Davérné

OBSERVATIONAL STUDY AGREEMENT

SMLOUVA O SLEDOVACI STUDII

Protocol Sobi.ITP-RWE001

C. protokolu Sobi.ITP-RWE001

This Observational Study Agreement
(“Agreement”) dated as of the date of last
signature and effective as of the date of
publication of the Institution Agreement (as
defined in Section 1.1) in the contracts
registry maintained by the Ministry of the
Interior of the Czech Republic in
accordance with the Act No. 340/2015 Coll.,
on the Contracts Registry (“Effective Date”)
between

Tato smlouva o klinickém hodnoceni (dale
jen ,,smlouva®“) datované k datu posledniho
podpisu a i¢inné od data uveiejnéni
smlouvy zdravotnického zafizeni (jak je
definovano v oddilu 1.1) v registru smluv
vedeném Ministerstvem vnitra Ceské
republiky v souladu se zdkonem &. 340/2015
Sb., o registru smluv, (déle jen ,,datum
ucinnosti‘) mezi

Open Health Communications LLP with
its registered office at 20 Old Bailey, 5th
Floor; London, EC4M 7AN, United

Kingdom, . [N

I hc “CRO™),

spole¢nosti Open Health Communications
LLP, se sidlem na adrese 20 Old Bailey, 5th
Floor, London, EC4M 7AN, Velka Britanie,

>

]
<.

jen ,,CRO%)

and General University Hospital Prague,
with its registered address at U Nemocnice
499/2, 128 08 Prague 2, Czech Republic; [}

(“Institution™).

V8eobecna fakultni nemocnice v Praze, se
sidlem na adrese U Nemocnice 499/2, 128
08 Praha 2,

Ceska republika, || N | N
I (il jen ,.Zdravotnické

zatizeni*?).

business a

I v ith o place of
]

I < siclcin na adrese
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I . incipal

Investigator’’)

R (dalc jen ,hlavni zkousejici’”)

“Party” means CRO, Institution or Principal
Investigator equally, and “Parties” shall
mean all of them.

Pojem ,,smluvnf strana® oznaduje rovnym
dilem CRO, Zdravotnické zafizeni, ¢i
hlavniho zkouSejiciho a pojem ,,smluvni
strany* je oznacuje vSechny.

BACKGROUND

ZAKLADNI INFORMACE

By separate agreement, Swedish Orphan
Biovitrum AB (publ) with a principal place
of business at SE-112 76 Stockholm,
Sweden (“Sponsor”) has engaged CRO
acting as an independent contractor, to act
on behalf of Sponsor for the purposes of
transferring certain obligations in
connection to this Agreement, said
obligations including but not limited to
negotiations and execution of the
Agreement and payment administration for
services performed and described hereunder.

Swedish Orphan Biovitrum AB (publ), se
sidlem na adrese SE-112 76 Stockholm,
Sweden (dale jen ,,zadavatel*) najala na
zékladé samostatné smlouvy CRO, aby jako
nezavisly dodavatel jednala ve prospéch
zadavatele za Gcelem pievodu urditych
povinnosti v souvislosti s touto smlouvou,
pfi¢emz k témto povinnostem patif mimo
jiné sjednani a uzavieni smlouvy a sprava
plateb za poskytnuté sluzby popsané v této
smlouvé,

Sponsor wishes to support an observational
study (hereinafter defined as “Study”)
encoded Sobi.ITP-RWEQO01 entitled ©’A
European, multi-centre, retrospective, non-
interventional study to describe real-world
clinical outcomes, treatment patterns and
healthcare resource use in patients treated
with avatrombopag for primary immune
thrombocytopenia (ITP) (AVA-EU)”
(“Protocol™) to be conducted at Institution to
involve patients patticipating in the Study
(“Study Subjects”).

Zadavatel si pfeje podporovat sledovaci
studii Sobi.I[TP-RWEOQOI s nazvem
»Evropska multicentrickd retrospektivni
neintervendéni studie, jejimz cilem je popsat
klinické vysledky a 1é€ebné postupy z praxe
a Cerpéani prostedkil na zdravotni péci u
pacientd lécenych avatrombopagem pro
primérni imunitn{ trombocytopenii (ITP)
(AVA-EU)“.

(dale jen ,protokol), ktera bude provadéna
ve zdravotnickém zafizeni (definovanym
déle) (dale jen ,,studie), kterd bude
zahrnovat pacienty Gcastnici se studie (dale
jen ,,studijni subjekty*).

The Parties agree as follows:

Smluvn{ strany se dohodly nasledovné:
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1. Investigators and Research Staff.

1. Zkou3eiici 1ékali a vyzkumny personal.

1.1 Principal Investigator.

The Principal Investigator is an employee
of the Institution, who will be
responsible for the direction of the Study
in accordance with Applicable Law
(hereinafter defined) and Institution
policies. The Study will be conducted
under the supervision of the Principal
Investigator at General University
Hospital Prague, U Nemocnice 499/2,
128 08 Prague, Czech Republic.
Principal Investigator certifies that he/she
is licensed, registered, or otherwise
qualified and suitable under local law,
regulations, policies, or administrative
requirements to conduct the Study and
required Study-related activities and the
facilities where the Study is to be
conducted shall be suitable for the
conduct of the Study in compliance with
the requirements of Applicable Law.

1.1 Hlavni zkougejici. Hlavn{ zkouSejici
je zamé&stnancem zdravotnického zafizeni
a bude odpovidat za fizeni studie

v souladu s platnymi zékony (definovany
déle) a zasadami zdravotnického
zaizeni. Studie bude probihat pod
dohledem hlavniho zkouSejictho ve
Vseobecné fakultni nemocnici v Praze, U
Nemocnice 499/2, 128 08 Praha, Ceskd
republika. Hlavni zkouSejici potvrzuje,
7e je drzitelem osvédéeni, je registrovan
&i jinak kvalifikovéan a vhodny

k provadéni studie a poZadovanych
&innosti souvisejicich se studii podle
mistnich zakont, p¥edpisil, zasad nebo
spravnich pozadavki a Ze zatizeni, kde
ma byt studie provadéna, bude vhodné

k provadéni studie v souladu s platnymi
zakony.

By virtue of this agreement by and
between CRO and Institution, Institution
agrees that CRO enters into this
Agreement with the Principal

Investigator in respect of the Study, under
which the Principal Investigator commits
himself and his Research Staff
(hereinafter defined) to conduct the Study
against fair compensation.

Na zdkladg této smlouvy mezi CRO

a zdravotnickym zafizenim souhlasi
zdravotnické zaifzeni, aby CRO uzaviela
smlouvu s hlavnim zkousejicim

s ohledem na studii, podle které se hlavni
zkouSejici zavaZe, Ze on a jeho vyzkumny
persondl (definovéan dale) budou provadst
studii za patfi¢nou odménu.

1.2 Subinvestigators and Research Staff.
Principal Investigator may delegate
duties and responsibilities to
subinvestigators or research staff
(subinvestigators and research staff
collectively referred to as “Research
Staff”) who may be employees or
consultants of the Institution or
contracted third parties only to the extent

1.2 Spoluzkousejici a vyzkumny
persondl. Hlavni zkousejici miize
delegovat povinnosti a odpovédnosti na
spoluzkousejici nebo vyzkumny personél
(spoluzkousejici a vyzkumny personél
jsou spole&né nazyvani ,,vyzkumny
persondl®), ktefi mohou byt zamé&stnanci
nebo konzultanty zdravotnického
zatizenf nebo smluvnég najatymi téetimi
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permitted by Applicable Law governing
the Study conduct, as the Principal
Investigator is responsible for
supervising the Research Staff, he/she
will ensure that only individuals who are
appropriately qualified and trained assist
in the conduct of the Study and the
Principal Investigator will ensure the
integrity of the Study-related duties and
functions performed and any Study Data
(hereinafter defined) generated by the
Research Staff.

stranami pouze v rozsahu povoleném
platnymi zdkony upravujicimi provadéni
studie. ProtoZe je hlavni zkouSejici
odpovédny za dohled nad vyzkumnym
personalem, zajisti, aby pfi provadéni
studie poméhaly pouze osoby, které jsou
nalezité kvalifikované a proskolené.
Hlavni zkousejici zajisti integritu
povinnosti a funkci provadénych

v souvislosti se studii i veskerych dajt
ze studie (definovany niZe) vytvofenych
vyzkumnym personalem.

1.3 Obligations of Principal Investigator.
Principal Investigator will ensure that
Research Staff is informed of and agree
to abide by all terms of this Agreement
applicable to the activities they perform.
Principal Investigator will assume all
those responsibilities assigned to
principal investigators under all
applicable laws, rules, regulations,
guidelines and standards including,
without limitation, all relevant
International Society for
Pharmacoepidemiology (“ISPE™)
Guidelines for Good
Pharmacoepidemiology Practices
(“GPP”) and the World Medical
Association Declaration of Helsinki
“Ethical Principles for Medical Research
Involving Human Subjects” (2013), all
applicable laws and guidance relating to
clinical study of medicines, on
Healthcare Services and conditions for
their provision, all applicable laws
relating to human rights, supply of
medicines legislation, , and all applicable
laws relating to the confidentiality,
privacy and security of Study Subject
information inclusive but not limited to
the EU General Data Protection
Regulation — GDPR (“Applicable Law™).

1.3 Zavazky hlavniho zkouSejfciho.
Hlavni zkousejici zajisti, aby byl
vyzkumny personal informovén o viech
podminkéch této smlouvy tykajicich se
Sinnosti, které provadi, a souhlasil

s jejich dodrzovanim. Hlavni zkousejici
pievezme veskeré povinnosti pridélené
hlavnimu zkouSejicimu podle ze vSech
platnych zdkont, pravidel, predpisi,
nafizeni a standardti, mimo jiné véetné
vSech relevantnich smérnic pro spravnou
farmakoepidemiologickou praxi (,,GPP*)
Mezinédrodni spoleénosti pro
farmakoepidemiologii (,,ISPE) a
»Btickych principil pro lékarsky vyzkum
zahrnujici lidské subjekty* (2013)
Helsinské deklarace Svétové Iékatské
asociace, vSech platnych zakoni

a pokynt tykajicich se klinickych studif
1é&iv, sluzeb zdravotni péce a podminek
jejich poskytovéni, vSech platnych
zakonti tykajicich se lidskych prav,
legislativy o zdsobovéni Iéky a viech
platnych zakoni tykajicich se zachovani
divérnosti, ochrany soukromi a
zabezpedeni udajt studijnich subjekt,
mimo jiné vetné obecného natizeni EU
o ochrané osobnich tidaji — GDPR (dale
jen ,platné zdkony®).

1.4 No Substitution.
Institution and Principal Investigator may

1.4. NemoZnost ndhrady. Zdravotnické
zaiizeni a hlavni zkouSejici nesmi
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not reassign the conduct of the Study to a
different investigator without prior
written authorization from Sponsor. Any
replacement principal investigator will be
required to agree to the terms and
conditions of this Agreement in a
separate writing. In the event Sponsor
does not approve a replacement principal
investigator, Sponsor or CRO may
terminate this Agreement in accordance
with the termination provisions below.

postoupit provadéni studie jinému
zkouSejiciho bez ptedchoziho pisemného
schviéleni zadavatele. Jakykoli ndhradn{
hlavni zkou§ejici bude muset pisemné
souhlasit s podminkami této smlouvy

v samostatném dokumentu. Pokud
zadavatel nahradniho hlavniho
zkousejiciho neschvali, mize zadavatel
nebo CRO tuto smlouvu vypoveédét

v souladu s ustanovenimi o ukonceni
uvedenymi niZe,

2. Protocol.

Institution and Principal Investigator will
conduct the Study in accordance with the
Protocol and Applicable Law.

2. Protokol.Zdravotnické zat'izen{ a hlavni
zkouSejici bude provadét studii v souladu
s protokolem a platnymi zakony.

2.1 Amendments.

The Protocol may be modified only by a
written amendment (“Protocol
Amendment”), signed by Sponsor and
the Principal Investigator. If applicable,
the Parties acknowledge that Protocol
Amendments are also subject to approval
by the responsible Independent Ethics
Committee (“IEC”) and/or Regulatory
Authority (“RA”). Sponsor may instruct
a deviation from the Protocol on an
emergency basis for the safety of the
Study Subjects. Principal Investigator
will notify the responsible IEC and/or
RA as soon as practicable but, in any
event, no later than five (5) business days
after the deviation is implemented. Any
emergency deviation will be followed by
written Protocol Amendment.

2.1 Dodatky. Protokol se smi mé&nit
pouze pisemnym dodatkem (déle jen
,,dodatek protokolu*) podepsanym
zadavatelem a hlavnim zkouSejicim.
Smluvni strany potvrzuji, Ze

v relevantnich pfipadech dodatky
protokolu podléhaji také souhlasu
odpovédné nezavislé etické komise (dale
jen ,,NEK*) a/nebo regulaéniho uradu
(dale jen ,,RU%). V naléhavém pripadé
muze dat zadavatel s ohledem na
bezpe&nost studijnich subjektii pokyn

k odchylce od protokolu. Hlavni
zkougejici uvédomi odpovédnou NEK
a/nebo RU, co nejdfive to bude mozné,
ale v Zadném piipadé ne pozdgji nez pét
(5) pracovnich dnf od okamzZiku, kdy
dojde k odchylce. Po odchylce

v naléhavé situaci bude nasledovat
pisemny dodatek protokolu.

3. IEC and RA.

The Parties will ensure that the Study is
initiated only after both the Study and the
informed consent form (“ICF”) are
approved by an [EC and/or RA that
complies with all Applicable Law. The
Parties will further ensure that the Study is

3. NEK a RU. Smluvni strany zajisti, aby
studie byla zahdjena aZ poté, co studii

i formulaf informovaného souhlasu (déle jen
LICF*) schvali NEK a/nebo RU pti dodrzeni
viech platnych zdkontl. Smluvni strany dale
zajisti, Ze studie bude po celou dobu jejiho
provadéni podléhat prib&znému dohledu
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subject to continuing oversight by the IEC
and/or RA throughout its conduct.

NEK a/nebo RU.

4. Sponsor Drug.
The Parties acknowledge that as the Study is

observational in nature and that no
investigational medicinal product will be
provided by Sponsor to Principal
Investigator for the Study.

4. Pripravek zadavatele. Smluvni strany
berou na védomi, Ze studie je observaéni
povahy a Ze zadavatel neposkytne pro tuto
studii hlavnimu zkousejicimu Zadny
hodnoceny 1é¢ivy piipravek.

5. Financial Arrangements.

Compensation for services provided under
this Agreement will be made by CRO by
way of payments in accordance with
Attachment A (Payment Terms) and
Attachment B (Financial Arrangements
Worksheet). All Parties acknowledge that
amounts set forth in Attachment B represent
fair market value of the services provided by
Instiution for conducting the Study to the
best of their knowledge. All amounts are
inclusive of all direct, indirect, overhead and
other costs, including laboratory and
ancillary service charges, and will remain
firm for the duration of the Study, unless
otherwise agreed in writing by the Parties.
Neither the Institution nor Principal
Investigator will not directly or indirectly
seek or receive compensation from Study
Subjects or third-party payers for any
material or service that is required by the
Protocol and provided or paid by Sponsor or
CRO/its designee. Once the Institution has
been paid all that is due under the contract
for the performance of the Study, neither
CRO nor Sponsor shall have any further
obligation or liability whatsoever to pay
Institution.

5. Finanéni ujednani. Odména za sluzby
poskytované podle této smlouvy bude CRO
vyplacena v souladu s piilohou A (Platebni
podminky) a pfilohou B (Tabulka
finanénich ujednanfi). VSechny smluvni
strany potvrzuji, Ze ¢astky uvedené

v pfiloze B predstavuyji dle jejich nejlepSiho
v&domi spravedlivou trzni hodnotu za
sluzby poskytované zdravotnickym
zaf{zenim v rdmci provadéni studie. Veskeré
¢astky jsou uvedeny véetn& v8ech piimych,
nepiimych, rezijnich a jinych nakladd,
véetné€ poplatkil za laboratorni a jiné
dopliikové sluzby, a ziistanou po dobu trvani
studie beze zmény, nebude-li mezi stranami
pisemné dohodnuto jinak. Zdravotnické
zatizen{ ani hlavni zkou3ejici nebude piimo
ani neptimo usilovat o odmé&nu ani ji
pfijimat od studijnich subjektii nebo platct
tietich stran za jakoukoli sluZbu, kter4 je
vyzadovana protokolem a poskytnuta nebo
uhrazena CRO. Jakmile bude
Zdravotnickému zatizeni (definovéani niZe)
zaplaceno za provadéni studie vse, co dle
smlouvy nalezi, nebudou mit CRO ani
zadavatel Zadnou dal$i povinnost ¢i zavazek
provadé&t dhrady zdravotnickému zafizent.

6. Reporting Obligations.

Institution and Principal Investigator
acknowledge that various laws, statutes,
regulations, directives, and/or industry
requirements (collectively, “Reporting
Laws”) require certain companies in the

6. Oznamovaci povinnosti. Zdravotnické
zafizeni a hlavni zkousejici bere na védomd,
Ze rlizné zakony, ustanoveni, pedpisy,
smérnice a/nebo odvétvové pozadavky
(souhrnné jen ,,zakony o oznamovaci
povinnosti“) vyZaduji, aby urcité spolednosti
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pharmaceutical/healthcare industry to
disclose and report information regarding
payments made and agreements entered into
with healthcare professionals or other
individuals and entities carrying out
activities in certain countries. Accordingly,
where such Reporting Laws are applicable,
Institution and Principal Investigator
acknowledges and agrees that information,
including but not limited to: (i) name,
address, qualifications and medical
specialties, registration number; (ii)
information regarding the Agreement; and
(iii) information concerning all payments or
benefits (in cash or in kind) made to
Institution and Principal Investigator under
the Agreement may be disclosed by CRO to
Sponsor and/or to the relevant responsible
authority for publication of such information
publicly in accordance with the relevant
Reporting Laws. The right of Principal
Investigator to object to data collection and
data processing pursuant to applicable
privacy laws may not apply where the
disclosure obligation results from a statutory
requirement. Execution of this Agreement
serves as Principal Investigator’s consent to
the data collection, processing and
disclosure of the information set forth herein
for the purposes stated.

ve farmaceutickém priimyslu / zdravotnictvi
zpfistupfiovaly a hlasily informace tykajici
se uskute&nénych plateb a smluv
uzavienych s poskytovateli zdravotni péce
nebo jinymi osobami a subjekty
vykondvajicimi ¢innosti v uréitych zemich.
Proto v pifpadé, Ze tyto zdkony

o oznamovaci povinnosti plati, zdravotnické
zafizeni a hlavni zkouSejici potvrzuji

a souhlasi s tim, Ze informace zahrnujici
mimo jiné: (i) jméno, adresu, kvalifikaci

a lékat'ské specializace, registracni ¢islo; (ii)
informace tykajici se smlouvy; a (iii)
informace tykajici se vSech plateb nebo
benefit (hotovostnich &i v naturaliich) ve
prosp&ch zdravotnického zafizeni a hlavniho
zkougejiciho podle smlouvy mohou byt
CRO zpristupnény zadavateli a/nebo jinému
pFislu§nému odpovédnému orgénu z diivodu
zvelejnéni téchto informaci v souladu

s piislusnymi zakony o oznamovaci
povinnosti. Pravo hlavniho zkouSejiciho
vznést namitku proti shromazd’ovani tdajt a
zpracovani udaji v souladu s platnymi
zdkony o ochran& osobnich idaji se nemusi
vztahovat na situace, kdy povinnost
zpiistupnéni vyplyva ze zékonného
poZzadavku. Uzavien{ této smlouvy slouZi
jako souhlas hlavniho zkousejiciho se
shromazd'ovanim, zpracovdvanim a
zpfistuptiovanim zde uvedenych tdaji pro
uvedené tidely.

7. Study Subject Enrollment.

Institution and Principal Investigator have
agreed to enroll Study Subjects in the Study
in accordance with the Protocol and in
accordance with IEC and/or RA approval.
Sponsor may discontinue Study Subject
enroliment if the total enrollment needed for
a multi-center Study has been achieved, if
applicable. Estimated maximum number of
study Subjects enrolled at the Institution is
7.

7. Nébor studijnich subjekt. Zdravotnické
zalizeni a hlavni zkouSejici souhlasi s tim,
e bude provadét nabor studijnich subjektl
do studie v souladu s protokolem a

v souladu se souhlasem NEK a/nebo RU.
V piipadg, Ze bude dosazeno zafazeni
celkového poctu studijnich subjektil
potfebného pro multicentrickou studii, je-li
to relevantni, mize zadavatel nabor
studijnich subjektd ukonéit. Pfedpoklddany
maximalni poget subjektt klinického
hodnoceni je 7.
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8. Informed Consent.

Principal Investigator shall ensure that the
ICF approved by Sponsor, IEC and/or RA is
signed on behalf of each Study Subject
before the first Study related procedure
starts for the Study Subject.

8. Informovany souhlas, Hlavni zkousejici
zajisti, aby byl jménem kaZdého studijniho
subjektu podepsan ICF schvéleny
zadavatelem, NEK a/nebo RU diive, nez
bude u studijnich subjektt zahdjen prvni
postup ve studii.

9. Reporting Adverse Events and ICH GCP

9. Hld8eni nezddoucich piihod a poruient

Breaches.

Principal Investigator will report ICH GCP
breaches as well as adverse events
experienced by Study Subjects at any time
in accordance with instructions in the
Protocol and Applicable Law.

ICH GCP. Hlavni zkouSejici bude hl4sit
poruseni ICH GCP i nezadouci pfihody
kdykoli zjisténé u studijnich subjektt

v souladu s pokyny v protokolu a platnymi
zékony.

10. Personal Data Protection and Privacy.
The Parties recognize a common goal of
securing all personal data and holding such
information in confidence and protecting it
from unauthorized disclosure. Sponsor shall
be an independent data controller with
respect to its processing of personal data
contained in the Study related personal data
reported by Institution to Sponsor or CRO.
The CRO is acting as a data processor solely
on behalf of the Sponsor with regard to
Study related personal data. The Parties
agree that Institution shall continue to be an
independent data controller of personal data
processed by Institution with respect to the
treatment of the Study Subject’s standard of
care medical records. The Parties represent
and warrant that they will comply with the
provisions of Applicable Law relating to the
confidentiality, privacy and security of such
personal data. In addition, the Principal
Investigator shall comply with the following
provisions:

10. Ochrana osobnich tidajti a soukromi.
Smluvni strany uznévaji spoleény cil
zabezpedit viechny osobni tidaje,
zachovavat o nich mi€enlivost a chranit je
pfed neopravnénym sd€lenim. Zadavatel
bude nezavislym spravcem tdajl, pokud jde
o jeho zpracovénf osobnich tdaji
obsazenych v osobnich Udajich
souvisejicich se studii hlagenych
zdravotnickym zatizenim zadavateli nebo
CRO. CRO piisob{ jako zpracovatel (idaji
vyhradné jménem zadavatele, pokud jde

o osobni tdaje souvisejici se studii. Smluvn{
strany souhlasi s tim, Ze zdravotnické
zat{zen{ bude naddle nezavislym spravcem
dajii pro osobni tidaje zpracovavané
zdravotnickym zafizenim, pokud jde

o naklddani se zdravotnimi zdznamy
studijnich subjektli v rdmci standardu péce.
Smluvni strany prohlaSuji a zarucuji, Ze
budou dodrzovat ustanoveni platnych
zakon tykajicich se diivérnosti, ochrany
soukrom{ a zabezpedeni takovych osobnich
tidajt. Kromé toho bude hlavni zkou3ejici
dodrzovat nasledujici ustanoveni:

10.1 Authorization to Use and Disclose
Health Information.

Institution and Principal Investigator
shall provide an appropriate privacy

10.1 Oprévnéni pouZivat a zpfistupiiovat
zdravotn{ Informace. Zdravotnické
zatizeni a hlavni zkouSejici poskytne
kazdému studijnimu subjektu
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notice to each Study Subject, which is
provided to them by CRO and obtain a
written privacy authorization from each
Study Subject, complying with
Applicable Law, which will enable
Institution and Principal Investigator to
provide Sponsor, CRO and other persons
and entities designated by Sponsor access
to completed case report forms (“CRFs”),
source documents and all other
information required by the Protocol. If
such an authorization is separate from the
ICF, Principal Investigator will only use
the authorization that is approved by
Sponsor, [EC and/or RA (if applicable).
The CRO shall provide the Principal
Investigator an appropriate privacy notice
and written privacy authorization form
for processing personal data and shall be
responsible for its accuracy and
completeness.

odpovidajici ozndmeni o ochrané
soukromi, které jim p¥edd CRO, a od
kazdého studijnfho subjektu ziska
pisemny souhlas se zpracovanim
osobnich udaji, ktery bude spliiovat
podminky platnych zakon, ktery
zdravotnickému zatizeni a hlavnimu
zkouSejicimu umozni poskytnout
zadavateli, CRO a jinym osobam

a subjektdm uréenym zadavatelem
pristup k vypln&nym zéznamdm subjektd
hodnoceni (dale jen ,,CRF*), zdrojovym
dokumentim a veskerym dal3{im
informacim vyzadovanym protokolem.
Pokud je tento souhlas oddélen od ICF,
pouZije hlavni zkousejici pouze souhlas,
ktery je schvélen zadavatelem, NEK
a/nebo RU (podle situace). CRO se
zavazuje predat zkouSejicimu
odpovidajici ozndmeni o ochrané
soukromi a formulaf pisemného souhlasu
se zpracovanim osobnich udaji a
odpovida za jeho spravnost a iplnost.

10.2 Use of Study Subject Personal Data.
Institution and Principal Investigator will
use the personal data obtained from the
Study Subjects in connection with the
Study for no purposes other than outlined
in the Protocol and shall manage such
personal data in accordance with
Applicable Law. This does not affect the
handling of personal data by the
Institution related to the health services
providing.

10.2 Pouziti osobnich udajt studijnich
subjektii. Zdravotnické zatizeni a hlavni
zkousejici nepouZzije osobni udaje
ziskané od studijnich subjektl

v souvislosti s touto studii pro jiné ucely
neZ pro ty, které jsou uvedeny

v protokolu, a budou takové osobni udaje
spravovat v souladu s platnymi zdkony.
Tim neni dot&eno nakladani s osobnimi
Gdaji ze strany zdravotnického zafizeni

v souvislosti s poskytovanim zdravotnich
sluzeb.

10.3 Disclosure of Study Subject
Personal Data.

Institution and Principal Investigator
shall not disclose personal data to CRO
or the Sponsor except as is required to
satisfy the requirements of the Protocol,
for the purpose of monitoring or adverse
event reporting, or in relation to a claim
or proceeding brought by a Study Subject

10.3 Zptistupnéni osobnich ddaji
studijnich subjektd. Zdravotnické
zalizen{ a hlavni zkougejici nezpiistupni
osobni udaje CRO ani zadavateli

s vyjimkou situaci vyZadovanych ke
splnéni pozadavki protokolu, pro ucely
monitorovani nebo hld¥eni nezadoucich
pithod, ptip. v souvislosti s narokem
nebo soudnim sporem vedenym
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in connection with the Study. In all such
cases of disclosure, the Institution and
Principal Investigator shall respect the
“data minimization” principle of privacy,
including but not limited to the following
example: actual Study Subject names
shall not be included on any invoices for
payment submitted by the Institution.

studijnim subjektem v souvislosti se
studii. Ve vech t&chto piipadech
zpiistupnéni bude zdravotnické zafizeni a
hlavn{ zkouSejici respektovat pii
zachovani divérnosti princip
»minimalizace Gdajd®, mimo jiné v&etn&
nasledujictho piikladu: na Zadnych
fakturdch predloZenych zdravotnickym
zaffzenim k Ghradé nebudou uvedena
skuteéna jména studijnich subjektd.

10.4 Personal Data of the Principal
Investigator, the Research Staff and other

10.4 Osobni udaje hlavniho zkou3ejiciho,
vyzkumného persondlu a dalgich

employees/contractors of the Institution

zaméstnanct/dodavatell zdravotnického

or of the Principal Investigator and
Personal Data of Sponsor’s and CRO’s

zafizeni nebo hlavniho zkou3ejiciho
a osobni udaje zamé&stnanci/dodavateli

employees/contractors.

zadavatele a CRO.

a. Both prior to and during the course
of the Study, the Institution, the
Principal Investigator, the Research
Staff and other employees/contractors
of the Institution may be called upon
to provide personal data about the
Principal Investigator, the Research
Staff and other employees/contractors
of the Institution or of the Principal
Investigator to the Sponsor, the CRO
and other third parties involved in the
conduct of the Study. Such personal
data may include names, contact
information, work experience and
professional qualifications,
publications, resumes, educational
background and/or information
relating to payments made pursuant to
this Agreement. The Institution and
Principal Investigator shall provide
the information reasonably requested
by Sponsor and/or CRO and Principal
Investigator shall authorize, or the
Institution shall obtain the
authorization of other persons using
the documents provided by the CRO,
the processing and storage of certain
personal data about the Principal

a. Pred zahdjenim a v pribé&hu studie
mohou byt zdravotnické zai{zeni,
hlavni zkousejici, vyzkumny persondl
a dalsi zaméstnanci/dodavatelé
zdravotnického zafizeni pozadani, aby
poskytli osobni idaje hlavniho
zkousejiciho, vyzkumného personélu
a dalSich zaméstnancli/dodavatelil
zdravotnického zafizeni nebo hlavniho
zkousejiciho zadavateli, CRO a dal§im
tietim strandm zapojenym do
provadéni studie. Mezi takové osobni
udaje mohou patfit jména, kontaktni
tdaje, pracovni zkuSenosti a odborné
kvalifikace, publikace, Zivotopisy,
informace o dosaZeném vzdé&lani
a/nebo informace tykajici se plateb
provedenych na zakladg této smlouvy.
Zdravotnické zaiizeni a hlavni
zkousejici poskytne informace
dliivodné vyZadované zadavatelem
a/nebo CRO a hlavni zkousejici da
souhlas, pfipadné zdravotnické
zai'izeni zajisti souhlas ostatnich osob
za pouziti dokumentti predanych
CRO, se zpracovanim a uchovavanim
urcitych osobnich udajti hlavniho
zkousejictho, vyzkumného persondlu
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Investigator, Research Staff and other
employees/contractors of the Principal
Investigator to the extent permitted by
Applicable Law for the following
purposes:

a dal8ich zamé&stnanci/dodavateli

zdravotnického zafizeni nebo hlavniho

zkougejiciho v rozsahu povoleném
platngmi zékony pro ndsledujici
cely:

(1) the conduct of the Study;

(1) provadéni studie;

(2) verification by government or
regulatory agencies, the Sponsor,
CRO, and their agents and
affiliates;

(2) ov&Feni ze strany statnich nebo

regula¢nich Gifadl, zadavatele,
CRO a jejich zastupci
a pridruZenych spole€nosti;

(3) compliance with legal and
regulatory requirements;

(3) dodrzovéni zakonnych a
regulagnich pozadavki;

(4) publication on
www.clinicaltrials.gov and other
websites and/or databases that
serve a comparable purpose;

(4) zveiejnéni na webovych

strankach www.clinicaltrials.gov a
jinych webovych strankach a/nebo

v databazich, které slouZzi
srovnatelnému ucelu;

(5) compilation of performance
metrics;

(5) sestavovani vykonnostnich
metrik;

(6) storage in databases to facilitate
the selection of investigators for
future clinical trials and studies;
and

(6) uchovavani v databéazich pro

usnadnéni vybéru zkousejicich
lékait pro budouci klinicka
hodnoceni a studie a

(7) anti-corruption compliance.

(7) dodrzovani protikorup&nich
piedpisa.

As required by the Sponsor or CRO,
Principal Investigator shall give an
appropriate privacy notice and/or
obtain consent from the Research Staff

Jak vyZzaduje zadavatel nebo CRO,

zdravotnické zatizeni a hlavni
zkousejici pedaji vyzkumnému
persondlu a ostatnim
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and other employees/contractors of the
Institution or of the Principal
Investigator for the processing of their
personal data under Applicable Law.
For accuracy and completeness of
documents relating to the Processing
of Personal Data (Informed
Consent/Information on Personal Data
Processing) are the responsibility of
the Sponsor.

zaméstnancim/dodavateliim
zdravotnického zafizeni nebo hlavniho
zkousSejiciho piislu§né ozndmeni

o ochrané soukrom{ a/nebo ziskaji
jejich souhlas se zpracovanim jejich
osobnich udaji podle platnych zdkond.
Za spravnost a Gplnost dokumentd
tykajicich se zpracovani osobnich
tdaji (Informovany souhlas/Informace
o zpracovani{ OU) odpovida zadavatel.

b. The Institution and Principal
Investigator shall process personal
data relating to Sponsor’s and CRO’s
employees/contractors only to the
extent, and in such a manner as is
necessary for the purposes of this
Agreement. The Principal Investigator
shall not transfer personal data
identifying Sponsor’s and CRO’s
employees/contractors to a third party
without the prior written consent of
Sponsor or CRO, as applicable.

b. Zdravotnické zafizeni a hlavni
zkousejici bude zpracovavat osobni
udaje tykajici se
zamé&stnancli/dodavatel zadavatele
a CRO pouze v rozsahu a zpsobem,
které jsou nezbytné pro t&ely této
smlouvy. Hlavni zkouSejici nepred4
osobni idaje identifikujici
zaméstnance/dodavatele zadavatele
a CRO Zadné tieti strané bez
piedchoziho pisemného souhlasu
zadavatele nebo CRO, bude-li to
relevantni.

c. Each Party warrants that it will take
technical and organizational measures
against unauthorized or unlawful
processing, accidental loss,
destruction, and/or damage of
personal data from another Party.

c. Kazda smluvni strana zaruCuje, Ze
pfijme technickd a organiza&ni
opatieni proti neopravnénému nebo
nezdkonnému zpracovani, ndhodné
ztratg, zniceni a/nebo poskozeni
osobnich tdaji jiné strany.

10.5 Personal Data Breach.

Institution and/or Principal Investigator
shall notify Sponsor, in the manner
specified in the Agreement, within
twenty-four (24) hours of discovery of a
suspected personal data breach related to
the processing of personal data under the
Agreement. In the course of notification,
Institution and/or Principal Investigator
will provide, as feasible, sufficient
information for the Sponsor to assess the
incident and make any required
notification to any government authority

10.5 PoruSeni zabezpedeni osobnich
udajli. Zdravotnické zaiizeni a/nebo
hlavni zkouSejici musi informovat
zadavatele zplsobem stanovenym ve
smlouvé do dvaceti ¢tyf (24) hodin od
zjisténi podezien{ na poruseni
zabezpeleni osobnich udajl v souvislosti
se zpracovanim osobnich Gdaji podle
této smlouvy. V prib&hu ozndmeni
poskytne zdravotnické zafizeni a/nebo
hlavni zkousSejici zadavateli podle
moznosti dostatek informaci, aby
zadavatel mohl incident vyhodnotit a
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within the timeline required by
Applicable Law. The Parties agree that
the Sponsor and Institution will jointly
decide on the basis of all available
information and Applicable Law if the
incident will be considered personal data
breach and arrange for notification to
data subjects, government authorities,
and other third parties if required by
Applicable Law. Where the Sponsor and
Institution decide that notification is
required by Applicable Law, Sponsor
shall be responsible for providing such
notification, which shall be provided for
review and approval prior to delivery to
data subjects, government authorities or
other third parties.

provést pozadované oznadmeni
jakémukoli statnimu organuve lhit€
vyzadované platnymi zakony. Smluvni
strany souhlasi s tim, Ze zadavatel

a zdravotnické zatizeni uéini na zakladé
viech dostupnych informaci a platnych
zakonti spole&né rozhodnuti, zda bude
incident povaZovan za poruden{
zabezpeleni osobnich Udajd, a zajisti
jeho ozndmen{ subjekttim tdajt, statnim
Gfadim a dalSim tfetim strandm, pokud
to vyZaduji platné zékony. Pokud
zadavatel a zdravotnické zafizeni
rozhodnou, Ze platné zékony vyZzaduji
oznameni, bude za poskytnuti takového
oznameni odpovédny zadavatel, ktery
toto ozndmeni pied ptedanim subjektiim
udajt, vladnim ofadiim nebo jinym tetim
strandm poskytne ke kontrole a
schvaleni.

10.6 Transfer of Personal Data.
The Parties agree that Institution shall
only transfer personal data outside the

the United Kingdom in accordance with
Study related instructional documents
provided by Sponsor or CRO. If
requested by Sponsor, Institution shall
enter into an agreement with Sponsor
governing such transfer, including, but
not limited to the EU Standard
Contractual Clauses, unless another
adequacy mechanism for the transfer
exists.

CRO declares, that all information
submitted for the purposes of conducting
the Study (including the Protocol) is
complete and correct and for the
purposes of the Study conduct and
further, that the Study Case Report Form
system (CRF) meets the requirements for
completeness, accuracy, reliability and
and secure backup of the data entered, is
suitable for the purpose, its free access to
the Institution and subsequent use will
not violate any third party rights and the

European Economic Area, Switzerland or

10.6 Predavani osobnich tdaji. Smluvni
strany souhlasi s tim, Ze zdravotnické
zatizeni smi pfedavat osobni tidaje mimo
Evropsky hospodatsky prostor,
Svycarsko nebo Spojené kralovstvi pouze
v souladu s pokyny ke studii
poskytnutymi zadavatelem nebo CRO.
Pokud o to zadavatel poZada, uzavie
zdravotnické zafizeni se zadavatelem
smlouvu, kterou se takové pfedani bude
fidit, v&etn& a mimo jiné standardnich
smluvnich doloZek EU nebo jiného
odpovidajiciho mechanizmu pro piedani.

CRO prohlasuje, Ze veskeré informace
pfedané pro udely provadéni studie (vCetné
Protokolu) jsou uplné a spravné pro ucely
provadéni Studie a déle, Ze systém pro
zaddvani zpracovani daji ze studie (CRF)
spliiuje pozadavky na tplnost, piesnost,
spolehlivost a  bezpené  zalohovani
vloZenych dat, je vhodny pro dany tcel, jejim
bezplatnym zpFistupnénim zdravotnickému
zatizeni a naslednym pouzivanim nebude
poruseno jakékoliv pravo tieti strany a
zdravotnické zatizeni nebude odpovédno za
ztratu, polkozeni, zniSeni nebo zneuZiti
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Institution will not be liable for loss,
damage, destruction or misuse of the data
entered.

vloZenych dat.

11. Confidential Information.

During the course of the Study, Institution
and Principal Investigator may receive or
generate information that is confidential to
CRO, Sponsor or a Sponsor affiliate.

11. Divérné informace. V pritb&hy
provadéni studie mohou zdravotnické
zai{zen{ a hlavni zkouSejici ziskat &i vytvorit
informace, které jsou divérnymi
informacemi CRO, zadavatele nebo jeho
pridruZené spolednosti.

11.1 Definition.

Except as specified below, confidential
information (“Confidential Information”)
includes all information provided by
Sponsor or CRO, or developed for
Sponsor or CRO, Inventions (hereinafter
defined) and all data collected during the
Study, including without limitation
results, reports, technical and economic
information, the existence or terms of
this or other Study agreements with the
Sponsor or CRO, commercialization and
Study strategies, trade secrets and know-
how disclosed by Sponsor to Institution
and/or Principal Investigator directly or
indirectly, whether in writing, electronic,
oral or visual transmission, or which is
developed under this Agreement.

11.1 Definice. Kromé toho, co je
uvedeno nize, zahrnuji divérné
informace (déle jen ,,divérné
informace®) veskeré informace
poskytnuté zadavatelem nebo CRO nebo
vyvinuté pro zadavatele nebo CRO,
vyndlezy (definovany niZe) a vekeré
udaje shromazdéné béhem studie, mimo
jiné véetn& vysledkd, zprav, technickych
a ekonomickych informaci, existence &i
podminek této smlouvy &i jinych smluv
o studii se zadavatelem nebo CRO,
strategie komercializace a strategie
studie, obchodnf tajemstvi a know-how
sdélend zadavatelem zdravotnickému
zafizeni a/nebo hlavnimu zkousejicimu
pfimo ¢i nepiimo, at’ jiz pisemng,
elektronicky, fistné &i vizuélnim
pienosem, nebo téch, které jsou vyvinuty
na zékladg€ této smlouvy.

11.2 Exclusions.
Confidential Information does not
include information that is in the public

11.2 Vyjimky. Mezi diivérné informace
nepatii informace, které jsou vefejné
dostupné pred jejich sdélenim
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domain prior to disclosure by Sponsor or
CRO; becomes part of the public domain
during the term of this confidentiality
obligation by any means other than
breach of this Agreement by Institution
or Principal Investigator; is already
known to Principal Investigator at the
time of disclosure and is free of any
obligations of confidentiality; or is
obtained by Principal Investigator, free of
any obligations of confidentiality from a
third party who has a lawful right to
disclose it.

zadavatelem &1 CRO; stanou se soucdst{
verejné& dostupnych informaci b&hem
doby platnosti tohoto zavazku divé&rnosti
jakymkoliv jingm zplisobem, neZ je
poruieni této smlouvy zdravotnickym
zaFizenim nebo hlavnim zkouSejicim;
jsou jiz zndmy hlavnimu zkouSejicimu

v dobé jejich sdéleni a jsou prosty
jakychkoli zdvazkl diivérnosti nebo jsou
ziskany hlavnim zkouSejicim a prosty
jakychkoli zdvazkl diivérnosti vii tieti
strang, kterd mé zdkonné pravo je
sdélovat.

11.3 Obligations of Confidentiality.
Unless Sponsor provides prior written
consent, Institution and Principal
Investigator may not use Confidential
Information for any purpose other than
that authorized in this Agreement, nor
may Principal Investigator disclose
Confidential Information to any third
party except as authorized in this
Agreement or as required by Applicable
Law. Required disclosure of Confidential
Information to the TEC and/or RA is
specifically authorized.

11.3 Zéavazky zachovani divérnosti.
Jestlize zadavatel neposkytne predchozi
pisemny souhlas, nesmi zdravotnické
zat{zeni ani hlavni zkouS$ejici pouZzit
dbivérné informace k Zadnému jinému
G&elu nez k n€muz je opravnén touto
smlouvou, ani je nesmi sdélit Zadné tieti
stran& s vyjimkou piipadd, kdy je k tomu
opravnén touto smlouvou, &i jak vyzaduji
platné zakony. Sdéleni diivérnych
informaci vyZaddana NEK nebo RU jsou
vyslovn€ povolena.

11.4 Disclosure Required by Applicable
Law.

If disclosure of Confidential Information
beyond that expressly authorized in this
Agreement is required by Applicable
Law, that disclosure does not constitute a
breach of this Agreement so long as
Principal Investigatot: (i) notifies
Sponsor in writing as far as possible in
advance of the disclosure so as to allow
Sponsor to take legal action to protect its
Confidential Information; (ii) discloses
only that Confidential Information
required to comply with the legal
requirement; and (iii) continues to
maintain the confidentiality of this
Confidential Information with respect to
all other third parties.

11.4 Sdgleni vyZzadované platnymi
zékony. Jestlize platné zakony vyZaduji
sd&leni divérnych informaci nad ramec
toho, co je vyslovné povoleno touto
smlouvou, neni takové sdéleni poruSenim
této smlouvy, pokud hlavni zkouSejici (i)
pisemné co nejdiive pfedem informuje

o sdé&len{ zadavatele, aby zadavatel mohl
podniknout pravni kroky s cilem ochrénit
své divérné informace, (ii) sdéli pouze ty
ditvémné informace, které jsou
poZadovany, aby bylo vyhovéno
zakonnym poZadavkiim, a (iii) dale bude
zachovavat diivérnost t&chto divérnych
informacich ve vztahu ke viem dalSim
tietim strandm.
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11.5 Survival of Obligations.

For Confidential Information other than
Study Data (hereinafter defined) analysis
data, these obligations of nonuse and
nondisclosure survive termination of this
Agreement and continue for a period of
five(5) years after termination. Permitted
uses and disclosures of Study Data are
described in Section 15 (Publications) of
this Agreement.

1 1.5 Pretrvani zdvazki. U dtvérnych
informaci, kromé daji ze studie
(definovany nize) a tdaji analyzy,
pietrvaji zavazky nepouZit{ a zachovani
ml&enlivosti i po ukon&enf této smlouvy
a budou platné po dobu péti (5)let od
jejiho ukonceni. Povolené pouziti

a zpiistupnéni tdajl studie je popsano

v oddilu 15 této smlouvy (Publikovéni).

11.6 Return of Confidential Information.
If requested by Sponsor or CRO in
writing, Institution and Principal
Investigator will return all Confidential
Information, at Sponsor’s expense,
except that required to be retained at the
Institution by Applicable Law. However,
Institution and Principal Investigator may
retain a single archival copy of the
Confidential Information for the sole
purpose of determining the scope of
obligations incurred under this
Agreement,

11.6 Vrdceni dvérnych informaci.
Pokud to bude pisemné vyzadovat
zadavatel nebo CRO, vrati zdravotnické
zatizeni a hlavni zkouSejici na ndklady
zadavatele veskeré divérné informace

s vyjimkou téch, jejichZ uchovavani ve
zdravotnickém zafizeni je platnymi
zékony pozadovano. Nicméné
zdravotnické zafizeni a hlavni zkousejici
si mlize ponechat jednu archivni kopii
divé&rnych informaci vyluén€ pro udel
stanoveni rozsahu zavazkid vzniklych
podle této smlouvy.

12. Study Data and Records.

12. Udaje ze studie a zdznamy.

12.1 Study Data.
During the course of the Study,

Institution and Principal Investigator will
collect and submit certain data to
Sponsor or its agent, as specified in the
Protocol. This includes CRFs (or their
equivalent) or electronic data records, as
well as any other documents or materials
created for the Study and required to be
submitted to Sponsor or its agent
(collectively, “Study Data”). Institution
and Principal Investigator will ensure
accurate and timely collection, recording,
and submission of Study Data.

12.1 Udaje ze studie. V priibéhu studie
bude zdravotnické zafizeni a hlavni
zkousejici shromazd’ovat a predkladat
zadavateli nebo jeho zéstupci ur¢ité udaje
tak, jak je uvedeno v protokolu, Patii sem
CRF (nebo jejich ekvivalent) nebo
elektronické zaznamy udaju, ale i veskeré
dalsi dokumenty nebo materialy
vytvofené v ramci studie, které je nutné
piedat zadavateli nebo jeho zéastupci
(spolecné dale jen ,,idaje ze studie®).
Zdravotnické zafizeni a hlavni zkou3ejici
zajistf pfesné a v&asné shromazd’ovani,
zaznamenavani a predkladani udajt ze
studie,
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a. Ownership of Study Data.

Subject to Institution and/or Principal
Investigator’s right to publish any
Study Data and the non-exclusive
license that permits certain uses,
Sponsor is the exclusive owner of all
Study Data.

a. Vlastnictvi udaju ze studie. Kromé
prava zdravotnického zafizeni a/nebo
hlavniho zkouZejiciho na publikaci
jakychkoli udaji ze studie a nevylucné
licence, kterd povoluje urdité zplisoby
pouziti, je vyluénym majitelem udaji
ze studie zadavatel.

b. Medical Records.

Medical records relating to Study
Subjects that are not submitted to
Sponsor may include some of the
same information as is included in
Study Data; however, Sponsor makes
no claim of ownership to those
documents or the information they
contain.

b. Zdravotni zdznamy. Zdravotni
zaznamy tykajici se studijnich
subjektil, které nebyly predloZeny
zadavateli, mohou obsahovat nékteré
stejné informace, které jsou zahrnuty
do udajt ze studie; nicméné zadavatel
si na vlastnictvi t&chto dokumentli
nebo informaci, které obsahuji,
nevyhrazuje narok.

12.2 Records.

Institution and Principal Investigator will
retain all records and documents
pertaining to the Study under storage
conditions conducive to their stability
and protection, for the longest of:

(i) twenty five (25) years after
termination of the Study unless Sponsor
authorizes, in writing, earlier destruction;
or (ii) as otherwise required by
Applicable Law. Institution and Principal
Investigator further agrees to permit
Sponsor to ensure that the records are
retained for a longer period if necessary,
at Sponsor’s expense, under an
arrangement that protects the
confidentiality of the records (e.g., secure
off-site storage).

12.2 Zaznamy. Zdravotnické zatizeni a
hlavni zkouSejici bude uchovavat veskeré
zaznamy a dokumenty tykajici se studie
za podminek uchovavani umoziujicich
jejich trvalost a ochranu, a to po dobu: (i)
dvaceti pé&ti (25) let po ukondenti studie,
pokud zadavatel pisemné nepovoli
drivejsi likvidaci; nebo (ii) jak je jinak
vyZzadovéano platnymi zdkony, podle
toho, co bude delsi. Zdravotnické
zatizeni a hlavni zkouSejici dale souhlasi
s tim, Ze zadavateli umoZni zajistit, aby
byly tyto zaznamy v p¥ipad& potieby
uchovéavany na naklady zadavatele po
delsi dobu, a to na zédkladé ujednani
zajistujiciho ochranu davérnosti
zaznam( (napf. zabezpecené uloZeni
mimo pracoviste).

12.3 Pharmacovigilance, Safety
Reporting. Institution and Investigator
shall follow all pharmacovigilance
requirements, as defined in the Protocol
and by Applicable Law.

12.3 Farmakovigilance, zptdvy o
bezpe&nosti. Zdravotnické zafizeni a
zkousejici budou dodrzovat viechny
pozadavky farmakovigilance, jak jsou
definovany v protokolu a v platnych
zékonech.
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13. Inspections and Audits.

13. Inspekce a audity.

13.1 Access.

Upon reasonable request, Sponsor,
authorized representatives of Sponsor,
and/or authorized representatives of the
RA may, during and after the Study,
during regular business hours:

(i) examine and copy (does not apply to
medical records documents or documents
containing personal data of study
subjects): all CRFs and other Study
records (including Study Subject records
and medical charts, Study Subject ICF
documents; (ii) examine and inspect the
facilities and other activities relating to
the Study; and (iii) observe the conduct
of the Study fInspection by authorized
persons will only be possible upon prior
written authorization and the
Sponsot/CRO is fully liable for any
breach of confidentiality by these third
parties.

Persons conducting an inspection in the
Institution are obliged to respect the
operating condition of the Institution, the
place and time of the inspection being
determined by the Institution. These
persons shall have the right to access and
compare the source documentation,
including patient medical records, but
shall not be entitled to make any
records/copies or extracts from those
documents. It is also not allowed for
these persons to request the borrowing of
documents. The authorized doctor of the
Institution will be always present duribg
the inspection.

Access for the purpose of inspection
(audit) will be allowed only to the rooms,
in which the study is being conducted.
After completion of the study, authorized
persons will only enter rooms specified
by the Institution for the purpose of
reviewing the study related
documentation and will not be authorized

13.1 Pfistup. Na zéklad€ odtivodnéné
zadosti mohou zadavatel, povéieni
zastupci zadavatele a/nebo povéieni
zastupci RU b&hem studie a po jejim
skonceni a béhem b&Zné pracovni doby:
(i) zkoumat a kopirovat (netyka se
dokumenti predstavujicich
zdravotnickou dokumentaci nebo
dokumentd, které obsahuji osobni udaje
studijnich subjektt): v§echny formuléie
CRF a dalsi zdznamy ze studie (v&etné
zaznam studijnich subjektt

a zdravotnich zdznamu, dokumentt ICF
studijnich subjektt; (ii) zkoumat

a kontrolovat zafizeni a jiné ¢innosti
tykajici se studie ; a (iii) sledovat
provadéni studie.IKontrola ze strany
povéienych osob bude umoznéna pouze
po ptedchozim piedloZeni pisemného
povéieni a zadavatel/CRO odpovidd v
plném rozsahu za poruseni povinnosti
mlcenlivosti témito tiéetimi osobami.
Osoby provadgjici kontrolu p¥imo ve
zdravotnickém zafizeni jsou povinny
respektovat provozni podminky
pracovisté, s tim, Ze misto a &as kontroly
stanovuje zdravotnické zaiizeni. Tyto
osoby maji pravo nahlizet do zdrojové
dokumentace, v&etné zdravotni
dokumentace pacientd, a tyto navzdjem
porovndvat, nejsou oviem opravnény
pofizovat si jakékoli zaznamy/kopie,
vypisy z uvedenych dokumentd. Rovnéz
neni piipustné, aby tyto osoby zadaly o
zaptjéeni dokumentd. Povéieny 1ékai
pracovisté bude pfi kontrole vzdy
piitomen.

Pristup pro tcely kontroly (auditu) bude
umoznén pouze do mistnosti, ve kterych
se studie provadi. Po ukoneni studie
budou opravnéné osoby vstupovat pouze
do mistnost{ uréenych Zdravotnickym
zafizenim za i€elem kontroly
dokumentace tykajici se studie, nebudou
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to request access to rooms designated for
archiving study documentation.

opravnéné poZadovat vstup do mistnosti
ur€enych k archivaci dokumentace
studie.

13.2 Notice.

Institution and Principal Investigator
shall: (i) inform Sponsor or CRO as soon
as practicable of any effort or request by
the government, the RA or other persons
to inspect or contact the Institution,
Principal Investigator or Research Staff
with regard to the Study; (ii) provide
Sponsor and CRO with a copy of any
communications sent by such persons;
and (iii) provide Sponsor the opportunity
to participate in any proposed or actual
responses by Institution or Principal
Investigator to such communications and
to make reasonable efforts to ensure that
Sponsor may be present or represented
during any such visit.

13.2 Oznamovani. Zdravotnické zatizeni
a hlavni zkousejici: (i) bude informovat
zadavatele nebo CRO, jakmile to bude
mozné, o jakékoli snaze &i poZadavku ze
strany statnich organti, RU nebo jinych
osob kontrolovat nebo kontaktovat
zdravotnické zafizeni, hlavniho
zkousejiciho nebo vyzkumny personal
ohledng studie; (ii) poskytne zadavateli a
CRO kopie veskerych sdéleni zaslanych
t€mito osobami; a (iii) poskytne
zadavateli ptilezitost podilet se na
navrhovanych &i skuteénych odpovédich
zdravotnického zaffzeni nebo hlavniho
zkousejiciho na takova sd€leni a vynaloZzi
piiméfené usili, aby zajistil, Ze zadavatel
miZe byt béhem jakékoli takové
navstévy piftomen &i zastoupen.

13.3 Cooperation.
Institution and Principal Investigator will

ensure the full cooperation of the
Research Staff with any such inspection
and will ensure timely access to
applicable records and data. Institution
and Principal Investigator will promptly
resolve any discrepancies that are
identified between the Study Data and
the Study Subject’s medical records.

13.3 Spoluprace. Zdravotnické zafizeni a
hlavni zkou8ejici zajisti plnou spolupraci
vyzkumného personalu pii jakékoli
takové inspekei a zajisti v€asny piistup

k pFislu§nym zdznamim a tdajim.
Zdravotnické zarizeni a hlavni zkouSejici
neprodlené odstrani jakékoli
nesrovnalosti, které budou zjistény mezi
idaji ze studie a zdravotnimi zdznamy
studijnfho subjektu.

14. Inventions.

If the conduct of Study results in any
invention or discovery whether patentable or
not (“Invention”), Principal Investigator will
without any undue delay inform Sponsor
and CRO. Institution and Principal
Investigator will assign all interest in any
such Invention to Sponsor, free of any
obligation or consideration beyond that
provided for in this Agreement. Institution
and Principal Investigator will provide

14. Vynalezy. Pokud bude vysledkem
provedeni studie vynélez nebo objev,
patentovatelny ¢i nikoli (dale jen ,,vyndlez"),
hlavn{ zkouSejici na tuto skutecnost bez
zbyteéného odkladu upozorni CRO.
Zdravotnické zafizeni a hlavni zkou3ejici
postoup{ zadavateli veskeré naroky ke
kazdému takovému vynalezu bez jakychkoli
dal8ich zavazk( nebo hrad nad ramec toho,
co je uvedeno v této smlouvé. Zdravotnické
zafizeni a hlavni zkouSejici poskytne
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reasonable assistance to Sponsor in filing
and prosecuting any patent applications
relating to Invention, at Sponsor’s expense.

zadavateli na néklady zadavatele
pfiméienou pomoc pfi podavani a soudnim
domahani se veskerych patentovych
prihlaSek vztahujicich se k vynélezu.

15. Publications.

Sponsor does not object to publication by
Institution or Principal Investigator of the
results of the Study based on information
collected or generated by Institution and
Principal Investigator, whether or not the
results are favorable to the Study. However,
to ensure against inadvertent disclosure of
Confidential Information or unprotected
Inventions, Institution and Principal
Investigator will provide Sponsor an
opportunity to review any proposed
publication or other type of disclosure

If part of a multi-center Study, Institution
and Principal Investigator agrees that the
first publication is to be a joint publication
involving all Study sites. Principal
[nvestigator is free to decline to participate
or be listed as an author in the joint
publication. If a joint manuscript has not
been submitted for publication within
twelve (12) months of completion or
termination of the Study at all participating
Study sites, Institution and Principal
Investigator are free to publish separately,
subject to the other requirements of this
Agreement.

before it is submitted or otherwise disclosed.

15. Publikovéni. Zadavatel nema namitky
proti tomu, aby zdravotnické zafizeni nebo
hlavni zkousejici publikovali vysledky
studie na zéklad€ informaci shromazdénych
nebo vytvorenych zdravotnickym zatizenim
a hlavnim zkousejicim bez ohledu na to, zda
jsou vysledky pro studii piiznivé nebo ne.
Nicméné, aby se zabranilo netimyslnému
zpFistupnéni ddvérnych informact &i
nechranénych vynalezti, zdravotnické
zatizenf a hlavni zkouSejici umoZni
zadavateli zkontrolovat jakoukoli
navrhovanou publikaci &i jiny typ sdéleni,
nez jsou piedloZzeny &i jinak zpFistupnény.
Je-li studie soudasti multicentrické studie,
souhlasi zdravotnické zatizeni a hlavni
zkousejici s tim, Ze prvni publikaci bude
spole¢na publikace zahrnujicf vechna
studijni pracovisté. Hlavni zkousejici mhze
ucast na spole¢né publikaci &i uvedeni jako
autora spoledné publikace odmitnout, Pokud
nedojde k piedloZeni spoleéného rukopisu
k zvefejnéni do dvanacti (12) mésici od
dokonéen{ nebo ukoneni studie ve viech
zCastnénych studijnich pracovistich, jsou
zdravotnické zafizen{ a hlavni zkouSejici
opravnén publikovat samostatné pfi
dodrzeni dal§ich poZzadavk této smlouvy.

Prior to submitting or presenting a
manuscript or other materials relating to the
Study to a publisher, reviewer, or other
outside person/entity, Institution and
Principal Investigator shall provide to
Sponsor a copy of all such manuscripts and
materials, and Sponsor shall have sixty (60)
days from receipt of such manuscripts and
materials to review and comment. At
Sponsor’s request, Institution and Principal
Investigator shall remove any Confidential
Information (other than Study results) prior

Pred odeslanim nebo pfedlozenim rukopisu
nebo jinych materidll souvisejicich se studii
vydavateli, korektorovi nebo jiné externi
osobé/subjektu poskytne zdravotnické
zatizeni a hlavni zkou$ejici zadavateli kopii
vSech takovych rukopisti a materiald

a zadavatel bude mit Sedesat (60) dni od
obdrZeni téchto rukopisl a materialG na
zkontrolovéni a pfipominkovani. Na Zddost
zadavatele zdravotnické zafizeni a hlavni
zkouSejici odstrani veskeré divérné
informace (kromé& vysledka studie) pied
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to submitting or presenting the materials.
Institution and Investigator shall, upon
Sponsor’s request, further delay publication
or presentation for a period of up to one
hundred twenty (120) days to allow Sponsor
to protect its interests in any Results (as
defined below) described in any such
materials.

odeslanim nebo prezentaci materiali.
Zdravotnické zafizeni a zkousejici rovnéZ na
74dost zadavatele dale odloZi publikaci nebo
prezentaci o dobu az do sto dvaceti (120)
dnf, aby umoznili zadavateli chranit jeho
z4jmy na jakychkoli vysledcich (jak jsou
definovény niZe) popsanych v jakychkoli
takovych materidlech.

“Results” means any ideas, inventions,
discoveries, know-how, data,
documentation, reports (including without
limitation the CRFs), materials (including
without limitation the Sponsor Drug, and
any derivatives, modifications, replications
or compositions made or discovered in
relation to the sponsor drug), writings,
designs, computer software, processes,
principles, methods, techniques and other
information, recorded in any form, that are
discovered, developed, conceived, reduced
to practice or otherwise generated (including
all improvements and modifications) as a
result of or in connection with the Study by
or on behalf of the Institutioin, its
Representatives and/or the Investigator
(whether solely or jointly with others), and
any patent, trade secret, copyright or other
intellectual property rights pertaining to any
of the foregoing.

., Vysledky* znamenaji jakékoli napady,
vynalezy, objevy, know-how, tidaje,
dokumentaci, zpravy (mimo jiné veetné&
CRF), materidly (mimo jiné vCetné&
piipravku zadavatele, a veskerych derivati,
modifikaci, replikaci nebo sloZeni
vytvofenych nebo objevenych v souvislosti
s piipravkem zadavatele), pisemnosti, plany,
potitatovy software, postupy, principy,
metody, techniky a dalsi informace,
zaznamenané v libovolné formé, které jsou
objeveny, vyvinuty, vymysleny, uvedeny do
praxe nebo jinak vytvofeny (veetné vSech
zlepSeni a Giprav) jako vysledek studie nebo
v souvislosti se studif zdravotnickym
zafizenim nebo jeho zéstupci a/nebo
zkousejicim Iékafem (at’ uZz samostatné& nebo
spolu s druhymi), a jakykoliv patent,
obchodni tajemstvi, autorska prava nebo
jind prava dusevniho vlastnictvi tykajici se
gehokoli z vy$e uvedeného.

16. Publicity. No Party will use the name of
another Party or any of its employees for
promotional or advertising purposes without
written permission from the other Party.
However, Sponsor reserves the right to
identify the Principal Investigator and
Tnstitution in association with a listing of the
Protocol in the National Institutes of Health
(NIH) Clinical Studies Data Bank, other
publicly available listings of ongoing
clinical trials and studies, or other patient
recruitment services or mechanisms.

16. Propagace. Zadn4 smluvni strana
nepouzije nazev druhé smluvni strany nebo
jejich zamé&stnancti k propagatnim nebo
reklamnim G&eltim bez pisemného svoleni
druhé smluvni strany. Zadavatel si nicméné
vyhrazuje pravo uvadét jméno hlavniho
zkousSejiciho a zdravotnické zafizeni

v souvislosti s registraci protokolu

v databance klinickych studif National
Institutes of Health (NIH), v dal8ich vefejné
dostupnych registrech probihajicich
klinickych hodnoceni a studif nebo jinych
sluzbach &i mechanismech zaméfenych na
nabor pacienti.
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17. Indemnification

17. Od8kodnéni

17.1 Study Injury. The term “Study
Injury” means adverse event, physical
injury, ot illness caused by treatment or
procedures required by the Protocol that
the Study Subject would not have
received if the Subject had not
participated in the Study. Because the
Study is an observational study involving
Study Subjects who are receiving
prescribed treatment with the Sponsor
product as part of their standard medical
care, an adverse reaction to the Sponsor
product would not be a Study Injury.
Institution agrees to provide or arrange
for prompt diagnosis and medical
treatment of any injury experienced by a
Study Subject.

17.1 Ujma na zdravi v souvislosti se
studii. Termin ,,ijma na zdravi

v souvislosti se studii znamen4
nezédouci ptihodu, fyzické zran&ni nebo
onemocnéni zplisobené 1éEbou nebo
postupy vyZadovanymi protokolem, které
by studijni subjekt nepodstoupil, pokud
by se neudastnil studie. Vzhledem k
tomu, Ze studie je sledovaci studii
zahrnujici studijni subjekty, které
dostavaji pfedepsanou 1é¢bu piipravkem
zadavatele v ramci standardni lékarské
péle, nezadouci reakce na pripravek
zadavatele by neptedstavovala ijmu na
zdravi v souvislosti se studii.
Zdravotnické zafizeni souhlasi s tim, Ze
poskytne &i zajisti rychlé stanoveni
diagnozy a 1ékaiské osetieni jakékoli
Ujmy na zdravi, kterou studijni subjekt
utrpi.

17.2 Because this is an observational
Study, neither Principal Investigator, nor
CRO, or Sponsor provide any
indemnification under this Agreement.

17.2 ProtoZe se jedna o sledovaci studii,
neposkytuje hlavni zkouSejici, CRO ani
zadavatel Zadné odskodnéni podle této
smlouvy.

17.3 Limit of Liability of CRO.

The Parties agree that CRO expressly
disclaims any and all liability whatsoever
in connection with the Study, Study
Product or the Protocol except to the
extent that such liability arises from
CRO’s negligent act, omission or willful
misconduct ,breach of a contractual or
legal obligation by the CRO.

17.3 Omezeni odpovédnosti CRO.
Smluvnf strany souhlasi s tim, Ze CRO
vyslovné odmitd veskerou odpovédnost
tykajici se studie, hodnoceného piipravku
nebo protokolu s vyjimkou situaci, kdy
tato odpovédnost vyplyva z nedbalosti,
opomenuti nebo umyslného pochybeni
CRO, poruseni smluvni nebo zdkonné
povinnosti ze strany CRO.

18. Termination.

18. Ukondeni.
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18.1 Termination Conditions.
This Agreement terminates upon the
earlier of any of the following events:

18.1 Podminky ukonéeni. Platnost této
smlouvy ukon¢i kterdkoli z nasledujicich
udalosti, kterd nastane nejdifve:

a. Study Completion.

For purposes of this Agreement, the
Study is considered complete after
conclusion of all Protocol-required
activities for all enrolled Study
Subjects; receipt by Sponsor or CRO
of all relevant Protocol-required data,
Study documents; and receipt of all
payments due to either Party.

a. Dokondeni studie. Pro ucely této
smlouvy je studie povaZovana za
dokoné&enou po dokondeni viech
ginnosti vyZzadovanych protokolem

u v8ech zafazenych studijnich
subjektii; po obdrZeni viech
prislunych protokolem vyZadovanych
tdajii, dokumentt studie zadavatelem
nebo CRO a po obdrzeni vSech plateb
dluZnych kterékoli ze stran.

b. Early Termination of Study.

If the Study is terminated eatly as
described below, the Agreement will
terminate after receipt by Sponsor or
CRO of all relevant Protocol-required
data, Study documents and receipt of
all payments due to either Party.

b. Pfedgasné ukondeni studie. Jestlize
je studie pfed€asné ukonlena, jak je
popséno niZe, skon¢i platnost
smlouvy, jakmile zadavatel nebo CRO
obdrzi v8echny piislusné protokolem
vyzadované iidaje, dokumenty studie,
a po obdrZeni vech plateb dluZznych
kterékoli strang.

(1) Termination of Study upon
Notice.

Sponsor and/or CRO reserves the
right to terminate the Study for any
reason upon thirty (30) calendar
days written notice to Institution
and Principal Investigator. Upon
receipt of such notice, Institution
and Principal Investigator agrees to
promptly terminate conduct of the
Study, to the extent medically
permissible, for all Study Subjects.

(1) Ukonéeni studie po podani
vypovédi. Zadavatel a/nebo CRO si
vyhrazuji pravo ukongit studii

z jakéhokoli diivodu predanim
pisemného ozndmeni
zdravotnickému zafizeni a
hlavnimu zkouSejicimu

s vypovédni lhitou t¥iceti (30)
kalendainich dnti. Zdravotnické
zafizeni a hlavni zkouSejici
souhlasi s tim, Ze po obdrZeni této
vypovédi ihned ukonéf provadéni
studie u viech studijnich subjekth
v rozsahu pripustném z lékaiského
hlediska.

(2) Immediate Termination or

(2) Okamzité ukonéeni nebo
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Suspension of Study by Sponsor
and/or CRO.

Sponsor and/or CRO further
reserves the right to terminate or
suspend the Study immediately
upon written notification to
Institution and Principal
Investigator for causes that include
failure to enroll Study Subjects at a
rate sufficient to achieve Study
performance goals; material
unauthorized deviations from the
Protocol or reporting requirements;
circumstances that in Sponsor’s
opinion pose risks to the health or
wellbeing of Study Subjects; or
regulatory agency actions relating
to the Study.

pozastaveni studie ze strany
zadavatele a/nebo CRO. Zadavatel
a/nebo CRO si dale vyhrazuji
pravo ukondit nebo pozastavit
studii okamzité na zdklade
pisemného oznameni
zdravotnickému zatizenf a
hlavnimu zkousejicimu z divodd,
jeZ zahrnuji nedostate¢ny nabor
studijnich subjekti v rozsahu
dostateéném k dosazeni cilli
provadéni studie; podstatnych
nepovolenych odchylek od
protokolu nebo pozadavka
tykajicich hlagen{; okolnosti, které
podle ndzoru zadavatele
ptedstavuji rizika pro zdravi &i
blaho studijnich subjektil; nebo
opatreni kontrolniho Gfadu tykajici
se studie.

(3) Immediate Termination of
Study by Institution and/or
Principal Investigator.
Institution and/or Principal
Investigator reserves the right to
terminate the Study immediately
upon notification to Sponsor and/or
CRO if requested to do so by the
responsible IEC and/or RA or if
such termination is required to
protect the health of Study
Subjects.

(3) Okamzité ukonceni studie ze
strany zdravotnického zatizeni
a/nebo hlavniho zkouSejiciho.
Zdravotnické zatizeni a/nebo
hlavn{ zkousejici si vyhrazuji pravo
ukonéit studii okamzité na zakladé
ozndmeni zadavateli a/nebo CRO,
jestlize to od n&j poZaduje
odpové&dnd NEK a/nebo RU, &i je-li
takovéto ukondeni vyzadovano

z dlivodit ochrany zdravi studijnich
subjekt.

18.2 Payment upon Termination.

If the Study is terminated early in
accordance with this Agreement, CRO
will provide a termination payment equal
to the amount owed for work already
performed up to and including the
effective date of termination, in
accordance with Attachment A, less
payments already made. The termination
payment will include any non-cancelable
expenses, other than future personnel
costs, so long as they were properly

18.2 Platba pfi ukonéeni. Je-li studie
ukondena predCasné v souladu s touto
smlouvou, CRO provede zavéreénou
platbu rovnajici se ¢astce dluzné za jiz
odvedenou praci, a to aZ do data
ucéinnosti ukonéeni v souladu s ptilohou
A, od niZ budou odeéteny jiz provedené
platby. Zavérecéna platba bude zahrnovat
veskeré nezrusitelné vydaje kromé
budoucich naklad{ na personal, pokud
vznikly fa4dné& a zadavatel je vyhledove
schvalil, a to pouze v rozsahu, v jakém je
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incurred and prospectively approved by
Sponsor, and, only to the extent such
costs cannot reasonably be mitigated.

nelze pfiméfené snizit.

19. Insurance.

19. Pojisténi.

19.1 The Institution declares that it has
general liability insurance, set up
according to Section 45(2)(n) of Act No.
372/2011, on Health Services, as
amended which does not apply to the
conduct of the study (data collection).

19.1 Zdravotnické zafizeni prohlasuje, Ze
mé sjednano pojisténi odpovédnosti dle §
45 odst. 2 pism. n) zékona &. 372/2011
Sb., o zdravotnich sluzbach, ve znéni
pozdgjsich predpisd, které se nevztahuje
na provadéni studie (sbér dat).

19.2 As the Study is observational in
nature, Sponsor will not maintain specific
Study insurance.

19.2 Vzhledem k tomu, Ze je studie
observac¢ni povahy, zadavatel nebude
udrzovat zadné specifické pojisténi
studie.

20. Debarment, Exclusion, Licensure and
Response.

Institution and Principal Investigator
represents that to the best of his/her
knowledge that neither they nor any
Research Staff are restricted or prevented
under any healthcare or medicines law from
taking part in clinical research activities and
the Institution and Principal Investigator
will not knowingly use in any capacity the
services of any person who is so restricted
or prevented under any such laws with
respect to the service being performed under
this Agreement. During the term of this
Agreement and for one (1) year thereafter,
the Institution and Principal Investigator
will immediately notify the Sponsor or CRO
if he/she becomes aware of any such
restriction or prevention being applied to the
Institution and Principal Investigator or any
Research Staff. Institution and Principal
Investigator represents that he/she and, to
the best of his/her knowledge, the Research

20. Zakaz &innosti, vyloudeni, 1ékai'ské
osvéd&eni a reakce. Zdravotnické zatizeni a
hlavni zkouSejici prohlasuje, Ze podle jeho
nejlepsiho védomi ani jim, ani Zddnému
glenovi vyzkumného personalu nebyla podle
74dnych zdkonl upravujicich zdravotni péci
&i 1é¢ivé pripravky omezena nebo zakazéna
Gdast v klinickém vyzkumu a Ze
zdravotnické zatizen{ a hlavni zkouSejici
védomé& nevyuzije v Zddné funkci sluzeb
74dné osoby, které byly dle téchto zdkonli
tyto Cinnosti omezeny nebo zakazany,

pokud jde o sluzby poskytované dle této
smlouvy. B&hem platnosti této smlouvy a po
dobu jednoho (1) roku poté hlavni
zkousejici ithned uvédomi zadavatele nebo
CRO, pokud se dozvi o jakémkoliv takovém
omezeni nebo zdkazu vztahujicim se na
zdravotnické zafizeni, hlavniho zkousejiciho
nebo nékterého Elena vyzkumného
personalu. Zdravotnické zafizeni a hlavni
zkousejici prohladuje, Ze ani on, a podle
jeho nejlepsiho védomi ani vyzkumny
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Staff are not the subject of any past or
pending governmental or regulatory
investigation, inquiry, warning or
enforcement action, including a
government-mandated corporate integrity
agreement and that they have not violated
any applicable anti-kickback or false claims
laws or regulations related to their conduct
of research that has not been disclosed to the
Sponsor and CRO. Institution and Principal
Investigator will promptly notify Sponsor or
CRO if he/she becomes aware of any such
action regarding compliance with ethical,
scientific or regulatory standards for the
conduct of research if such action relates to
events or activities that occurred prior to or
during the period in which the Study was
conducted.

personal, nebyli a nejsou subjektem Zadného
vySetfovan{ ze strany statnich nebo
kontrolnich tiadf, Zadného ukonu
vySetiovani, varovani nebo vymaéhani,
vCetn€ smlouvy o bezithonnosti korporace
vyzadované vladou, a Ze neporusili Zadné
platné zakony &i piedpisy o nezékonnych
provizich nebo nepravdivych tvrzenich
tykajicich se provadéni vyzkumu, o nichZ
zadavatel a CRO nebyli informovani.
Zdravotnické zafizenf a hlavni zkouSejici
bude bezodkladng informovat zadavatele
nebo CRO, pokud se dozvi o jakémkoliv
takovém opatfen{ souvisejicim

s dodrZovanim etickych, v&deckych nebo
regulacnich standardil provadéni vyzkumu
tehdy, pokud se tato opatieni vztahuji na
udalosti nebo Cinnosti, které nastaly pred
nebo v prib&hu obdobi provadéni studie.

21. Assignment and Delegation.

The Parties agree that Sponsor may at any
time and upon written notice to Principal
Investigator assume the obligations and
rights of CRO or substitute CRO with
another independent contractor. None of the
rights or obligations under this Agreement
will be assigned or subcontracted by
Institution or Principal Investigator to
another without the prior written consent of
CRO, and the express agreement of
Institution, Principal Investigator, CRO, and
the requisite new assignee or subcontractor..
This Agreement will bind and inure to the
benefit of the successors and permitted
assigns of the CRO.

21, Postoupeni a delegovani. Smluvni strany
souhlasf s tim, Ze zadavatel smi kdykoli po
pisemném ozndmeni hlavnimu zkousejicimu
pievzit zadvazky a prava CRO nebo nahradit
CRO jinym nezavislym dodavatelem.
Hlavni zkouSejici nepostoupi z4dné z prav
ani zavazkd podle této smlouvy nikomu
jinému ani neuzavi‘e smlouvu se
subdodavatelem bez piedchoziho pisemného
souhlasu CRO a vyslovné dohody hlavniho
zkouSejiciho, CRO a piisluiného nového
prévniho néstupce ¢i subdodavatele. Tato
smlouva bude zdvazna pro viechny pravni
néstupce a povolené nabyvatele CRO

a vstoupi v platnost v jejich prospéch.

23. Anti-Bribery and Anti-Corruption Laws.

23. Protiuplatkaiské a protikorupéni zdkony.

Institution and Principal Investigator
acknowledges that Sponsor and CRO are
bound by anti-bribery and anti-corruption
laws. As such, Sponsor and CRO
employees, agents, contractors and/or
representatives are prohibited from making
or offering payment (or anything of value),

Zdravotnické zatizeni a hlavni zkou3ejici
bere na védomi, Ze zadavatel a CRO jsou
vazani protitplatkaiskymi a protikorup&nimi
zékony. Z toho diivodu maji zamé&stnanci,
zastupci, smluvni dodavatelé a/nebo
piedstavitelé zadavatele a CRO zakdzano
piimo ¢&i nepfimo provadé&t nebo nabizet
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directly or indirectly, to employees or
officials of any foreign government, public
international organization, political party, or
candidates for political office in order to
retain any business or secure any improper
advantage. Institution and Principal
Investigator shall ensure that neither
himself/herself nor any of his/her officers,
employees, collaborators, directors,
consultants, agents, representatives ot
sub-contractors take any action which could
render Sponsor or CRO liable under the
anti-bribery and anti-corruption laws.

platbu (nebo cokoli hodnotného)
zamé&stnanciim nebo funkcionaiim
zahrani&nich statnich organizaci, vefejnych
mezinarodnich organizaci, politickych stran
nebo kandidatim na politickou funkci za
i¢elem udrZzeni obchodu nebo zajisténi
jakékoli nezdkonné vyhody. Zdravotnické
zatizeni a hlavni zkouSejici zajisti, aby on
ani nikdo z jeho vedoucich pracovniki,
zamé&stnanci, spolupracovnikd, fediteld,
konzultantd, zastupci, predstaviteld nebo
subdodavateli nepodnikl Z&dné kroky, na
zakladg kterych by zadavatel &i CRO mohli
byt odpové&dni podle protitiplatkaiskych a
protikorup&nich zédkond.

24. Sponsor as Third Party Beneficiary.

The Parties to this Agreement recognize and
agree that Sponsor takes the benefit of this
Agreement as a third party beneficiary and
agree that Sponsor may enforce such rights
either directly itself or indirectly through
CRO.

24. Zadavatel jako opravnénd tieti strana.
Strany této smlouvy uznévaji a souhlasi

s tim, Ze zadavatel bude mit z této smlouvy
prosp&ch jako opravnénd tieti strana, a
souhlasf s tim, Ze zadavatel miiZe takova
préava vynucovat bud’ pfimo ¢i nepfimo
prostiednictvim CRO.

25. Survival of Obligations.

Obligations relating to Financial
Arrangements, Reporting Obligations,
Personal Data Protection and Privacy,
Confidential Information, Records,
Inspections and Audits, Inventions,
Publications, Publicity, Debarment,
Exclusion, Licensure and Response, and
Indemnification survive termination of this
Agreement, as do any other provision in this
Agreement or its Attachments that by its
nature and intent remains valid after the
term of the Agreement.

25. Pretrvani zévazkl. Zavazky tykajici se
finan&nich ujednéni, oznamovacich
povinnost{, ochrany osobnich tdaji a
soukromi, déivérnych informaci, zdznamd,
inspekei a auditl, vynalezi, publikaci,
propagace, zékazu ¢innosti, vylouceni,
lékatského osv&d&eni a reakei a odSkodnéni
pretrvaji po ukon&eni platnosti této
smlouvy, stejng tak jako dal$i ustanoveni

v této smlouvé &i jejich pFilohdch, kterd
svou povahou a zdmé&rem zlistdvaji platnymi
po skon&eni doby platnosti této smlouvy.

26. Entire Agreement.

This Agreement contains the complete
understanding of the Parties and will, as of
the Effective Date, supersede all other
agreements between the Parties concerning
the specific Study. This Agreement may
only be extended, renewed or otherwise

26. Uplnd dohoda. Tato smlouva obsahuje
tiplnou dohodu smluvnich stran a k datu
Gi¢innosti nahradi veskeré dalsi dohody mezi
smluvnimi stranami tykajicf se konkrétni
studie. Tuto smlouvu Ize prodlouZit, obnovit
&i jinak zménit pouze pisemné na zaklad€
vzajemného souhlasu smluvnich stran,
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amended in writing, by the mutual consent
of the Parties. No waiver of any term,
provision or condition of this Agreement, or
breach thereof, whether by conduct or
otherwise, in any one or more instances will
be deemed to be or construed as a further or
continuing waiver of any such term,
provision or condition, or any prior,
contemporaneous or subsequent breach
thereof, of any other term, provision or
condition of this Agreement whether of a
same or different nature.

Zadné zfeknuti se jakékoli podminky &i
ustanoveni této smlouvy nebo jejich
poruSeni, at’ jiZ na zékladé& jednéani nebo
jinak, v jakémbkoli jednom &i vice p¥ipadech
nebude povazovano za dalsi &i trvalé
zieknuti se jakékoli takové podminky &i
ustanoveni nebo jakéhokoli ptedchoziho,
soucasného €i pozdé&jstho porudeni jakékoli
podminky ¢i ustanoveni této smlouvy, at’ jiz
stejné ¢i odlisné povahy, ani tak nebude
vykladéano.

27. Conflict with Attachments.

To the extent that terms or provisions of this
Agreement conflict with the terms and
provisions of the Protocol, the terms and
provisions of this Agreement will control as
to legal and business matters, and the terms
and provisions of the Protocol will control
as to technical research and scientific
matters unless expressly agreed in writing
between the Parties.

27. Rozpor s prilohami. Pokud jsou
podminky ¢i ustanoveni této smlouvy

v rozporu s podminkami ¢i ustanovenimi
protokolu, budou v pravnich a obchodnich
zéleZitostech rozhodujici podminky a
ustanoveni této smlouvy a v technickych
vyzkumnych a v&deckych zaleZitostech
budou rozhodujici podminky a ustanoveni
protokolu, neni-li stranami vyslovng
pisemn& dohodnuto jinak.

28. Severance.

In case any one or more of the provisions of
this Agreement should be invalid, illegal or
unenforceable in any respect, the validity,
legality and enforceability of the remaining
provisions contained in this Agreement shall
not in any way be affected or impaired.

28. Oddélitelnost ustanoveni. V pfipadg, ze
jedno nebo vice ustanoveni této smlouvy
bude v jakémkoliv ohledu neplatné,
nezékonné nebo nevymahatelné, nebude
Zadnym zplsobem ovlivnéna nebo naruena
platnost, zdkonnost a vymahatelnost
zbyvajicich ustanoveni této smlouvy.

29. Relationship of the Parties.

The relationship of Institution and Principal
Investigator to CRO is one of independent
contractor and not one of partnership, agent
and principal, employee and employer, joint
venture, or otherwise.

29. Vztah smluvnich stran. Vztah
zdravotnického zatizeni a hlavniho
zkouSejiciho k CRO je vztahem nezavislého
smluvniho dodavatele anikoli vztahem
partner(i, zmocnitele a zmocnénce,
zaméstnavatele a zamé&stnance, spoleénym
podnikem ani jinym podobnym vztahem.

30. Force Majeure.
Neither Party will be liable for delay in

performing or failure to perform obligations

30. Vy38i moc. Zadna ze smluvnich stran
nebude odpovédna za opozdéné plnéni nebo
nesplnéni zdvazki podle této smlouvy,
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under this Agreement if such delay or
failure results from circumstances outside its
reasonable control (including, without
limitation, any act of God, governmental
action, accident, strike, terrorism,
bioterrorism, lock-out or other form of
industrial action) and are promptly notified
to the other Party (“Force Majeure”). Any
incident of Force Majeure will not constitute
a breach of this Agreement and the time for
performance will be extended accordingly;
however, if it persists for more than

thirty (30) calendar days, then the Parties
may enter into discussions with a view to
alleviating its effects and, if possible,
agreeing on such alternative arrangements
as may be reasonable in all of the
circumstances.

jestlize takovéto zpozdéni &i nesplnéni je
dtisledkem okolnosti, které se vymykaji jeji
primé&fené kontrole (mimo jiné vetné
jakékoli vys8i moci, vladniho opatieni,
nehody, stavky, terorismu, bioterorismu,
vyluky ¢&i jiné formy protestnich akei
zamé&stnanctl), a jsou bezodkladné
ozndmeny druhé strané (dale jen ,,vySsi
moc*). Jakykoli pFipad zdsahu vy$§i moci
nebude predstavovat porudeni této smlouvy
a [htita pro pInéni bude odpovidajicim
zpiisobem prodlouzena; jestlize viak
pretrvava déle nez ticet (30) kalendainich
dnd, mohou smluvni strany zah4jit jednan{
za (&elem zmirnéni jeho dopadd, a je-li to
moZné, domluvy na takovych alternativnich
tipravéach, které mohou byt piiméfené za
veskerych danych okolnosti.

31. Governing Law.
Subject to the terms of the Study conduct as

outlined above, this Agreement shall be
governed by and construed in accordance
with the laws of [Title]Czech Republic,
without giving effect to conflict of law
provisions. The Parties agree that if any
disputies arising from the Contract cannot
be settled amicably through negotiations,
the competent courts of the Czech Republic
shall have exclusive jurisdiction. The local
jurisdiction of the court is determined by the
registered place of the Institution.

31. Rozhodné pravo. S vyhradou podminek
provadéni studie tak, jak jsou tyto popsany
vy3e, se bude tato smlouva fidit a bude
yykladana v souladu se zdkony Ceské
republiky, aniz by uvadéla v platnost
ustanoveni o kolizi norem. Smluvni strany
se dohodly, Ze pokud se pfipadné spory
vyplyvajici ze smlouvy nepodaii urovnat
smirnou cestou, jednanim, budou mit
vyluénou pravomoc piislusné soudy Ceské
republiky. Mistn{ piislusnost soudu je dana
sidlem zdravotnického zaiizeni.

32. Notices.

All notices required under this Agreement
will be in writing and be deemed to have
been given when hand delivered, sent by
overnight courier or certified mail, as
follows, provided that all urgent matters,
such as safety reports, will be promptly
communicated via telephone, and confirmed
in writing:

32. Oznameni. Veskera ozndmeni
vyZadovana podle této smlouvy budou
pisemnd a budou povaZovana za dorucend,
jestlize budou doru¢ena osobné, zasldna
kuryrem s dorugenim do druhého dne nebo
doporudenou postou za piedpokladu, Ze
veskeré urgentni zalezitosti, jako jsou
zpravy o bezpeénosti, budou bezodkladng
sdéleny telefonicky a potvrzeny pisemné:

Sponsor:

Zadavatel:
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Davérné

Swedish Orphan Biovitrum AB (publ)
SE-112 76 Stockholm, Sweden
Attention:

Email: [

Swedish Orphan Biovitrum AB (publ)
SE-112 76 Stockholm, Svédsko

K rukédm: N
E-mail: [

With a copy to:

Open Health Communications LLP, with its
registered office at 20 Old Bailey, 5th Floor;
London, EC4M 7AN, United Kingdom, |l

S kopii pro:

Open Health Communications LLP, se sidlem
na adrese 20 Old Bailey, 5th Floor, London,
EC4M 7AN, Velka Britanie, , [}

Principal Investigator:

U Nemocnice 499/2, 128 08 Praha 2, Czech
Republic

Hlavni zkouSejici:

U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika

In case of any changes in the address, name,
subordination, or other identifying
information, the Party to the Agreement shall
notify the other Party on the fact in writing,
no further amendments to this Agreement are
required.

V piipadé zmény adresy, ndzvu, podi{zenosti
nebo jinych identifikujicich informaci o této
skuteCnosti pfislu§na smluvni strana pisemné
uvédomi druhou smluvni stranu s tim, Ze
zadné dalsi dodatky k této smlouvé nejsou
nutné.

33. Financial Disclosure:

The Principal Investigator shall complete
and return to CRO or the Sponsor in a
timely manner, financial certification or

33. Sdéleni finanénich informaci: Hlavni
zkouSejici vEas vyplni a vrati CRO nebo
zadavateli formulaie finan¢niho prohlaseni
nebo piipadné sdéleni udaji, které hlavnimu
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Diavérné

disclosure forms, as applicable, provided to
the Principal Investigator by CRO or the
Sponsor. The Principal Investigator shall
also complete and return to CRO or the
Sponsor, all disclosure updates, as so
instructed by CRO or the Sponsor, for the
duration of the Study, and for one year
thereafter. The Principal Investigator shall
ensure that all sub investigators, performing
a Study-related function shall complete and
return all financial certification/disclosure
forms as described in this Section.

zkou$ejicimu poskytla CRO nebo zadavatel.
Hlavni zkou$ejici musi po dobu trvan{
studie a jeden rok poté také vypliiovat a
vratit CRO nebo zadavateli veSkeré
aktualizace sd€lenych tdaji podle pokynd
CRO nebo zadavatele. Hlavni zkouSejici
zajisti, aby i v8ichni spoluzkouSejici, ktefi
vykonavaji funkci v souvislosti se studii,
vyplnili a vrétili veskeré formuléie
finanéniho prohlaSeni / formuléaie sdéleni
udajti, jak je popsano v tomto oddilu.

34. Counterparts and Signatures.

In the event that the Parties execute this
Agreement by exchange of electronically
signed copies, the Parties agree that, upon
being signed by all Parties, this Agreement
will become effective from Effective Date
and binding and/or electronic signatures will
constitute evidence of a binding agreement
with the expectation that original documents
may later be exchanged in good faith.
Where this Agreement is executed by
Institution and/or Principal Investigator
through the use of an electronic or digital
signature, Principal Investigator agrees that:
(i) his/her electronic or digital signature has
same effect as a handwritten signature; (ii)
signature by electronic or digital means is
permitted under Applicable Law for the
execution of the Agreement; (iii) the
electronic or digital signature platform used
to generate such signature meets the
requirements under Applicable Law for
creating a valid advanced electronic or
digital signature; and (iv) Institution and/or
Principal Investigator shall provide to CRO
and/or to Sponsor any further necessary
certification or supporting documentation
around his/her electronically generated
signature in compliance with this Section.

34. Stejnopisy a podpisy. V piipadé, Ze
smluvnf strany uzavtou tuto smlouvu
vyménou elektronicky podepsanych kopif
smluvni strany souhlasi s tim, Ze se po
podpisu viemi stranami tato smlouva stane
od data u€innosti G¢innou a zavaznou a Ze
elektronické podpisy budou diikazem
zévazné dohody s oéekavéanim toho, Ze
originalni dokumenty budou v dobré vife
vyménény pozdéji. Pokud zdravotnické
zafizeni a/nebo hlavni zkouSejici tuto
smlouvu podepsal elektronickym nebo
digitdlnim podpisem, hlavni zkouSejici
souhlasi s tim, Ze: (i) jeho elektronicky nebo
digitalni podpis ma stejny ucinek jako
vlastnoruéni podpis; (ii) podpis
elektronickymi nebo digitdlnimi prostfedky
je podle platnych zakont k uzavieni
smlouvy povolen; (iii) platforma pro
elektronické nebo digitalni podepisovani
pouZita k vytvoreni takovéhoto podpisu
spliiuje poZadavky na vytvofeni platného
pokroéilého elektronického nebo digitdlniho
podpisu podle platnych zékoni

a (iv) zdravotnické zatizeni a/nebo hlavni
zkousejici poskytne CRO a/nebo zadavateli
veskeré dal$f nezbytné certifikace nebo
podpiirnou dokumentaci ohledné jeho
elektronicky generovaného podpisu

v souladu s timto oddilem.

35. Publication of the contract
The Parties agree that this Contract shall ne

35, Zvefejn&ni smlouvy. Smluvni strany souhlasi
s tim, Ze tato smlouva bude uveiejnéna ve
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published in the Public Register of Contracts
(heirenafter reffered to as the *‘Registry of
Contracts‘‘) to the extent required by applicable
laws, in particular Act No. 340/2015 Coll., on
the Register of Contracts, as amended. Prior to
the execution of this Contract, the CRO and/or
the Contracting Authority shall prepare and
submit to the Institution y email to

a modified version of the Contract in PDF
format (hereinafter referred to as the "Modified
Contract"), from which it shall remove any
information which, in the reasonable opinion of
the CRO or the Sponsor, constitutes a trade
secret or confidential information of the CRO or
the Sponsor. The Institution shall cause the
Modified Contract to be published in the
Register of Contracts within five (5) days of the
date of the last signature of the Contract and
Notification by the Register of Contracts
Administrator of the publication of the Contract
shall be sent to: ..... as soon as reasonably
possible, but no later than seven (7) days after
the date of the last signature of the Contract.
The total amount expected to be paid to the
health facility under this contract is ...

vefejném registru smluv (déle jen registr
smluv) v rozsahu, v jakém to vyZzaduji platné
zakony a zejména zdkon &. 340/2015 Sb., o
registru smluv, v platném znéni. P¥ed uzavienim
této smlouvy CRO a/nebo zadavatel pfipravi a
predlozi zdravotnickému zafizeni e-mailem na
adresu upravenou verzi smlouvy ve
forméatu PDF (déle jen ,,upravend smlouva®), ze
které odstrani veskeré informace, které podle
opodstatnéného nazoru CRO nebo zadavatele
piedstavuji obchodni tajemstvi nebo diivérné
informace CRO nebo zadavatele. Zdravotnické
zaifzen{ zajisti uvefejnéni upravené smlouvy v
registru smluy do péti (5) dni od data posledniho
podpisu smlouvy a Notifikace spravce registru
smluv o uvetejnéni smlouvy bude zasldna na e-
mail: ..., jakmile to bude piim&fend
proveditelné, nejpozdgji viak do sedmi (7) dnli
od data posledniho podpisu smlouvy.
Predpokladand celkova &astka, kterd md byt
vyplacena zdravotnickému zatizeni podle této
smlouvy, &inf ... .

[SIGNATURE PAGE FOLLOWS]

[NASLEDUJE STRANA S PODPISY]

Agreed to and accepted:

Schvéleno a prijato:

CRO
CRO

DocuSigned by:

Printed Name
Jméno hillkovym pismem

Title
Funkece

INSTITUTION
ZDRAVOTNICKE ZARIZENI

Signature
Podpis

Printed Name
Jméno hiilkovym pismem

Title
Funkce
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Date Date
Datum Datum

PRINCIPAL INVESTIGATOR
HLAVNI ZKOUSEJICI

Signature
Podpis

Printed Name
Jméno hiilkovym pismem

Title
Funkce

Date
Datum
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ATTACHMENT A PRILOHA A
PAYMENT TERMS PLATEBNI PODMINKY

A-1. General Terms. Payee will be
compensated as outlined on Attachment B
for Study Subjects propetly enrolled in the
Study. This amount constitutes the full
compensation for the work to be completed,
including all work and care specified in the
Protocol for the Study, along with all
overhead and administrative services. No
compensation will be available for Study
Subjects enrolled in the Study in violation of
the Protocol.

A-1. V3eobecné podminky. Piijemce plateb
obdrzi Ghradu podle piflohy B za studijni
subjekty fadné& zafazené do studie. Tato
Castka predstavuje iiplnou odmé&nu za prace,
,veetné viech praci a pée uvedenych

v protokolu studie, spole&né s vekerymi
reZijnimi ndklady a administrativnimi
sluzbami. Za studijni subjekty zafazené do
studie v rozporu s protokolem nebude
poskytnuta Zadné Ghrada.

A-2. Payment Terms. Payments for each
Study Subject will be made bi-annually and
based on CRF data entered by Institution
and/or Principal Investigator supporting
enrolled Study Subject visitation. Payments
will be made in accordance with Attachment
B, unless otherwise noted in the Agreement.
Invoices will be paid by CRO via electronic
fund transfer or wire transfer as soon as
practicable upon receipt of invoices but no
later than forty five (45) calendar days of
receipt of an undisputed invoice. For Study
Subject visits that may be payable under the
terms of this Agreement, Payee will be paid
the total amount earned, less ten percent (10
%), for the Final Payment (hereinafter
defined). Monitoring (onsite and remote will
occur based on site enrollment and
completion of data entry. All queries must
be resolved within five (5) business days of
receipt by Institution and/or Principal
Investigator any time during the Study.
Payee must submit any final invoices within
thirty (30) calendar days after the close-out
visit of the Study at the Institution. Any
invoices received thereafter may not be
paid. Payee will have sixty (60) calendar

A-2. Platebni podminky. Platby za kazdy
studijni subjekt budou hrazeny pololetné a na
zdklad¢ udaji  ve formuldfich CRF
zdravotnickym zafizenim a/nebo hlavnim
zkousejicim dokladajicich navstévy
zafazenych studijnich subjektt. Platby budou
hrazeny vsouladu s pfilohou B, pokud
nebude ve smlouv& uvedeno jinak. Faktury
bude CRO hradit elektronickym prevodem
finanénich prostfedkd nebo bankovnim
pfevodem co nejdiive po obdrZeni faktur,
av8ak nejpozd€ji do Ctyficeti péti (45)
kalenddfnich dnli od obdrZeni nesporné
faktury. Za navstévy studijnich subjektq,
které lze proplatit podle podminek této
smlouvy, dostane piijemce plateb celkovou
dastku, na niz mu vznikl néarok, sniZenou
odeset procent (10 %), kterd budou
zapoCtena v zavére¢né platbé (definovana
nize). Monitorovan{ (na pracovidti ana
dalku) bude probihat na zdkladé zafazeni
veentru a vyplnéni datovych zdznami.
VSechny dotazy musi byt kdykoli b&hem
studie vyfeseny do péti (5) pracovnich dnil od
jejich obdrzeni zdravotnickym zafizenim
a/nebo hlavnim zkousejicim. Pi{jemce plateb
musi pfedlozit zavére¢né faktury do tficeti
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days after the date of the close-out visit of
the Study at the Institution to dispute any

The underlying documents for invoices, and
all notices addressed to the Institution shall
be sent by CRO/Sponsor to the Department
of Clinical Trials and Research at: Oddéleni
klinického hodnoceni a vyzkumu, U
nemocnice 2/499, Praha 2, 128 08, Czech

Any failure to provide the CRO with the
invoice documentation does not deprive the
Institution of the right to issue the relevant
invoice according to the payment terms
agreed in the Contract. In the event of late
payment that is not attributable to the
Institution, the CRO shall be obliged to pay
interest on late payment in accordance with
the applicable law. All payments transferred
by the CRO to the Institution will be clearly
identified by invoice number or specific
clinical trial number symbol.

payment discrepancies or missing payments.

(30) kalendainich dnli po zédvére¢né navstéve
ve studii ve zdravotnickém zafizeni. Jakékoli
faktury obdrZené potom nelze uhradit.
Piijemce plateb bude mit Sedesit (60)
kalendéinich dnti od data zdvéredné navstévy
ve studii ve zdravotnickém zaiizeni na
rozporovani  jakychkoli ~ nesrovnalosti
v platbach nebo chybg&jicich plateb. Podklady
pro fakturaci klinického hodnoceni budou
zaslana CRO na Oddéleni klinického
hodnoceni a vyzkumu, U Nemocnice 2/499,
Praha 2, 128 08, Ceska republika, kontaktni
osoba referent ﬁnﬁ:i -=
Piipadné nedodéni podkladd k fakturaci
CRO nezbavuje zdravotnické zaiizeni prava
vystavit pfislusnou fakturu dle platebnich
podminek dohodnutych ve smlouvé. V
piipadé pozdni platby, které nelze Zddnym
zplisobem pFicist zdravotnickému zafizeni,
bude CRO povinna/en proplatit urok z
prodleni dle platného zdkona. Vechny
platby pievedené CRO zdravotnickému
zafizen{ budou jednoznalné identifikovény
gislem faktury nebo specifickym symbolem
&isla klinického hodnoceni.

A-3. Additional Non-Procedural Costs or
Study Related Costs. Institution will be paid
for additional non-procedural costs or
additional Study related costs that are
pre-approved by Sponsor, as set forth in
Attachment B. To request payment for such
costs, Payee will remit an itemized invoice
to Sponsor or CRO with documentation and
receipts substantiating agreed-upon pass-
through expenses. Any additional non-
procedural costs or additional Study related
costs will be invoiced only in the amount
actually incurred with no mark-up, up to the
maximum amounts shown in Attachment B.

A-3, Dal8i naklady nesouvisejici s postupy
ve studii nebo ndklady souvisejici se studii.

Zdravotnickému zaiizeni budou uhrazeny
dal8i ndklady nesouvisejici s postupy ve
studii nebo naklady souvisejici se studii,
které jsou piedem schvéaleny zadavatelem,
jak je stanoveno v piiloze B. Pfi Zadosti

o Ghradu t&chto nakladd vystavi pifjemce
plateb polozkovou fakturu zadavateli nebo
CRO s doklady a uétenkami dokladajicimi
dohodnuté piefakturovavané vydaje.
Veskeré dalsi naklady nesouvisejici

s postupy ve studii nebo naklady souvisejici
se studii budou fakturovény vyhradné

ve vy§i skute¢n& vzniklych vydajt az do
maximalni astky uvedené v ptiloze B, bez
jakéhokoli navySeni ceny.
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A-4. Final Payment. At the conclusion of
the Study, all CRFs and Study-related
documents will be promptly made available
for Sponsor review. The final payment
(“Final Payment”) will be paid once: all
CRFs have been completed and received;
data queries have been satisfied.All
outstanding queries that affect the Final
Payment must be resolved within five (5)
business days of receipt by Institution and/or
Principal Investigator. Sponsor or CRO will
perform final reconciliation of all payments
made to date against total amount due and
CRO will promptly pay Institution amounts
remaining unpaid, if any. Institution will
promptly reimburse Sponsor any unearned
or overpaid amounts previously paid to
Institutione within thirty (30) calendar days
of notification by Sponsor or CRO.

A-4. Zavérelna platba. Pfi ukondeni studie
budou zadavateli neprodlené predloZeny ke
kontrole veskeré formuléie CRF a
dokumenty tykajici se studie. Zavéreéna
platba (dale jen ,,zavérecna platba™) bude
uhrazena po splnéni nasledujicich
podminek: byly vyplnény a obdrzeny
vSechny formulaie CRF; byly zodpovézeny
dotazy tykajici se idajh; V8echny
nevyfizené dotazy, které maji vliv na
zavéreCnou platbu, musi byt vyteSeny do
péti (5) pracovnich dnti od jejich obdrZzeni
zdravotnickym zafizenim a/nebo hlavnim
zkousejicim. Zadavatel nebo CRO provede
zavérecné sesouhlaseni v8ech plateb
uCinénych k danému datu oproti celkové
dluzné éastce a CRO ihned uhradi
zdravotnickému zafizeni pFipadnou &astku,
kterou zbyva uhradit. Zdravotnické zatizeni
neprodlené vrati zadavateli veskeré
nezaslouzené ¢astky &i preplatky, které mu
byly difve vyplaceny, do tficeti (30)
kalendérnich dn@ od oznameni ze strany
zadavatele nebo CRO.

A-5. Taxes.

A-5. Dané.

(1) Payments shown in Attachment B do
not include Value Added Tax (“VAT”).
If the Institution is VAT registered, and if
VAT is required under the Applicable
Law, VAT should be added and shown
on the invoice by the Institution at the
applicable VAT rate, along with
Institution’s VAT registration number,
All cross border tax payments will be
zero rated under reversed charge
according to Applicable Law. If this is
the case, Institution will not add VAT to
the invoice, and the appropriate wording
should be displayed on the invoice in
accordance with Applicable Law.

(1) Platby uvedené v piiloze B nezahrnuji
dari z pfidané hodnoty (dale jen ,,DPH®).
Pokud je Zdravotnické zafizeni
registrovano k DPH a pokud je DPH
vyZadovéna platnymi zdkony,
zdravotnické zatizeni ptida DPH

v pfislusné sazbé DPH a uvede na
faktuie, spolecné s registraénim &islem
DPH zdravotnického zafizeni. VSechny
pieshraniéni dafiové platby budou nulové
v ramci pienesen{ dafiové povinnosti
podle platnych zakond. Je-li tomu tak,
zdravotnické zatizen{ na faktufe neuvede
DPH, ale ptisludny text v souladu s
platnymi zakony.

(2) Institution acknowledges and agrees
that it is solely responsible for the

(2) Zdravotnické zafizeni potvrzuje a
souhlas{ s tim, Ze je vyhradn€ odpovédny
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payment of any and all contributions and
taxes imposed by any applicable
authority with respect to or measured by
compensation paid to Institution under

this Agreement. CRO or Sponsor will not

be responsible for the withholding or
payment of any such required
contributions or taxes.Institution accepts
full responsibility for reporting all
payments received, under this
Agreement, to the relevant taxation
authorities as required by Applicable
Law.

za thradu veskerych poplatki a dani
uloZenych piislusnym organem

s ohledem na odménu vyplacenou
zdravotnickému zaf{zeni podle této
smlouvy nebo na jejim zékladé
vyméfenou. CRO ani zadavatel nebudou
odpovidat za srazky ¢&i uhrady jakychkoli
takovych poplatkd ¢i dani. Zdravotnické
zatizeni pfijima uplnou odpovédnost za
pfiznani vSech pfijatych plateb podle této
smlouvy piistus§nym dafiovym uradtim,
jak to vyzaduji platné zdkony.

A-6. Payee. The payments will be made to
the following Payee and address (“Payee”):

A-6, Prijemce plateb. Platby budou
poukazovany nasledujicimu pi{jemci plateb
a na adresu (dale jen ,,pi{jemce plateb®):

Institution Name: General University
Hospital Prague

Jméno zdravotnického zafizeni:
V3ieobecna fakultni nemocnice v Praze

Institution Address: U Nemocnice 499/2,
128 08 Praha 2, Czech Republic

Adresa zdravotnického zafizeni: U
Nemocnice 499/2, 128 08 Praha 2, Ceska
republika

Institution Tax Identification Number:

Dariové identifikaéni &islo zdravotnického
zafizeni:

Institution Contact Email address: ||

E-mailov4 adresa kontaktni osoby
zdravotnického zafizeni:

Institution Contact Person: Financial
Officer

Kontaktni osoba zdravotnického zafizeni:
referent financ{
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Davérné

In case of changes in the Institution’s bank
account details, Institution is obliged to
inform CRO in writing via the CRO
payment authorization form (“PAF”).
Parties agree that in case of changes in bank
details which do not involve a change of
Payee or change of country location of bank
account, no amendment to this Agreement
shall be required.

V piipadé zmén bankovnich tdaji prfijemce
plateb je piijemce plateb povinen pisemné
informovat CRO prostiednictvim formuléie
CRO pro autorizaci platby (dale jen ,,FAP®).
Smluvni strany se dohodly, Ze v piipadé
zmén bankovnich udaju, které nezahrnuji
zménu pifjemce platby nebo zménu zemé
bankovniho tétu, neni vyZadovan zadny
dodatek této smlouvy.

A-7. Invoices. All invoices must be issued
to the following as instructed in English:

A-7. Faktury. Viechny faktury musi byt
vystaveny v angli¢ting podle nasledujicich
pokynii:

All invoices and payment related queries -
including the Project Code- must be sent to: E-
nail: I

When sending the invoice via email following
people should be included in CC:

V3echny faktury a dotazy tykajici se plateb,
véetné kddu projektu, musi byt zasilany na: E-

Pii zasléni faktury e-mailem je tieba do kopie
zahrnout nasledujici osoby:

In case hard copy invoices need to be processed,
they must be sent to the CRO address stated in
this Section.

V piipadé, Ze je tieba zpracovat faktury v ti§téné
podobé, musi byt tyto faktury zaslany na adresu
CRO uvedenou v tomto oddilu.
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Divérné

Each invoice must contain: (1) Sponsor’s name,
(2) Protocol number, (3) Project Code,

(4) Principal Investigator’s name, (5) site
number, (6) Institution contact telephone
number and email address, (7) a summary of the
reimbursement to be made in compliance with
the Attachment B, (8) if the Institution is VAT
registered, the Institution VAT registration
number, and (9) for cross border tax payments:
(i) the CRO VAT number (ii) and the note
“VAT is zero rated under reversed charge”.

Na kazdé faktuie musi byt uvedeno: (1) jméno
zadavatele, (2) &islo protokolu, (3) kéd projektu,
(4) jméno hlavniho zkousejiciho, (5) &islo
pracoviité, (6) kontaktni telefonni ¢islo a e-
mailov4 adresa zdravotnického zatizeni, (7)
souhrn tihrad, které maji byt provedeny

v souladu s pfilohou B, a (8) pokud je
zdravotnické zatizeni platcem DPH, registracni
¢islo platce DPH a (9) u pieshraniénich
datiovych plateb: (i) DIC CRO (ii) a poznémka
,,DPH je nulova v rdmci pfeneseni dafiové
povinnosti®..

Institution will not receive any payments for
pass through expenses whereby Institution
has failed to produce actual copy invoices or
other documentation clearly substantiating
that the expenditures were actual,
reasonable, and verifiable in the amount
submitted for compensation.

Zdravotnické zafizeni neobdrzi Z&dné platby
za prefakturovavané vydaje, pokud
nepiedlozi skuteéné kopie faktur nebo jiné
doklady jasn& dokazujici, Ze vydaje byly
skute¢né, priméfené a ovéfitelné, pokud jde
o &astku piedloZenou k uthradé.

ATTACHMENT B

PRILOHA B

FINANCIAL ARRANGEMENTS
WORKSHEET

TABULKA FINANCNICH UJEDNANI

FINANCE SUMMARY BOX
FINANCN{ SOUHRN

Invoice Currency:

Meéna na faktufe:

CRO Contracting Entity:
Smluvni subjekt CRO:

Activity / Cinnost

Cost / Naklady
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