zdravotnické  zafizeni,  jeho
zaméstnanci, zkousejici, studijni tym a
Ucastnici klinického hodnoceni nemaji
pravo Ulastnit se jakychkoliv plan( a
programi zaméstnaneckych vyhod
nebo  zaméstnaneckého  pojisténi
zadavatele/IFS a tyto plany a programy
pro né neplati. V souvislosti s plnénim
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of Sponsor’s/TFS s performance
hereunder, Sponsor/TFS are hereby
released from any liability arising from
Sponsor’s/TFS s failure to provide such
plans, programs, policies, procedures and
workers' compensation insurance.

ARTICLE 1 — OBLIGATIONS OF
SPONSOR

The Sponsor warrants compliance with all
applicable legal requirements for the
performance of the Study and assumes,
among other things, the following
obligations (if required by applicable laws)
to obtain the consent of the competent
Ethics Committee and the approval of the
State Institute for Drug Control (SUKL) to
perform the Study, to notify if required the
Local Health Authorities (all together the
“"Competent Authorities”), and to provide
the Product (as defined under article 4.1) or,
where appropriate, placebo free of charge.

ARTICLE 2 — OBLIGATIONS OF
INSTITUTION AND INVESTIGATOR

2.1. Compliance. The Investigator shall
conduct the Study in accordance with
the Agreement, the Protocol, and any
additional requirements notified by
Sponsor/TFS, including all applicable
national and supranational
legislation and regulations relevant
to the jurisdiction in which the Study
is being conducted, including, but not
limited to, (i) The Declaration of
Helsinki, (ii) any Czech legislation
and European directives and
regulations, (iii) the current
guidelines and standards on good
clinical practice (e.g. ICH GCP), (iv)
any and all Czech Ilegislation
concerning data protection, as well
as any relevant anti-corruption
legislation (together the “Applicable
Laws”).

The Institution agrees to comply with
all  Applicable Laws for the
performance of the Study.

zadavatele/TFS podle této smlouvy
zadavateli/TFS nevznika zadna
odpovédnost v pripadé neposkytnuti
téchto jejich zaméstnaneckych vyhod a
moznosti vyuzit zaméstnanecké
pojisténi.

CLANEK 1 - POVINNOSTI
ZADAVATELE

Zadavatel zarucuje, ze dodrzi vSechny
platné zakonné pozadavky, které se tykaji
provedeni klinického hodnoceni, a v ramci
svych povinnosti (budou-li to vyzadovat
platné pravni predpisy) mimo jiné ziska
souhlas Statniho Ustavu pro kontrolu léciv
(SUKL), Etické komise, zajisti schvaleni
provedeni klinického hodnoceni, bude
informovat, jestlize je to pozadovano,

mistni zdravotnické organy (spolecné
.DFislusné organy") a bezplatné
poskytne pripravek (viz ustanoveni

odstavce 4.1) nebo placebo, pokud je to
relevantni.

CLANEK 2 - POVINNOSTI
ZDRAVOTNICKEHO ZARIZENI A
ZKOUSEJICiHO

2.1. Dodrzeni platnych pozadavki.
Zkousejici provede klinické
hodnoceni v souladu se smlouvou,
protokolem a s jakymikoliv jinymi
pozadavky, o kterych ho bude
informovat zadavatel/TFS, vcetné
vSech platnych narodnich a
nadnarodnich zakon( a predpisl
pro soudni pFislusnost, ve které se
klinické hodnoceni provadi, mezi
které patii mimo jiné (i) helsinska
deklarace (ii) ceské zakony a
evropské smérnice a predpisy (iii)
aktudlné platné smérnice a
standardy o spravné klinické praxi
(napf. predpisy ICH) (iv) vSechny
Ceské predpisy o ochrané Gdajd a
dale vsechny platné protikorupcni

zakony (spolec¢né ~platné
zakony").
Zdravotnické zafizeni souhlasi s

tim, Zze dodrzi vSechny zakony, jez
plati pro provedeni klinického
hodnoceni.

PL101-HD301_CZE_site no.388_CSA_Inst_(cze-eng)_20210406

Page/Strana 4/29




2.2. The Institution declares that it has
the means for conducting the Study.

2.3. The Institution shall not be allowed
to outsource, subcontract or
delegate any of its obligations
hereunder to any third party without
the prior written consent of TFS.
Notwithstanding any such consent,
the Institution shall remain liable for
each such third party’s performance
and each such third party shall be
obligated to comply with the terms
and conditions of the Agreement.

2.4. The Institution is directly responsible
for any actions or omissions of
Investigator and Study Team
members in scope of the Study.

ARTICLE 3 — RECRUITMENT

3.1. The agreed maximum number of
Study Subjects at the Institution is Il
The Sponsor/TFS shall have the right
to stop recruitment at the site at any
time prior notification.

3.2. It is planned that the Study shall be
commenced at the Institution in
I Fhrolment of Study
Subjects shall take place to the end
of I Considering the
planned follow-up period, the clinical
part of the Study, including
completion of all documentation, is
planned to be completed on I
I Outside that period,
the Investigator will be obliged to
reply to any queries related to clinical
data insufficiencies, doubts, or
discrepancies (“queries”).

3.3. The Institution acknowledges that
the Investigator informs the local
Ethics Committee about the
commencement of the Study at the
Institution, in accordance with the
provisions of Section 15, Paragraph
2) of Decree No. 226/2008 Coll., on

2.2.

2.3.

2.4.

3.1.

3.2.

3.3.

Zdravotnické zafizeni prohlasuje,
ze ma prostfedky pro provedeni
klinického hodnoceni.

Zdravotnické zafizeni nesmi
prevést, delegovat nebo postoupit
7adny ze svych zavazk{ podle této
smlouvy treti osobé bez
predchoziho pisemného souhlasu
TFS. Nehledé na tento pfipadny
souhlas, zdravotnické zafizeni
bude mit nadale odpovédnost za
plnéni pfislusné treti osoby a kazda
tato treti osoba ma povinnost
dodrZovat podminky této smlouvy.

Zdravotnické zafizeni je pfimo
odpovédné za jakékoliv jednani
nebo opomenuti zkousejiciho a
studijniho tymu v ramci studie.

CLANEK 3 - NABOR

Dohodnuty maximalni pocet
subjektl hodnoceni ve
zdravotnickém zafizeni <c¢ini W
Zadavatel/TFS ma pravo kdykoliv
na zakladé predchoziho oznameni
nabor ve zdravotnickém zafizeni
ukondit.

Pfredpoklada se, Ze klinické
hodnoceni bude zahdjeno ve
zdravotnickém zafizeni v I
B Zafazovani  subjektd
hodnoceni bude probihat do konce
I \zhledem
k planovanému obdobi nasledného
sledovani se predpoklada, ze
klinickd c¢ast hodnoceni vcetné
dokonceni veskeré dokumentace
bude ukoncena v I
Po uplynuti tohoto obdobi bude mit
zkousejici povinnost zodpovidat
veskeré dotazy v souvislosti
s nedostatec¢nymi klinickymi Gdaji,
pochybnostmi nebo
nesrovnalostmi (,dotazy™).

Zdravotnické zafizeni potvrzuje, Ze
zkousSejici informuje o zahajeni
klinického hodnoceni ve
zdravotnickém  zafizeni  mistni
etickou komisi, v souladu s ust. §
15 odst. 2) vyhlasky ¢. 226/2008
Sb., o spravné klinické praxi.
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4.1.

the Good Clinical Practice.

ARTICLE 4 - SUPPLY OF PRODUCT
AND/OR MATERIAL

Sponsor/TFS shall provide to the
Institution, at no charge, with
pridodipine (the "“Product”) and
other material, equipment, as may
be required for the Study (the
“Material”).

Sponsor will ensure the distribution
of the consignment of the Product to
the pharmacy of the Institution,
where the responsible pharmacist
will receive and inspect it (like other
consignments - i.e. if is not
damaged, in case of special transport
requirements, if these requirements
have been abided, confirm the
receiving of the consignment), then,
upon request, delegated person by
Investigator will pick up and deliver
Product at the site, where he/she is
fully responsible for them. Sponsor is
obliged to notify within 3 working
days before delivery, when the
consignment will be delivered to the
pharmacy either by email to
I o by the
phone
]
|

The Sponsor will arrange delivery to
the address: VFN Nemocnicni
Iékarna, HVLP Department, Ke
Karlovu 2, Prague 2, 128 08 Czech
Republic. The Sponsor will arrange
the disposal of unused Product at its
own expense. Details for return will
be provided by the Sponsor at time
of return.

Sponsor undertakes to provide the
Product and placebo in the amount
and time intervals required for the
proper conduct of the Study.

Sponsor declares that all conditions
stipulated by the relevant legal
regulations for the production
(import) of the supplied Product and
its distribution to the Institution are
met.

CLANEK 4 - POSKYTNUTI PRIPRAVKU
A/NEBO MATERIALU

4.1. Zadavatel/TFS poskytne
zdravotnickému zafizeni zdarma
pridodipine (,_produkt") a jiny
material, zafizeni pro provedeni
hodnoceni (,material").

Zadavatel zajisti distribuci zasilky
produktu do lékarny
zdravotnického zafizeni, kde je
odpovédny farmaceut prevezme a
zkontroluje (jako jiné zasilky - tzn.
neni-li poskozena, v pfipadé
zvlastnich pozadavk({ na
transport, byly-li tyto pozadavky
dodrzeny, prijem zasilky potvrdi),
nasledné si na zadanku osoba
delegovédna zkousejicim produkt
vyzvedne a dopravi na centrum,
kde je za né plné zodpovédny/a.
Zadavatel je povinen oznamit do 3
pracovnich dn{ pred dodanim, kdy
bude zdsilka do lékarny predana
budto emailem na
| nebo
telefonicky I
.
]
I Zadavatel
zajisti dodavku na adresu: VFN
Nemocni¢ni |ékarna, Oddéleni
HVLP, Ke Karlovu 2, Praha 2, 128
08, Ceskd republika. Likvidaci
nevyuzitého produktu si zadavatel
zajisti na vlastni ndklady. Detaily
poskytne zadavatel v dobé
vraceni.

Zadavatel se zavazuje zajistit
produkt a placebo v mnozstvi a
c¢asovych intervalech potfebnych
pro fadné provedeni studie.

Zadavatel prohlasuje, Ze jsou
splnény veskeré podminky
stanovené pfislusnymi pravnimi
predpisy pro vyrobu (dovoz)
produktu a jeho distribuci do
zdravotnického zafizeni.
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Sponsor, as the producer of the
waste, undertakes to ensure, at its
own expense, both during and after
the Study, the handover of the
unusable and unused Product to the
authorised person in accordance with
the provisions of Act No. 541/2020

Coll., On waste and its
implementation regulations as
amended.

4.2. The Product may not be supplied
until all required documents have
been provided in time to
TFS/Sponsor by the Institution
and/or Investigator as well as by
TFS/Sponsor to the authorities.
Required documents are e.g.: the
Investigator's CV, Protocol signature
and Investigator’s financial
disclosure form. The Investigator
and/or the pharmacist shall be
responsible for the adequate storage
of Product from the time the supplies
have reached the Institution until
collection by TFS/Sponsor.

4.3. The Institution shall treat, handle,
use, and maintain, the Material with
the degree of care used for its own
property and in accordance with the
manufacture manual or instructions,
the Protocol, instructions of Sponsor
or TFS and shall not use it for any
other purpose without the prior
written consent of Sponsor/ TFS. At
the termination of the Study, the
Institution/Investigator, unless
otherwise agreed in writing by the
parties, shall return or otherwise
dispose of all remaining Material in
accordance with the instructions of
Sponsor or TFS.

4.4, To support the Investigator and the
Institution in conducting the Study
including all Study procedures
required by the Protocol, the Sponsor
agrees to deliver certain equipment
to Institution/Investigator for use in
the Study. Details of such equipment
loan will be determined by the
Parties in a separate Loan
Agreement, which will meet the
requirements of the provisions of §

4.2.

4.3.

4.4.

Zadavatel se jako plvodce odpadu
zavazuje, ze zajisti na vlastni
naklady, jak v prGbé&hu, tak i po
skon¢eni  hodnoceni, predani
nepouzitelného a nepouzitého
produktu opravnéné osobé v
souladu s ustanovenimi zakona ¢.
541/2020 Sb., o odpadech a jeho
provadécimi predpisy v platném
znéni.

Produkt nesmi byt dodan, dokud
zdravotnické zafizeni a nebo
zkousejici neposkytnou vcas
vSechny dokumenty, pozadované

TFS/zadavatelem a nebo
pozadované pfislusnymi organy.
Pozadovana dokumentace
obsahuje napfr.: Zivotopis

zkousejiciho, podpis protokolu a
formuldf pro uvedeni financnich
informaci o zkousejicim, Zkousejici
a/nebo farmaceut maji
odpovédnost za vhodné skladovani
pfipravku od jeho dodani do
zdravotnického zafizeni do jeho
prevzeti TFS/zadavatelem.

Zdravotnické zafizeni bude
nakladat s materidlem, pouzivat
jej a uchovavat se stejnou pédi, s
jakou peéuje o svdj vlastni
majetek a v souladu s vyrobnim
manudlem nebo s pokyny,
protokolem, pokyny zadavatele
nebo TFS a bez souhlasu
zadavatele/TFS jej nepouzije pro
zadny jiny ucel. Pri skonceni
klinického hodnoceni, pokud se
smluvni strany pisemné
nedohodnou jinak, zdravotnické
zarizeni/zkousejici veskery zbyly
material vrati nebo s nim nalozi
jinak podle pokyn( zadavatele
nebo TFS.

Na podporu zkousSejictho a
zdravotnického zafizeni pfi
provadéni studie vcetné vsech
studijnich procedur pozadovanych
protokolem, zadavatel souhlasi s
doruc¢enim  urcitého  vybaveni
zdravotnickému

zarizeni/zkousejicimu. Podrobnosti
o takovém zapUjceni vybaveni urdi
smluvni strany v samostatné
Smlouvé o vypujéce, kterd bude
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5.1.

5.2.

2193 et seq. Act No. 89/2012 Coll.,
the Civil Code and, in the case of a
medical device, also the requisites of
Act No. 268/2014 Coll., on medical
devices. Loan Agreement,
constituting Exhibit D hereto.

ARTICLE 5 - PAYMENTS

In consideration of the conduct of the
Study, the Sponsor through TFS
agrees to make payments to the
Institution upon receipt of a
respective invoice and correctly
completed eCRFs, as set out in
Exhibit B as follows.

The payments shall be subject to the
following terms.

In the event that a Study Subject
withdraws or is withdrawn from the
Study after commencing the dosing
regimen of the Product and in
accordance with the Protocol,
payment shall be made pro rata
(based on the number of visits
completed) related to that Study
Subject, provided all such data up
until the time of Study Subject’s
withdrawal from the Study has been
completed and sent to and accepted
by Sponsor.

Invoices should be emailed to:

|
TFS Trial Form Support, s.r.o.,

Klimentska 1216/46, 110 02 Praha
1, Czech Republic, ID: 27876756,
VAT : CZ27876756.

Payment for conducting the Study
will be credited to:

5.1.

5.2.

splfiovat naleZitosti dle ustanoveni
§ 2193 a nasl. zakona ¢. 89/2012
Sb., obcanského zakoniku a
v pfipadé zdravotnického
prostfedku i naleZitosti zakona ¢.
268/2014 Sb., o zdravotnickych
prostiedcich. Smlouva o vypQjéce
tvofi pfilohu D tohoto dokumentu.

CLANEK 5 - PLATBY

Pfi zvazovani realizace klinického
hodnoceni se zadavatel
prostfednictvim spole¢nosti TFS
zavazuje zdravotnickému zarfizeni
platit na zakladé pfrijeti pfislusné
faktury a fradné vyplnénych
formuldfd eCRF, jak je popsano
v Priloze B, a to nasledovné.

Platby se Fidi
podminkami.

nasledujicimi

V pfipadé, Ze subjekt hodnoceni
vystoupi ze studie po té, co bylo
zahajeno podavani produktu v
souladu s protokolem, platba bude
provedena pomeérné (v zavislosti
na poctu dokoncenych navstév)
vztahujicich se k tomuto subjektu
hodnoceni za predpokladu, ze
vSechna tato data byla az do doby
vystoupeni subjektu hodnoceni ze
studie zkompletovana a odeslana a
pfijata zadavatelem.

Faktury by mély byt vystaveny a
zasilany e-mailem na adresu:
|

TFS Trial Form Support, s.r.o.,
Klimentska 1216/46, 110 02
Praha 1, Ceska republika ICO:
27876756, DIC: CZ27876756

Platby za provadéni klinického
hodnoceni budou pFfevadény na
tento Ucet:
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INSTITUTION / ZDRAVOTNICKE ZARIZENI:

Account holder / Majitel | VSeobecna fakultni nemocnice v Praze

uctu

Bank / Banka Ceska narodni banka

Kéd banky 0710

Adresa banky Na Prikopé 28, 115 03, Praha 1
IBAN CZ33 0710 0000 0000 2403 5021
BIC (SWIFT-Code) / BIC | CNBACZPP

(SWIFT kéd)

Currency / Ména CzZK

VAT-ID / DPH CZ00064165

Specificky symbol 5217720212

Reference / Reference [invoice number] / [Cislo faktury]

Remuneration will be paid in CZK.

Institution. The payments indicated
in this Agreement shall constitute the
Institution’s sole remuneration for
the conduct of the Study, including
the storage and administering the
Product and the Material. It is the
Institution’s responsibility to meet its
own fiscal obligations in relation to
these payments. In the event that
Sponsor or TFS has not given its prior
express written approval regarding
any costs or expenses, the
Institution shall be responsible for all
costs and expenses arising from the
conduct of the Study.

Each party represents and warrants
to the others that the payment of the
fees related to the conduct of the
Study (including payments to
subcontractors, consultants, or other
agents working on behalf of the
Institution or as part of the
Institution’s services to Sponsor, as
applicable) (i) represents the fair
market value for the conduct of the
Study, (ii) has not been determined
in any manner that takes into
account the volume or value of any
referrals, reimbursements or
business between the Institution
and/or the Investigator and Sponsor,
and (iii) is not offered or provided, in
whole or in part, with the intent of,

5.3. Financial obligations of the | 5.3.

Odména bude uhrazena v CZK.

Financni zavazky
zdravotnického zarizeni. Platby
uvedené v této smlouvé tvori celou
odménu zdravotnického zafizeni za
provadéni klinického hodnoceni,
vCetné skladovani a podavani
pripravku a materialu.
Zdravotnické zarizeni ma
povinnost  splnit své  vlastni
financni zavazky v souvislosti s
témito platbami. Pokud zadavatel
nebo TFS nedaji predem vyslovny
pisemny souhlas ohledné
jakychkoliv nakladd nebo vydajd,
zdravotnické zarizeni uhradi
vSechny naklady a vydaje
vznikajici z provadéni klinického
hodnoceni.

Kazda strana se zavazuje a ruci
ostatnim stranam za to, zZe
poplatky  souvisejici s realizaci
klinického  hodnoceni  (vcetné
plateb subdodavatellm,
konzultantdm nebo jinym
zastupclm  pUsobicim  jménem
zdravotnického zafizeni , pfipadné
jako poskytovatel sluzeb
zdravotnického zafizeni zadavateli,
v pfislusnych pfipadech (i)
predstavuji  spravedlivou  trzni
hodnotu za realizaci klinického
hodnoceni, (ii) nebyly urceny
zpUsobem, ktery zohledfiuje objem
nebo hodnotu jakychkoli oficialnich
doporuceni, Uhrad nebo obchodl
mezi instituci a zkousejicim a
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5.4.

directly or indirectly, implicitly or
explicitly, influencing or encouraging
the recipient to purchase, prescribe,
refer, sell, arrange for the purchase
or sale, or recommend favorable
formulary placement of a Sponsor
product or as a reward for past
behavior.

In the event of early termination, if
any overpayment has been made to
the Institution, it shall be returned to
TFS/Sponsor within 45 days of
receipt of written notice from the
Sponsor/TFS.

Payment is stated without VAT. The
addition of VAT in the valid legal
amount is governed by the valid legal
norms on the day of invoicing by the
institution. Payment will be made
based on the invoicing by the
Institution. The invoice will be issued
by the Institution based on the
calculation of the visits prepared by
the Sponsor and approved by the
Investigator. Any mistakes to
provide a calculation of the visits
made does not deprive the
Institution of the right to issue the
relevant invoice in accordance with
the payment terms agreed in the
Agreement. Invoicing will take place
quarterly. Documentation for
invoicing, including the calculation of
visits, will be sent to the Department
of Clinical Trials and Research, U
nemocnice 499/2, Prague 2, 128 08,

Czech Republic - I

The due date of the invoice is 30 days
from the date of delivery of a proper
invoice (if the invoice is delivered
after due date). In case of non-
compliance with the invoice due
date, the Institution is entitled to
charge interest on arrears in the
statutory amount (specified in the
provisions of § 2 of Government
Decree 351/2013 Coll). All incoming
payments must be uniquely
identified by an invoice number or a
specific symbol.

5.4.

zadavatelem a (iii) neni nabizena
ani poskytovana, ¢astec¢né ani jako
celek, s umyslem pfimo nebo
nepfimo, implicitné nebo explicitné
ovlivnit nebo povzbudit prijemce
k nakupu, predepsani, odkazovani,
prodeji, ustanoveni pro nakup
nebo prodej, pfipadné doporuceni
zadani |ékopisu ve prospéch
produktu zadavatele nebo jako
odménu za chovani v minulosti.

V pripadé predc¢asného ukonceni
musi byt jakykoliv preplatek
vznikly zdravotnickému zafizeni
vracen TFS/zadavateli do 45 dn{
od obdrzeni pisemného oznameni
od zadavatele/TFS.

Platba je uvedena bez DPH.
Pfipo¢teni DPH v platné zakonné
vySi se fidi platnymi pravnimi
normami % den fakturace
zdravotnickym zafizenim. Platba
bude provadéna na zakladé
fakturace zdravotnickym
zarizenim. Fakturu vystavi
zdravotnické zarizeni na
zakladé kalkulace uskute¢nénych
navstév pfipravenych zadavatelem
a odsouhlasenych zkousejicim.
Pfipadné  nedodani  kalkulace
uskutecnénych navstév, nezbavuje
zdravotnické zafizeni prava
vystavit pfislusnou fakturu dle
platebnich podminek dohodnutych
ve smlouvé. Fakturace bude
probihat Ctvrtletné. Podklady pro
fakturaci véetné kalkulace
uskute¢nénych  navstév  budou
zaslany do Oddéleni klinického
hodnoceni a vyzkumu, u
nemocnice 499/2, Praha 2, 128 08,
Ceska republika - I
I

.
I Doba splatnosti faktury je
30dnl ode dne doruceni pFislugné
faktury (pokud je faktura dorucena

po splatnosti). \Y pripadé
nedodrzeni splatnosti faktury je
zdravotnické zafizeni opravnéno

Uctovat Urok z prodleni v zdkonné
vysi (uvedené v ustanoveni § 2
Nafizeni vlady ¢. 351/2013 Sb.).
Veskeré pfichozi platby musi byt
jednoznacdné identifikovany cislem
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ARTICLE 6 - MONITORING, AUDITS,
AND INSPECTIONS

6.1. Study Monitor: The Institution shall
permit visits at the Institution by
Sponsor, TFS and/or other
authorized designee (e.g. the person
monitoring the Study - “Study
Monitor”), during normal business
hours to have access and verify
information relating to all relevant
clinical data of Study Subjects for
monitoring of the progress of the
Study. The monitoring visits shall be
arranged at mutually convenient
times. The Institution shall promptly
and properly respond to questions
(the “Queries”) and explicitly shall
cooperate with the Sponsor/TFS or
the Study Monitor, particularly in
comparing the CRF with the study-
related source data (the “Source
Data Verification”). Such right
shall extend until three (3) years
after the Study.

6.2. Audit and Inspection: The
Institution shall permit Competent
Authorities to inspect information
relating to the Study as required by
and in accordance with Applicable
Law. The Institution shall promptly
notify TFS and the Sponsor of
inquiries and correspondence with
authorities pertaining to the Study.
The Institution shall permit
TFS/Sponsor to audit documents
collected and generated by the
Institution and the Investigator in
the course of the Study and to
inspect the facilities to verify
compliance with the Agreement, the
Protocol, and Applicable Laws as well
as the accuracy of information
provided in connection with the
Study. At the request of

faktury nebo specifickym
symbolem.

CLANEK 6 - MONITOROVANI, AUDITY

A KONTROLY

6.1.

6.2.

Monitor klinického hodnoceni:
Zdravotnické  zafizeni umozni
zadavateli, spolecnosti TFS a/nebo
jiné zmocnéné osobé (napf. osobé
monitorujici klinické hodnoceni -
,monitorovi klinického
hodnoceni') provadét navstévy
zdravotnického zafizeni béhem
obvyklé pracovni doby za Ucelem
ziskani pristupu k informacim,
které se tykaji vSech relevantnich
Gdaji subjektu hodnoceni, aby
mohli provést jejich kontrolu a
monitorovat prib&h  klinického
hodnoceni. Monitorovaci navstévy
musi byt dohodnuté ve vzajemné
vyhovujicim c¢ase. Zdravotnické
zarizeni neprodlené a radné odpovi
na vsechny otazky (,dotazy") a
vyslovné bude se
zadavatelem/spolecnosti TFS nebo
monitorem klinického hodnoceni
spolupracovat, zejména pfi
srovnavani CRF se zdrojovymi
Udaji, jez se tykaji klinického
hodnoceni (,oveérovani
zdrojovych udaji"“). Toto pravo
plati po dobu t¥i (3) let od ukonceni
klinického hodnoceni.

Audit a kontrola: Zdravotnické
zarizeni umozni prislusnym
orgdnim  provadét  kontrolu
informaci, jez se tykaji klinického
hodnoceni, v souladu s pozadavky
platnych zadkond. Zdravotnické
zarizeni bude neprodlené
informovat TFS a zadavatele o
dotazech a korespondenci s
organy, jez se tykaji klinického
hodnoceni. Zdravotnické zafizeni
umozni TFS/zadavateli provést
kontrolu dokumentd, které byly
ziskany a vytvofeny béhem
klinického hodnoceni a
zkontrolovat pfislusna zafizeni,
aby mohli ovéfit, zda jsou
dodrzovany podminky této
smlouvy, protokolu a pfislusnych
zakond a zda jsou v souvislosti s
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Sponsor/TFS, the Institution shall
properly correct any errors or
omissions in such records and
reports.

6.3. For purposes of this article 6, the
Institution will grant access to the
source data (patient’s files) of the
Study Subjects, subject to applicable
data protection legislation and other
secrecy provisions.

ARTICLE 7 — CONFIDENTIALITY

7.1. The Institution agrees to keep all
information confidential directly or
indirectly supplied by TFS including
but not limited to, all information and
data provided by or on behalf of
Sponsor, the Investigator’s
Brochure, the provisions of the
Agreement, the Protocol and all
information and data generated in
connection with the Study, including
but not limited to the CRFs and the
data contained therein (the
“Confidential Information”). The
Institution shall limit access to the
Confidential Information to those
who require it for purposes
contemplated herein and ensure that
they abide by the same obligations of
confidentiality as those applicable to

the Institution. Confidential
Information is the property of
Sponsor.

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

- at the time of disclosure by
Sponsor or TFS, were in the public
domain, or

- come into the public domain
thereafter otherwise than by a
fault of the Investigator or the
Institution,

klinickym hodnocenim
poskytovany spravné informace.
Zdravotnické zafizeni na zadost
zadavatele/TFS odpovidajicim
zplsobem opravi ptipadné chyby a
nedostatky v téchto zdznamech a
zpravach.

6.3. Pro ucely tohoto Cclanku 6
zdravotnické  zafizeni  umozni
piistup ke zdrojovym Gdajim
(soubory s informacemi o]
pacientech) subjekti hodnoceni,
pficemz musi byt dodrzena platna
ustanoveni o ochrané udajd a jina
ustanoveni tykajici se mlcenlivosti.

CLANEK 7 - MLCENLIVOST

7.1. Zdravotnické zafizeni souhlasi s
tim, ze bude zachovavat
mlcenlivost ohledné vSech
informaci, které mu pfimo nebo
neprimo poskytne TFS, vcéetné, ale
ne vyhradné, vsech informaci a
Udajl, které budou poskytnuty za
zadavatele, brozury pro
zkousejiciho, ustanoveni smlouvy,
protokolu a vsech informaci a
Gdaju vytvofenych v souvislosti s
klinickym hodnocenim, vietnég, ale
ne vyhradn&, CRF a udajd v nich
obsazenych (,dlivérné
informace"). Zdravotnické
zarizeni omezi pfistup k dlvérnym
informacim pouze na osoby, které
potfebuji mit pFistup k dlvérnym
informacim pro Gcely uvazované v
této smlouvé a zajisti, Ze tyto
osoby budou dodrzovat stejné
zavazky mlcenlivosti, jaké plati pro
zdravotnické zafizeni. Vlastnikem
dlvérnych informaci je zadavatel.

7.2. VysSe uvedené povinnosti neplati
pro informace a/nebo vysledky,
které:

- v dobé jejich poskytnuti
zadavatelem nebo TFS byly
verejné znamé, nebo

- staly se vefejné znamé
nasledné jinak nez pochybenim
zkousejiciho nebo
zdravotnického zafizeni,
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7.3.

7.4.

8.1.

8.2.

- the Institution can prove were
known to it prior to the time of
disclosure by TFS,

- the Institution can prove to have
obtained from an independent
third party having an unrestricted
right to disclose them,

- to the extent required by law
(after giving Sponsor notice and
an opportunity to contest the
required disclosure, if legally
possible.

These confidentiality obligations shall
remain valid for a period of 15 years
from the date of the Agreement.

The obligations under article 7 shall
not be interpreted as restriction to
article 8 (Publications).

ARTICLE 8 — PUBLICATIONS

The results of the Study may be
transmitted by the Sponsor to the
drug registration authorities world-
wide in compliance with Applicable
Laws.

On completion of the Study
according to the Protocol the
Institution or the Investigator may
use the Study results from the
Institution for only (1) non-
commercial and (2) internal scientific
research and educational purposes,
subject to the provisions in article 7
and the following conditions:

(a) a copy of the disclosure shall be
given to Sponsor for review at
least ninety (90) days prior to
delivery to any other party,

(b) if Sponsor gives notice during
such period that it intends to file
patent applications relating to
matters contained in such
disclosure, disclosure shall be

7.3.

7.4.

8.1.

8.2.

- byly znamé zdravotnickému
zarizeni pred jejich poskytnutim
TFS, coz mGze prokazat,

- ziskalo zdravotnické zarizeni od
nezavislé treti osoby, kterda méla
neomezené pravo na jejich
poskytnuti, coz miZe prokazat,

- jsou pozadované ze zakona (o
¢emz byl zadavatel informovan
a mél moznost branit se proti
pozadovanému poskytnuti
dlvérnych informaci, pokud je
to pravné mozné).

Tyto povinnosti zachovavat
ml&enlivost zUstavaji v platnosti po

dobu 15 let od data uzavreni
smiouvy.

Povinnosti podle ¢lanku 7 se
nevykladaji jako omezeni

ustanoveni ¢lanku 8 (Publikace).

CLANEK 8 - PUBLIKACE

Vysledky klinického hodnoceni
muUzZe zadavatel predloZit v souladu
s platnymi zékony organim pro
registraci |éCiv po celém svété.

Pri dokonceni klinického hodnoceni

podle  protokolu  zdravotnické
zafizeni nebo zkouSejici mohou
pouzivat vysledky ziskané ve

zdravotnickém zafizeni pouze pro
(1) nekomercni ucel a (2) interni
védecky vyzkumné a vzdélavaci
UcCely v souladu s ustanovenimi
odstavce 7 a s témito podminkami:

(a) Zadavateli bude predlozena ke

kontrole  kopie informaci,
které maji byt zverejnény,
minimalné devadesat (90)

dnl pred jejich poskytnutim
jakékoliv jiné osobg,

(b) v pfipadé, ze zadavatel béhem
této |hdty ozndmi, Ze hodla
podat Zadosti o patent, jez s
tykaji zalezitosti uvedenych
dané publikaci, zverejnéni se
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delayed for up to an additional
one hundred and twenty (120)
days from such notice to permit
such filings,

(c) in case of a multicenter Study no
disclosure shall be made until
results from all centers have
been received and analyzed, or
the Study has been abandoned
at all centers; if the Sponsor
does not produce an initial
publication within eighteen (18)
months after the results from all
of the centers have been
received and analyzed, and the
Sponsor does not notify the
Investigator that the Sponsor
intends to produce a publication,
then the Institution and the
Investigator may publish or
otherwise disclose the results of
the Institution (but not the
Study in general) for internal
scientific research and
educational purposes, subject,
however, to the other conditions
of this article 8.

ARTICLE 9 - INVENTIONS AND
PROPERTY RIGHTS

9.1. The Institution acknowledges that
the results of the Study (meaning
raw data, incl. photos), as well as
any discoveries, inventions (whether
or not patentable) and other matters
capable of intellectual property or
similar protection anywhere in the
world relating in any way to the
Product, any Material or any
derivative or any improvement or
use thereof (the “Inventions”)
arising from the Agreement and the
Study shall be owned by Sponsor.

9.2. The Institution shall notify Sponsor
immediately of any Inventions in

odlozi o dal&i IhGtu maximalné
o

sto dvacet (120) dnu od

prislusného oznameni,

(c) v pripadé multicentrického
klinického hodnoceni
nemohou byt zvefejnény
zadné informace, dokud
nebudou obdrzeny a
analyzovany vysledky ze
vSech center, nebo dokud
klinické hodnoceni ve vsech
centrech neskondéi; pokud
zadavatel nevytvofi  prvni
publikaci do osmnacti (18)
mésici od obdrzeni a
analyzovani vysledkl ze véech
center a neoznami
zkousejicimu, ze hodl|3
publikaci  vytvorit, potom
zdravotnické zarizeni a
zkousejici mohou publikovat
nebo jinak zpFistupnit
vysledky zdravotnického
zafizeni (ale ne celého
klinického hodnoceni) pro
interni védeckovyzkumné a
vzdélavaci ucely, avsak s tim,
Zze budou splnény vsechny
ostatni  podminky  tohoto
¢lanku 8.

CLANEK 9 - VYNALEZY A VLASTNICKA

PRAVA

9.1.

9.2.

Zdravotnické zafizeni souhlasi s
tim, Ze wvysledky klinického

hodnoceni (coz znamena
nezpracované udaje véetné
fotografii) a vSechny objevy,
vynalezy (patentovatelné i

nepatentovatelné) a jiné véci, jez
mohou byt predmétem dusevniho
vlastnictvi nebo podobné ochrany
kdekoliv ve svété a jez se néjakym
zplsobem tykaji pfipravku ¢&i
materialu, jsou z nich odvozené
nebo jakékoliv jejich zlepSeni Ci
pouziti (,vynalezy") vznikajici na
zadkladé smlouvy a klinického

hodnoceni, bude vlastnit
zadavatel.
Zdravotnické zarizeni bude

zadavatele neprodlené pisemné
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writing and shall provide such
information and cooperation (on
Sponsor’s expense) as Sponsor may
reasonably request from time to time
to enable Sponsor to exercise its
rights hereunder, including but not
limited to perfecting Sponsor's
ownership of such Inventions, the
preparation, filing and prosecution of
patent applications related to such
Inventions, and the enforcement of
patent and other rights to said
Inventions.

ARTICLE 10 - TERM AND
TERMINATION

10.1. The Agreement shall become
effective after its last signature by
the Parties (“Effective Date"”) as of
the day of publication of the
Agreement in Czech Register of
contracts (“Effective Date”), and
will remain in effect until completion
of the Study and completion of the
obligations of the Parties under the
Agreement or until earlier
termination in accordance with this
article 10. The Parties agree that in
any event of premature cancellation
of the whole Study, the Sponsor shall
never be liable for any indirect or
consequential loss or damages,
resulting from possible gains lost as
a result of such a decision.

10.2. Sponsor/TFS may terminate the
Agreement:

(a) if no Study Subjects have been
included after 3 months of the
Site Initiation Visit (SIV)

and

(b) provided this is a multicenter
and competitive enrolment
Study, when the total number of
evaluable Study Subjects listed

informovat o vSech vynalezech,
poskytne mu nezbytné informace a
bude s nim podle jeho primérenych
pozadavki  spolupracovat (na
naklady zadavatele), aby mohl
uplatnit sva prava podle této
smlouvy, véetng, ale ne vyhradng,
zajisténi vlastnického prava
zadavatele k vynaleziim,
vyhotoveni, podani a prosazeni
patentovych prihlasek, jez se
tykaji  vynalezG a uplatnéni
patentovych a jinych prav k
vynalezim.

CLANEK 10 - DOBA PLATNOSTI

SMLOUVY A JEJI UKONCENI

10.1.

10.2.

Smlouva vstupuje v platnost po
poslednim podpisu stranami
(,datum platnosti“) a v ucinnost
dnem uverejnéni smlouvy
v registru smluv (,datum
udinnosti), a je platna az do
dokonceni klinického hodnoceni a
povinnosti stran z ni vyplyvajicich,
pfipadné do pred¢asného ukonceni
v souladu stimto clankem 10.
Smluvni strany souhlasi s tim, ze v
pfipadé  predcasného  zruseni
celého klinického hodnoceni
zadavateli v zZadném pripadé
nevznikne odpovédnost za
jakékoliv nepfimé nebo nasledné
ztraty Ci Skody vyplyvajici z mozné
ztraty zisku v dlsledku takového
rozhodnuti.

Zadavatel/spoleénost TFS mize
smlouvu ukondit:

(a) jestlize b&hem t¥ mésicl po
Uvodni navstévé pracovisté
(SIV) nebyly zarazeny zadné
subjekty hodnoceni

a

(b) jestlize se jedna o
multicentrické klinické
hodnoceni s kompetitivnim
zafazovanim, pokud byl

in the Protocol has been nabran celkovy pocet

recruited. hodnotitelnych subjektd
hodnoceni uvedenych %
protokolu.
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10.3. TFS/Sponsor shall have the right to
terminate the conduct of the Study
at any time providing 30 days written
notice. Upon receipt of the notice to
terminate the Study, the Institution
shall cease the conduct of the Study,
ensuring the medical protection of
Study Subjects.

TFS/Sponsor may terminate the
Agreement with immediate effect in
accordance to Applicable Law by
written notice (via fax or letter) to
the Institution in order to protect the
welfare of Study Subjects or the data
quality, e.g. in the event, that the
Investigator is no longer able (for
whatever reason) to act as
Investigator and no replacement
mutually acceptable to the Parties
can be found.

10.4. Either Party may terminate the
Agreement with immediate effect in
accordance to Applicable Law by
written notice (via fax or letter) to
the other Party in order to protect the
welfare of Study Subjects or the data
quality, e.g. in the event that the
other Party commits a material
breach of the Agreement which is not
remedied within thirty (30) days of a
written notice from the non-
defaulting Party.

10.5. If the Agreement is prematurely
terminated or the whole Study is
prematurely cancelled the Institution
is only entitled to compensation for
factual conducted work and non-
cancellable expenses previously
approved by Sponsor.

10.6. Any terms of the Agreement which
by their nature extend beyond its
performance, expiration or
termination shall remain in effect
until fulfilled in accordance with their
terms.

10.3. TFS/zadavatel maji pravo kdykoliv

10.4.

10.5.

10.6.

ukoncit provadéni klinického
hodnoceni pisemnou vypovédi s
vypovédni  |hdtou 30  dnd.
Obdrzenim oznameni o ukonceni
klinického hodnoceni zdravotnické
zarizeni prerusi jeho provadéni a
zajisti 1ékafskou ochranu subjektl
hodnoceni.

TFS/zadavatel muUze v souladu
s platnymi zadkony s okamzitou
ucinnosti smlouvu ukondit
pisemnym oznamenim (faxem
nebo dopisem) zdravotnickému
zarizeni za ucelem ochrany zdravi
subjektl hodnoceni nebo kvality
GdajG, napf. v ptipadd, ze
zkousejici jiz neni schopen (z
jakéhokoli dlvodu) pUsobit jako
zkousejici a nelze nalézt Zadnou
nahradu vzajemné pfijatelnou pro
vSechny smluvni strany.

Kterdkoliv ze smluvnich stran
mlzZe v souladu s platnymi zékony
tuto smlouvu ukoncit pisemnou
vypovédi s okamzitou ucinnosti,
doruc¢enou (faxem nebo dopisem)
druhé smluvni strané, aby timto
zplsobem chrénila blaho subjektl
hodnoceni nebo kvalitu (dajd,
napf. v prfipadé, kdy se druha
smluvni strana dopusti zavazného
poruseni smlouvy, které nenapravi
do tficeti (30) dnl od doruéeni
pisemného oznameni smluvni
strany, ktera se poruseni
nedopustila.

Pokud bude smlouva ukoncena
predcasné nebo bude predcasné
zruSeno celé klinické hodnoceni,
zdravotnické zafizeni ma pravo
pouze na nahradu skutecné
provedené prace a nezrusitelnych
vydajd, jeZ musi byt predem
schvaleny zadavatelem.

Jakékoliv podminky této smlouvy,
které svym charakterem presahuji
jeji  plnéni, vyprSeni  nebo
ukonceni, zQstdvaji v platnosti,
dokud nebudou v souladu s jejimi
podminkami splnény.
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10.7. During the term of this Agreement as
well as upon its termination or
expiry, the Institution commits to
retain and properly archive the
original source documents and all
Study-related documents, in
particular the Study Subjects’
informed consent forms, CRFs,
original data, Investigator file, etc.,
in accordance with regulatory
requirements of the commission of
the European Communities and / or
national laws, , for the longer of the
following two periods: 1) fifteen (15)
years after the end of the Study in
the Institution, or 2) any longer
period for the archiving of
documentation, stated by the
relevant legal regulations, after such
a period of time the documentation
will be shredded in accordance with
the legal regulations.

ARTICLE 11 - RESPONSIBILITY AND
INDEMNIFICATION

11.1. Sponsor  shall indemnify  the
Institution and Investigator (the
“Institution Indemnitees”)
against any loss, liability or costs
incurred by a third party in
connection with a claim arising out of
the participation of the Indemnitees
in the Study, except to the extent
that the claim results from (i) the
failure of an Indemnitee to comply
with the Agreement, the Protocol or
with  any  written instructions
delivered by or on behalf of Sponsor
or with the Applicable Laws or
(ii) any negligent act or omission of
or willful  misconduct by an
Institution Indemnitee.

11.2. Sponsor’s indemnification obligations
are subject to the following
conditions:

(a) Sponsor shall have received

10.7.

11.2.

Zdravotnické zarizeni se zavazuje,
ze po dobu platnosti této smlouvy
i po jejim ukonceni nebo uplynuti
bude uchovdvat a ndlezité
archivovat  originalni  zdrojové
dokumenty, jakoz i vsSechny
dokumenty souvisejici s klinickym
hodnocenim, zejména formulare
informovaného souhlasu subjektl
hodnoceni, CRF, originalni Udaje,
soubor zkousejiciho atd. v souladu
se zakonnymi pozadavky Komise
Evropskych spoleCenstvi a / nebo
vnitrostatnich zakonld, po del&i
z nasledujicich dvou dob: 1)
patnact (15) let po ukonceni
klinického hodnoceni ve
zdravotnickém zafizeni. nebo 2)
jakoukoli delsi dobu pro archivaci
dokumentace stanovenou
pfislusnymi pravnimi predpisy, po
uplynuti takové doby dokumentace
v souladu s prisluSnymi pravnimi
predpisy skartovana.

CLANEK 11 - ODPOVEDNOST A

ODSKODNENI

11.1. Zadavatel plné odskodni
zdravotnické zarizeni a
zkousejiciho (,odskodriované
osoby zdravotnického

zarizeni“) v pripadé jakychkoliv
ztrat, odpovédnostni nebo nakladl
vzniklych tfeti osobé v souvislosti s
narokem, ktery vznikl z Ucasti
odskodnovanych osob v klinickém
hodnoceni, s vyjimkou pfipadd,
kdy narok vznikl v dlsledku (i)
nedodrzeni smlouvy, protokolu
nebo pisemnych pokynd, které
poskytl zadavatel (nebo byly
poskytnuty za zadavatele), nebo
platnych  zakond ze strany
odskodnovanych osob nebo
(ii) nedbalosti, opomenuti nebo
nespravného jednani
odskodnovanych osob
zdravotnického zafizeni.

Pro zavazek zadavatele poskytnout
odskodnéni plati tyto podminky:

(a) zadavatel obdrZzi ozndmeni o
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11.3.

11.4.

notice of any claim or events
likely to give rise to a claim
without undue delay but in any
case, within thirty (30) days
after the Indemnitees seeking
indemnification  shall have
received notice thereof

and
(b) Sponsor shall be given the
opportunity always to manage
the defense of the claim, with
the cooperation and assistance
of the Indemnitees seeking
indemnification. In no event,
shall the Institution make or
attempt to make any
settlement or make any
admission with respect to the
claim without the prior written
consent of Sponsor.

This indemnity will not inure to the
benefit of any Indemnitee’s insurer,
by subrogation or otherwise.

TFS as CRO, hereby disclaims any
liability in connection with the
content of the Protocol and the
Product, including any liability for
any Product claim arising out of a
condition caused by or allegedly
caused by the use and administration
of such Product or arising out of the
performance of any Protocol activity.

Institution shall indemnify, defend
and hold harmless TFS and Sponsor
(the “Sponsor Indemnitees”)
from and against any loss, liability or
costs incurred by a third party in
connection with a claim arising out of
the performance of the Study which
resulted from (1) the negligence or
willful misconduct of Institution or
(2) the violation of any Applicable
Laws by Institution except to the
extent that the claim results from
any negligent act or omission of or
willful misconduct by an Sponsor
Indemnitee.

11.3.

11.4.

naroku nebo o udalosti, na
zakladé které narok vznikl,
neprodleng, ale v kazdém
pfipadé nejpozdéji do tficeti

(30) dnl ode dne, kdy
odskodriované osoby, které
pozaduji odskodnéni, obdrzi
oznameni o jeho vzniku

a

(b) zadavatel m& v kazdém

pfipadé moznost branit se
proti prislusSnému naroku ve
spolupraci a s  pomoci
odskodniovanych osob, které
pozaduji odskodnéni.
Zdravotnické zarizeni v
zadném pripadé nevyrovna
zadny narok a ani se nepokusi
jakykoliv narok vyrovnat bez
predchoziho pisemného
souhlasu zadavatele.

Odskodnéni nenabude platnosti ve
prospéch jakéhokoliv pojistitele
odskodnovanych osob, at
subrogaci nebo jinak.

TFS jako CRO, timto odmita
jakoukoliv odpovédnost Y
souvislosti s obsahem protokolu a
s pripravkem, vcetné odpovédnosti
za narok v souvislosti s
pripravkem, vzniklym na zakladé
stavu, ktery je zplsobeny nebo
Gdajné zplsobeny uzivanim ¢&i
podavanim pripravku nebo
provadénim  jakékoliv  aktivity
podle protokolu.

Zdravotnické zafizeni odskodni,
bude hajit a zbavi odpovédnosti

spoleCnost TFS a zadavatele
(,odSkodnované osoby
zadavatele™) Vvi¢&  veskerym
ztratam, odpovédnosti nebo

nakladdim vzniklym tfetim strandm
v souvislosti s naroky vzniklymi v
dUsledku  provadéni klinického
hodnoceni, které vznikly v
dusledku nedbalosti nebo
umysliného pochybeni
zdravotnického zafizeni nebo (2)
porudeni platnych zdkonl ze
strany zdravotnického =zafizeni s
vyjimkou pFipadd, kdy je takovy

(1)
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11.5. Insurance. Sponsor shall maintain
insurance coverage according to the
Applicable Laws of the kind and with
liability limits appropriate to the
circumstances to protect against
claims or liabilities that may arise
under the Agreement and the Study,
including claims from or on behalf of
Study Subjects.

Copy of Study insurance policy,
covering the obligatory civil liability
insurance of the Investigator and the
Sponsor, constitutes Exhibit C
hereto.

The Institution declares, that for the
period of validity of the Agreement
and its renewals, it will have
arranged insurance according 8§45
par.2a) of Act No.372/2011 Coll., on
health services, as amended. Upon
request, the Institution will provide
TFS/Sponsor with a copy of such an
insurance.

ARTICLE 12 - DATA PROTECTION

12.1. The Parties shall comply with all
applicable laws and regulations
relating to the protection of the
personal data, REGULATION (EU)
2016/679 OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL
of 27th April 2016 on the protection
of natural persons with regard to the
processing of personal data and on
the free movement of such data, and
repealing Directive 95/46/EC
(General Data Protection Regulation)
(“GDPR") and national laws in
countries where the services are
being performed.

12.2. TFS provides clinical research
services using pseudonymised study
data. The identity of Study Subjects

narok dusledkem nedbalosti nebo
opomenuti nebo umyslného
pochybeni odskodnované osoby
zadavatele.

11.5. Pojisténi. Zadavatel bude mit
uzaviené pojisténi podle platnych
zdkonl takového druhu a s limity
odpovédnosti, jez  odpovidaji
danym okolnostem a zajisti
ochranu pred naroky nebo
odpovédnostmi, jez mohou
vzniknou na zakladé smlouvy a
klinického  hodnoceni, vcetné
narokd ze strany  subjektl
hodnoceni nebo jejich zastupcd.

Kopie pojisténi studie, ktera
pokryva povinné pojisténi
odpovédnosti zkousejiciho a
zadavatele tvofi pFilohu C této
smlouvy.

Zdravotnické zafizeni prohlasuje,
ze po dobu platnosti smlouvy i
veskerych jejich obnoveni, bude
mit sjednano pojisténi dle § 45
odst. 2 pism. n) zakona C.
372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjsich
predpisd. Na vyzadani poskytne
zdravotnické zafizeni spoleCnosti
TFS/zadavateli kopii tohoto
pojisténi.

CLANEK 12 - OCHRANA UDAJU

12.1. Smluvni strany musi dodrzet
vSechny platné zakony a predpisy,
jez se tykaji ochrany osobnich
Gdajd, NARIZENI (EU) 2016/679
EVROPSKEHO PARLAMENTU A
RADY ze dne 27. dubna 2016 o
ochrané fyzickych osob %
souvislosti se zpracovanim
osobnich tdajl a o volném pohybu
téchto Gdajd a o zrugeni smérnice
95/46/ES (obecné nafizeni o
ochrané osobnich udajd)
(,GDPR") a narodni zakony ve
vSech zemich, kde jsou provadény
sluzby.

12.2. TFS poskytuje sluzby klinického
vyzkumu a v ramci klinického
hodnoceni pouziva
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shall be kept secret. The access to
those data by TFS shall be limited to
personal data necessary for the
provision of services on behalf of
Sponsor. Monitoring activities shall
be conducted on each investigative
site and at no time is Study Subject’s
identity data recorded and collected
by TFS.

12.3. TFS and/or the Sponsor are entitled
to audit the protective measures
taken by the Institution in regard
with data protection, upon mutually
agreed timetable during normal
business hours, according to article 6
of the Agreement.

12.4. The Sponsor declares that it is data
controller of the personal data of the
data subjects processed in
accordance with the Protocol, which
categories will be defined in the
Protocol (the “Personal Data”).
Institution is a data controller of the
data of their patients, processed
without following the Protocol, in
accordance with the Applicable Laws.
TFS will be only data processor on
behalf of Sponsor.

12.5. According to Art. 28 Sec. 3 of GDPR
Sponsor entrusts Institution for the
processing of  Personal Data
processed according to the Protocol,
in order to perform the Agreement.

12.6. Institution will process Personal Data
needed to conduct the Study solely
for its duration in accordance with
the protocol or any written
instructions of Sponsor.

12.7. Sponsor and Institution ensure the
confidentiality of Personal Data and
declare that they implemented
appropriate technical and
organizational measures in such a

12.3.

12.4.

12.5.

12.6.

12.7.

pseudonymizované udaje.
Totoznost  subjektl  hodnoceni
zlstane utajena. PFistup TFS k
témto Udajim bude omezeny na
osobni Udaje, jez jsou nezbytné
pro  poskytovani sluzeb za
zadavatele. \Y kazdém
zdravotnickém zarizeni, kde
probiha klinické hodnoceni, bude
provadéna monitorovaci cinnost,
pficemz TFS nebude v Zzadném
pripadé zaznamenavat a
shromazdovat Udaje o totoznosti
subjektl hodnoceni.

Podle c¢lanku 6 této smlouvy jsou
spole¢nost TFS a/nebo zadavatel
opravnéni provérovat opatreni
zavedena zdravotnickym zafizenim
v souvislosti s ochranou osobnich
Gdajd, a to ve vzajemné
dohodnutém case v ramci bézné
pracovni doby.

Zadavatel prohlasuje, ze je
spravcem osobnich Gdajt subjektl
Udajl zpracovavanych v souladu s
protokolem, jejichz kategorie
budou definovany v protokolu
(déle jen ,osobni adaje").
Zdravotnické zafizeni je spravcem
osobnich Udaji svych pacientd
zpracovavanych podle platnych
zakonl. Spole¢nost TFS je pouze
zpracovatelem Gdaji  jménem
zadavatele.

Podle ¢l. 28 odst. 3 GDPR
zadavatel povéfuje zdravotnické
zafizeni zpracovanim osobnich
Udajl zpracovavanych v souladu s
protokolem za ucelem provadéni
smlouvy.

Zdravotnické zafizeni bude
zpracovavat osobni Udaje potfebné
pro provadeéni klinického
hodnoceni vyhradné po dobu jeho
trvani v souladu s protokolem a
jinymi pisemnymi pokyny
zadavatele

Zadavatel a zdravotnické zafizeni
zarucuji dlvérné zachdzeni s
osobnimi Gdaji a prohlasuji, ze
zavedl|i takova vhodna technicka a
organizacni opatreni, aby

PL101-HD301_CZE_site no.388_CSA_Inst_(cze-eng)_20210406

Page/Strana 20/29




manner that processing meets the
requirements of security according to
article 32 of the GDPR and to the
local laws.

12.8. Institution will process the Personal
Data related to the performance of
clinical trial only in accordance with
the documented instructions of
Sponsor. The instructions are initially
determined by the Agreement and
Protocol and can be subsequently
modified or supplemented by
Sponsor in writing (whether in paper
or electronic format).

12.9. If Institution raises doubts as to the
conformity of the instructions issued
by Sponsor, with the applicable laws,
it shall immediately inform Sponsor
and TFS about them.

12.10. Institution undertakes to restrict the
access to the Personal Data only to
the persons whose access thereto is
strictly necessary for the
performance of the Agreement and
having the appropriate authorization.
Institution undertakes to ensure that
the persons have committed
themselves to confidentiality of
Personal Data and the ways to
protect them, both during and after
termination of the Agreement.

12.11. Institution undertakes to assist fully
and diligently Sponsor in complying
with the obligations pursuant to
Articles 32 to 36 of the GDPR
(security of Personal Data;
notification of Personal Data breach
to the supervisory authority;
communication of Personal Data
breach to the data subject; data
protection impact assessment and
prior consultation).

12.12. Institution shall assist fully and
diligently Sponsor by appropriate
technical and organizational
measures, insofar as this is possible,
for the fulfilment of Sponsor’'s
obligation to respond to requests for
exercising the data subject's rights

12.8.

12.9.

12.10.

12.11.

12.12.

zpracovani  Udaji  odpovidalo
bezpe&nostnim pozadavkim podle
¢lanku 32 GDPR a mistnich zékond.

Zdravotnické zarizeni bude
zpracovavat osobni Udaje
souvisejici s provadénim

klinického hodnoceni pouze v
souladu s pisemnymi pokyny
zadavatele. Tyto pokyny jsou
nejprve urceny ve smlouvé a
protokolu a nasledné mohou byt
pisemné ménény nebo doplfiovany
zadavatelem (v papirové nebo
elektronické formé).

Pokud zdravotnické zarizeni
vznese pochybnosti o tom, zda
pokyny  vydané zadavatelem
odpovidaji platnym zakonlm, bude
o tom neprodlené informovat
zadavatele a spolecnost TFS.

Zdravotnické zarizeni se zavazuje,
7e pristup k osobnim Gdajim
omezi pouze na osoby, jejichz
pfistup k nim je nezbytné nutny k
plnéni smlouvy a které maji
prislusné opravnéni. Zdravotnické
zarizeni se zavazuje, ze zajisti, aby
se tyto osoby zavazaly k
zachovavani ddvérnosti osobnich
Gdajl, a =zajisti zplsoby jejich
ochrany, jak béhem platnosti
smlouvy, tak po jejim skonceni.

Zdravotnické zafizeni se zavazuje,
ze bude pIné a usilovné napomahat
zadavateli pfi dodrzovani
povinnosti podle &lankd 32 az 36
GDPR  (zabezpeceni  osobnich
udajd; oznamovani  ptipadd
poruseni zabezpeceni osobnich
Udajt orgdnu dozoru; ozndmeni o
poruseni zabezpecCeni osobnich
Udaju subjektu Udajl; posouzeni
dopadu na ochranu osobnich tdajl
a predchozi konzultace).

Zdravotnické zafizeni se zavazuje,
Ze bude plIné a usilovné napomahat
zadavateli zavadénim vhodnych
technickych a organizacnich
opatreni, pokud to bude mozné,
aby mohl zadavatel plnit zavazek
reagovat na zadosti o uplatnéni
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12.13.

12.14.

12.15.

laid down in Chapter III of the GDPR.
Institution shall inform Sponsor
immediately of such request made
by data subject and, whenever

possible, shall not answer before
Sponsor provides guidance or
answered directly to the data
subject.

Institution shall notify Sponsor and
TFS about any suspected breach of
Personal Data protection, within 24
hours from learning about it, and
shall allow Sponsor to participate in
the investigation. Notification about
the breach should be sent together
with all the necessary documentation
concerning the breach (nature of the
Personal Data, categories and
approximate number of data
subjects and data records concerned,
likely consequences of the breach,
mitigation measures proposed), in
order to enable Sponsor to fulfill its
obligation to notify the supervisory
authority in accordance with Art. 33
of the GDPR.

Institution undertakes to
immediately notify Sponsor and TFS
also about:

- any initiation of any control by the
supervisory authority dealing with
the protection of personal data,

- any initiated or
administrative, judicial or
preparatory proceedings
connected with Personal Data, as
well as about any decisions,
orders or rulings issued in
connection with the above,

pending

- any incidents related to Personal
Data, including accidental or
unauthorized access,
modification, loss, damage or
destruction of the Personal Data.

Institution undertakes to
documentation describing

keep
the

12.13.

12.14.

12.15.

Zdravotnické
zadavatele a spole¢nost TFS o
kazdém podezreni
zabezpecéeni osobnich (dajd do
24 hodin od okamziku, kdy se o
ném dozvi, a umozni zadavateli,
aby se podilel na jeho vysetrovani.
Oznameni o poruseni by mélo byt
zaslano
nezbytnou dokumentaci tykajici se
tohoto poruseni (povaha osobnich
Udaju, kategorie a pfiblizny pocet
subjektl Udajd a zdznamy Gdajd,
kterych se to tyka, pravdépodobné
disledky poruseni,
opatfeni na zmirnéni rizik), aby
zadavatel mohl splnit svij zavazek
tykajici se uvédoméni dozorového
Uradu v souladu s ¢l. 33 GDPR.

prav subjektl Udajl uvedenych v
kapitole III GDPR. Zdravotnické
zarizeni
neprodlené informovat o takovych
zadostech ze
Gdajt, pokud to bude moZné, a
nebude na né odpovidat dfive, nez
mu zadavatel
nebo odpovi subjektu Udajl pfimo.

bude zadavatele

strany subjektl
poskytne pokyny

zarizeni uvédomi

na poruseni

veskerou

spoleCné s

navrhovana

Zdravotnické zarizeni se zavazuje,
Zze bude neprodlené
zadavatele a spole¢nost TFS také

informovat

zahajeni jakékoli kontroly ze
strany dozorového Ufadu Vv
souvislosti s ochranou osobnich
adajd,

jakémkoli  zahdjeném  nebo
nadchazejicim spravnim,
soudnim nebo pfipravném fizeni
v souvislosti s osobnimi udaji i
o veskerych rozhodnutich,
pfikazech nebo nafizenich v
souvislosti s vySe uvedenym,

veskerych incidentech
v souvislosti s osobnimi udaji,
vietné nahodného nebo
neopravnéného pristupu,
Upravy, ztraty, poskozeni nebo
zniceni osobnich Gdaju.

Zdravotnické zarizeni se zavazuje,
Zze povede dokumentaci popisujici
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12.16.

12.17.

12.18.

12.19.

12.20.

processing of the Personal Data
including data relating to categories
of processing activities. At the
request of the Sponsor the
Institution shall provide the
necessary records without undue
delay.

Institution is not authorized to
further entrust processing of
Personal Data in any scope to third
parties.

Institution shall make available to
Sponsor all information necessary to
demonstrate compliance with the
obligations laid down in provisions of
the GDPR and allow Sponsor or
auditor mandated by Sponsor to
contribute audits or inspections.
Institution shall fully and diligently
cooperate in performing audits or
inspections.

Institution shall comply  with
Sponsor's (as data controller)
instructions and recommendations
regarding the processing of Personal
Data and regarding the improvement
of the protection of Personal Data
that would come after the
aforementioned audits.

Institution is responsible  for
damages caused by its actions in
connection with failure to comply
with obligations that the GDPR
imposes directly on it as processor or
failure to comply lawful with
Sponsor’s instructions. Institution is
also responsible for damages caused
by failure in application of
appropriate security measures.

Institution should store Personal
Data for the period specified in Art.
10.7. At the expiration of this period
of time, the Personal Data will be
shredded, in accordance with art.
10.7. In case that Sponsor is
interested in further archiving of
documentation, it should submit its
request in writing to the Institution
at least two months before the
agreed archiving period and the
Institution will ensure further

12.16.

12.17.

12.18.

12.19.

12.20.

zpracovani osobnich Udaji véetné
' .0 r e s
udaju tykajicich se kategorii
¢innosti zpracovani. Na Zzadost
zadavatele poskytne zdravotnické
zarizeni bez zbytecného prodleni
potrebné zaznamy.

Zdravotnické zarizeni neni
opravnéno postoupit zpracovani
osobnich Gdajd tfetim strandam, a
to v zadném rozsahu.

Zdravotnické zafizeni zpfistupni
zadavateli veskeré informace
nutné pro dolozeni dodrzovani
zdvazkl uloZenych ustanovenimi
GDPR a umozni zadavateli nebo

auditorovi zmocnénému
zadavatelem, aby se podilel na
auditech nebo inspekcich.

Zdravotnické zafizeni bude pfi
provadéni auditl nebo inspekci
plné a svédomité spolupracovat.

Zdravotnické zarizeni bude
dodrzovat pokyny a doporuceni
zadavatele (jako spravce udajd)
tykajici se zpracovani osobnich
GdajG a zlepSovani ochrany
osobnich (dajd, které pfijdou po
provedeni vyse uvedenych auditd.

Zdravotnické zafizeni odpovida za
$kody zplsobené svym jednanim v
souvislosti s nedodrzovanim
zavazk(, které mu GDPR piimo
ukladd jako zpracovateli dajd,
nebo  nedodrzovanim  pokynd
zadavatele. Zdravotnické zafizeni
také odpovida za $kody zplsobené
nezavedenim vhodnych
bezpecnostnich opatreni.

Zdravotnické zarizeni musi
uchovavat osobni Udaje po dobu
uvedenou v ¢l. 10.7. Po uplynuti
této doby budou osobni Udaje
skartovany v souladu s ¢l. 10.7.
V pfipadé, ze zadavatel ma zajem
na dalsi archivaci dokumentace,
mé&l by svlj pozadavek uplatnit
pisemné u zdravotnického zafizeni
nejméné dva meésice pred
uplynutim sjednané doby
archivace a zdravotnické zafizeni
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TrS

archiving at the expense of Sponsor.

ARTICLE 13 - MISCELLANEOUS

13.1. Entire Agreement. The Agreement,
together with Exhibits, which are
incorporated herein by this
reference, represents the entire
understanding of the Parties with
respect to the subject matter hereof.
Any modification, amendment or
supplement to the Agreement or
Exhibits attached hereto shall be in a
writing signed by an authorized
representative of each Party.

13.2. Severability Clause. In the event
one or more stipulations of the
Agreement are void this does not
automatically result in the rest of the
Agreement being void.

13.3. Governing Law and Jurisdiction.
The Agreement shall be governed by
and construed in accordance with the
laws of Czech Republic, without
regard to the conflict of Ilaw
provisions. All disputes arising in
connection with the Agreement shall
be resolved by the common court
applicable for the seat of TFS.

13.4. No Waiver. Either Party’s failure to
require the other Party to comply
with any provision of the Agreement
shall not be deemed a waiver of such
provision or any other provision of
the Agreement.

13.5. Assignment. Duties established by
the Agreement may not be assigned
by Institution without the prior
written approval of TFS and/or
Sponsor. TFS can assign directly to
Sponsor all its rights and obligations
established by the Agreement,
without prior written approval of the
Institution, however with a written
notice from TFS/Sponsor to the
Institution.

13.1.

13.2.

13.3.

13.4.

13.5.

zajisti dalsi archivaci na naklady
zadavatele.

CLANEK 13 - OSTATNI USTANOVENI

Uplnost smlouvy. Tato smlouva
spolecné s PFilohami, ktera je jeji
soucasti odkazem, predstavuje
Uplné ujednani smluvnich stran, co
se tyCe jejiho predmétu. Jakékoliv
Upravy, zmény nebo doplnéni této
smlouvy nebo jejich priloh musi
byt  provedeny pisemné a
podepsany opravnénym
zastupcem kazdé smluvni strany.

Clanek o oddélitelnosti. V
pfipadé, ze jedno nebo Vvice
ustanoveni této smlouvy je
neplatné, neznamena to
automaticky, ze je neplatna
zbyvajici ¢ast smlouvy.

Rozhodné pravo a soudni
prislusnost. Tato smlouva se fidi
a vykladéd podle zdkonl Ceské
republiky, s vyloucenim
ustanoveni o kolizi narodnich
norem. VSechny spory vznikajici v
souvislosti s touto smlouvou budou
reseny pfislusnym obecnym
soudem podle mista sidla TFS.

Neupusténi. V pfipadé, ze jedna
smluvni strana nepozaduje, aby
druhd smluvni strana dodrzela
nékterd  ustanoveni  smlouvy,
neznamena to, Ze upousti od
tohoto ustanoveni nebo od
jakéhokoliv jiného ustanoveni této
smlouvy.

Postoupeni. Zdravotnické
zarizeni nesmi postoupit povinnosti
stanovené touto smlouvou bez
predchoziho pisemného souhlasu
TFS a/nebo zadavatele. TFS mize
pfimo postoupit zadavateli
vSechna sva prava a povinnosti na
zakladé této smlouvy bez
predchoziho pisemného souhlasu
zdravotnického zafizeni, avsak s
pisemnym oznamenim ze strany
spolec¢nosti TFS/zadavatele
zdravotnickému zafizeni.
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13.6.

13.7.

13.9.

Dual Language. The Agreement is
executed in both English and Czech
language. In case of any
incoherence, contradiction or
discrepancy between the English and
the Czech version of the Agreement,
the terms of the Czech version will
prevail.

Disconnection Clause. It is agreed
herein that the execution of the
Agreement does not influence any
sales transactions, in particular
procurement procedures / pricing of
the Institution and/or the
Investigator and their staff, and that
there are no expectations
whatsoever.

13.8. Notices. Any notice required or given

by either party hereunder shall be in
writing. Such notices shall be
deemed received on the date
delivered personally or by telecopy,
or five (5) days after the date
postmarked if sent by registered mail
or recorded delivery, return receipt
requested, postage prepaid to the
address stated on top of the
Agreement or to any address as may
be communicated at a later date
under this Section.

Publication of the Agreement in
the public registry. TFS undertakes
to deliver to the Institution a
modified version of the Agreement,
approved by Sponsor, in the
appropriate electronic format for
submitting for publication in the
public registry of agreements
pursuant to the Act no. 340/2015
Coll., on Special Conditions for the
Effectiveness of Certain Contracts,
the Disclosure of These Contracts
and the Register of Contracts, as
amended (hereinafter the “Contracts
Register Act”); not later than by the
date of signing a full version of the
Agreement in electronic form and
sending to the email address
B The notification of the
administrator of the register of

13.6.

13.7.

13.8.

13.9.

Dvé jazykové verze. Tato
smlouva je vyhotovena v anglictiné
a v cCestiné. V pripadé neshody,
rozporu nebo nesrovnalosti mezi
anglickou verzi a Ceskou verzi této
smlouvy jsou urcujici podminky
Ceské verze.

Odpojovaci klauzule. Timto je
dohodnuto, zZe pIlnéni této smlouvy
nema vliv na jakékoliv prodejni
transakce, zejména na zplsob
nakupu / stanoveni cen
zdravotnického zafizeni a/nebo
zkousejiciho a jejich zamé&stnancq,
a Ze neexistuji zadna ocekavani
jakéhokoliv druhu.

Upozornéni. Jakékoliv oznameni
pozadované nebo predlozené
kteroukoliv ze stran podle tohoto
dokumentu musi byt pisemné.
Takova ozndmeni se povazuji za
pfijatd v den doruceni osobné nebo
telefaxem, jestlize jsou do péti (5)
dni (podle Udaji postovniho
razitka) zasldna jako doporucena
zasilka nebo  jako zasilka
s potvrzenim o pfijeti, a to na
adresu uvedenou v preambuli této
smlouvy, nebo mohou byt
dorucena pozdéji na adresu ktera
miZe byt pozdé&ji uvedend v této
casti.

Zverejnéni dohody ve
verejném rejstiiku. SpoleCnost
TFS se zavazuje poskytnout
zdravotnickému zarizeni
upravenou verzi dohody schvalené
zadavatelem v prislusném
elektronickém formatu pro
predkladani smluv podle zadkona ¢.
340/2015 Sb., zakon o zvlastnich
podminkach udinnosti nékterych
smluv, uverejiiovani téchto smluv
a o registru smluv (zdkon o
registru smluv)ve znéni pozdéjsich
predpisd ( dale jen “zdkon o
registru smluv”) a to nejpozdé&ji do
data podpisu konecné verze v
elektronické podobé zaslanim na
emailovou adresu N
Notifikace spravce registru smluv
0 uvefejnéni smlouvy bude
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contracts on the publication of
contracts will be sent to the email of

the authorised person by the
Sponsor: I
|

The Institution undertakes to submit
such modified version of the
Agreement for publication within 5
(five) days from the Agreement
signature by the Institution.

If such modified version of the
Agreement is not submitted for
publication by the Institution in the
agreed timeframe, TFS is authorized
to publish such modified version of
the Agreement

The total value of the contract shall
be 336.032 CZK.

IN WITNESS WHEREOF, the Parties
hereto agree that the Agreement will take
effect on the Effective Date and have caused
their duly authorized representatives to sign
the Agreement in triplicate.

zaslana na e-mail povérené osoby

zadavatele I

Zdravotnické zafizeni se zavazuje
predlozit takto upravenou verzi
dohody k jejimu uverejnéni do 5
(péti) dnd od podpisu smlouvy
zdravotnickym zafizenim.

Pokud takto upravena verze
smlouvy neni ve stanoveném
terminu predlozena k uverejnéni,
je TFS opravnéna takto upravenou
smlouvu uverejnit.

Celkovd hodnota smlouvy bude

336.032 CZK.
NA DUKAZ CEEHOZ smluvni strany
souhlasi, ze tato smlouva nabude
ucéinnosti  k datu Udéinnosti a jejich

opravnéni zastupci tuto smlouvu podepsali
ve tfech stejnopisech.

(signatures follow on the next page)
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INSTITUTION / ZDRAVOTNICKE
ZARIZENi:

Date / Datum

Signature / Popis

TFS on behalf of SPONSOR [/ | TFS:
Spolecnost TFS jménem ZADAVATELE:

Date / Datum Date / Datum
Signature / Podpis Signature / Podpis
| I
| [ ]

PL101-HD301_CZE_site no.388_CSA_Inst_(cze-eng)_20210406
Page/Strana 27/29



Prohlaseni zkousejiciho / The statement of Investigator:

Ja, nize podepsany, I <ousejici této studie, timto
potvrzuji, Ze jsem se seznamil s protokolem a vSemi dokumenty pfedanymi zadavatelem
k provedeni této studie. Byl jsem seznamen se smlouvou uzavienou mezi zadavatelem a
VSeobecnou fakultni nemocnici v Praze (Zdravotnické zarizeni) a budu dodrzovat
povinnosti v ni stanovené Ci vyplyvajici ze spravné klinické praxe zkousejicimu.

I, the undersigned, NG [\cstigator of this Study, hereby

confirm that I have read the Protocol and all documents submitted by the Sponsor to
conduct the Study. I have been acquainted with the contract concluded between the
Sponsor and the General University Hospital in Prague (Institution), and will comply with
the obligations set out in it or arising from good clinical practice of the Investigator.
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Exhibit A Priloha A
Protocol Protokol
Exhibit B Priloha B
Financial details Financéni Gdaje
Exhibit C Piiloha C
Insurance policy Pojisténi studie
Exhibit D Priloha D
Equipment Loan Agreement Smlouva o vypuljcce zafizeni
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PRILOHA B/ATTACHEMENT B

ROZPOCET A PLAN PLATEB/ BUDGET & PAYMENT SCHEDULE

1. POPLATEK ZA PACIENTA — ZDRAVOTNICKE ZARiZENi (REZIINI POPLATEK)/PER SUBJECT FEE
— INSTITUTION (OVERHEAD FEE)

Navstéva/Visit Poplatek za pacienta/Per Subject Payment (véetné
rezie zdravotnického zarizeni/Institutional
Overhead incl.)

'l
I

Poplatky musi byt fakturovany a zaplaceny v ¢eskych korunach./Fees are to be invoiced
and paid in Czech Crown.
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2.1 NAHRADY PACIENTUM/PATIENT REIMBURSEMENT

Uhrada nédkladl pacientl je Fedena presné tak, jak je popsano ve finanéni priloze smlouvy
se zdravotnickym zafizenim: TFS jménem sponzora uhradi subjektlim jejich pfimérené
cestovni vydaje. Tyto nahrady uhradi TFS instituci, poté co centrum (zkousejici, studijni
sestra/koordinator) vyplni Formuldf na proplaceni ndakladl subjektu / Subject Cost
Reimbursement Form a TFS jej ovéri.

Patient reimbursement is handled exactly as described in the Financial Appendix of the
Institution Agreement: TFS on behalf of Sponsor, shall reimburse subjects for their
reasonable travel expenses. This reimbursement will be paid by TFS to the Institution once
the Subject Cost Reimbursement Form has been completed by the site (Investigator or
study nurse/coordinator) and verified by TFS.

Dohodnuté nahrady cestovnich a jinych vyloh pacientdm zafazenym do studie budou
fakturovany zpétné na zakladé Gcasti pacientd v jednotlivych studijnich navstévach ve
studijnim centru a na zadkladé podkladd zaslanych monitorem studie a schvalenych
zkous$ejicim. Evidenci cestovnich ndakladd zajidtuje hlavni zkoudejici popF. studijni
koordinator a nasledné toto pfedd monitorovi studie. Nahrady budou pacientiim vyplaceny
po Uhradé vystavené faktury. K proplaceni cestovnich vyloh pacientdim dochazi v pokladné
zdravotnického zafizeni nebo prevodem na Ucet pacienta. Pfipadné dotazy tykajici se
cestovnich nahrad subjektd hodnoceni budou zasldny na I / Agreed
reimbursements of travel and other expenses to patients enrolled in the study will be
invoiced retrospectively based on the patients' participation in each part of the study visit
to the Site and on the basis of documentation sent by the study monitor and approved by
the investigator. Records of travel costs are provided by the Investigator or the study
coordinator and then passes this on to the study monitor. Compensation will be paid to
patients after payment of the issued invoice. Travel expenses are reimbursed to patients
at the cash desk of the Institution or by transfer to the patient's account. Any questions
regarding travel allowances of evaluation subjects will be sent to I
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3. PLATEBNI PODMINKY/PAYMENT CONDITIONS
3.1 PRIJEMCE PLATBY/ PAYEE

Prijemcem platby podle této pfilohy B bude zdravotnické zarizeni / The payee under this
Exhibit B shall be the Institution

3.2. UDAIE 0 PRIJEMCI PLATBY / PAYEE DETAILS

Jméno drzitele Uc¢tu / | VSeobecna fakultni nemocnice v Praze
prijemce podle

bankovniho Gctu /Account

holder / Beneficiary name

as per the bank account

Nazev a adresa | Ceska narodni banka, Na Piikopé 28,115 03,
banky/Bank Name and | Praha 1

Address

IBAN CZ33 0710 0000 0000 2403 5021

BIC (SWIFT-Code) CNBACZPP

Kéd banky/Bank Code or | 0710

Sort Code

VAT-ID /DPH CZ00064165

Reference 5217720212 [invoice number]

Veskeré prichozi platby musi byt jednoznacné identifikovany Cislem faktury
nebo specifickym symbolem / All incoming payments must be uniquely
identified by an invoice number or a specific symbol

Instituce informuje TFS v pripadé zmény Gdajl o pFijemci platby / Institution shall inform
TFS in case of change in payee details.

3.3. PRAVIDELNE PLATBY/PERIODIC PAYMENTS

Zdravotnické zarizeni bude ctvrtletné predkladat faktury za provedené sluzby a vzniklé
vydaje (jak jsou definovany v castech 1 a 2 tohoto dokumentu). Faktury budou
vystaveny na zakladé vyplnéné dokumentace navstévy v systému EDC a jak je uvedeno
ve Formulari zadosti o fakturu. / Institution shall submit invoices for Services performed
and expenses incurred (as defined in Sections 1 & 2 herein) on a quarterly basis.
Invoices will be based on completed visit documentation in the EDC system and as
specified in the Invoice Request form.

VSechny platby podléhaji srazkové dani pozadované v pfislusnych jurisdikcich. / All
payments are subject to withholding taxes required under the applicable jurisdictions.

3.4. PORUSENi PROTOKOLU/PROTOCOL VIOLATORS
Platby za subjekty hodnoceni, u kterych doslo k poruseni protokolu, mohou byt vyplaceny
az do okamziku, kdy k poruseni doslo na zakladé rozhodnuti SPONSORA a/nebo TFS. /
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.

3.5. KONECNA PLATBA / FINAL PAYMENT
Konec¢na platba je podminéna nasledujicimi podminkami:/The final payment shall be
contingent upon the following conditions:
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Zdravotnické zafizeni ma 60 dni od prijeti zavérecné platby podle této dohody, aby zjistilo
nesrovnalosti a vyresilo jakékoli spory ohledné platby s TFS./ 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.

PLATEBNiI PODMINKY/PAYMENT INSTRUCTIONS
4.2, FormulaFr Zadosti o fakturu /INVOICE REQUEST FORM

Spolec¢nost TFS zasle elektronickou postou elektronickou vyplnénou verzi Formulare zadosti
o fakturu zkousejicimu a zdravotnickému zafizeni. Tento e-mail bude také obsahovat
podrobnosti o tom, kam vratit zkontrolovanou verzi elektronického formatu. Zkousejici a
zdravotnické zafizeni zkontroluji pfipadné upravi elektronickou verzi Formulafe zadosti o
fakturu a vrati ji spolecnosti TFS e-mailem jako pfilohu k faktufe. /

TFS shall send, via e-mail transmission, an electronic filled version of the Invoice Request
Form to the Investigator and to the Institution. This e-mail will also contain details of where
to return the reviewed version of the electronic format. The Investigator and Institution
shall review and adapt as applicable the electronic version of the Invoice Request Form
and return it to TFS, via e-mail transmission, as an attachment to the invoice.

4.3. PLATBY / PAYMENTS
Platby provede spoleé¢nost TFS jménem SPONSORA a budou vyplaceny do t¥iceti (30) dnd
od doruceni zaslané elektricky na e-mailovou adresu: | / P>y ments shall
be made by TFS on behalf of SPONSOR and shall be paid within thirty (30) days of delivery
of an original invoice submitted electrically to e-mail address: I EEEEEEEENEGE

Upozormujeme, ze faktury musi obsahovat nasledujici informace: /
Please note that invoices must contain the following information:

(a) Nazev a adresu pobocky spolecnosti TFS / TFS Trial Form Support, s.r.o.,
Klimentska 1216/46, 11002 Praha 1, Ceskda republika/
TFS Affiliate Name and address : TFS Trial Form Support, s.r.o. with its
registered office in Prague at 1216/46 Klimentska Str., 11002 Prague 1, Czech
Republic

(b) Cislo faktury/Invoice Number

(©) Datum faktury/Invoice Date; and

(d) Datum splatnost/Due Date

(e) Cislo protokolu/Protocol Number; and

(f) Cislo projektu/Project Number; and

(9) Referencni nebo kontaktni osoba/Reference or Contact Person
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(h) Datum a popis poskytovanych sluzeb / Date & Description of Services
Provided,; and

(i) Celkova splatna castka / Total amount payable; and

6)) Pouzity sménny kurz (je-li relevantni)/Exchange rate used (where applicable)

Pokud je prijemce registrovany platce k DPH / GST, mély by byt poskytnuty také nasledujici
informace:/ Where the payee is VAT/GST registered then the following information should
also be provided:

(@) registracni ¢islo DPH / GST dodavatele (pfijemce), s pfedponou jejich kodu
zemé (je-li k dispozici); / VAT / GST registration number of the supplier
(payee), prefixed with their country code (if applicable); and

o) I
.|
and

() sazba DPH / GST a vySe splatné DPH / GST / The rate of VAT / GST and
amount of VAT / GST payable; and

(d) Castka bez DPH / GST (cCista Castka); a/ The amount exclusive of VAT / GST
(net amount); and

(e) Celkova splatna ¢astka (hruba castka /Total amount payable (gross amount)

Pokud v ramci Evropské unie plati mechanismus preneseni darfové povinnosti. / If within
European Union, then reverse charge mechanism applies.
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