CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE ZKOUSCE

Institution Name:

University Hospital Ostrava

17. listopadu 1790/5, 708 52 Ostrava-Poruba, Czech
Republic

Company ID: 00843989

Tax ID: CZ00843989

Establishment list of Ministry of Health of 25 November
1990 File no. OP-054-25.11.90

The following is entitled to act and sign in matters of
this contract: doc. MUDr. Petr Vavra , Deputy Director
for Science and Research

Banking: XXXXX

Bank Address: XXXXX
Account number: XXXXX
IBAN: XXXXX

BIC code (SWIFT): XXXXX
Variable symbol: XXXXX

Nazev nemocnice:

Fakultni nemocnice Ostrava

17. Listopadu 1790/5, 708 52 Ostrava-Poruba, Ceska
republika

IC: 00843989

DIC: CZ00843989

Z¥izovaci listina MZ CR ze dne 25. Listopadu 1990 &.j.
OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat a
podepisovat: doc MUDr. Petr Véavra, naméstek feditele
pro védu a vyzkum

Bankovni spojeni: XXXXX
Adresa banky: XXXXX
Cislo Giétu: XXXXX

IBAN: XXXXX

BIC kod (SWIFT): XXXXX
Variabilni symbol: XXXXX

Principal investigator Name: MUDr. Jaroslav Klat,
Ph.D.,

University Hospital Ostrava, Department of Obstetrics
and Gynecology, 17. Listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic

Jméno hlavniho zkousejiciho: MUDr. Jaroslav KIat,
Ph.D.,
pracovi§té Fakultni nemocnice Ostrava, Gynekologicko-

porodnicka klinika, 17. listopadu 1790/5, 708 52
Ostrava-Poruba, Ceska republika

Study Device: Novocure - NovoTTF-100L(O)

Hodnocené zarizeni: Novocure — NovoTTF-100L(O)

Protocol: EF-28 - ENGOT-ov50/ INNOVATE -3:
Pivotal, randomized, open-label study of Tumor
Treating Fields (TTFields, 200kHz) concomitant with
weekly paclitaxel for the treatment of platinum-
resistant ovarian cancer (PROC)

Protokol: EF-28 - ENGOT-0v50/ INNOVATE -3:
Pivotni, randomizovana, otevirena studie poli 1é¢icich
tumor (TTFields, 200 kHz) p¥i soubéZzném podavani
paclitaxelu p¥i 1é¢bé karcinomu ovaria rezistentniho
na platinu (PROC)

Effective Date: date of last signature below

Datum nabyti u¢innosti: Datum posledniho podpisu
uvedeného niZe

THIS CLINICAL TRIAL AGREEMENT (together
with its Exhibit, the “Agreement”) is made as of the date
specified above by and among Novocure GmbH
(Switzerland), a corporation organized under the laws of
Switzerland with a principal place of business at Park 6,
6039 Root D4, Switzerland, VAT ID

TATO SMLOUVA O KLINICKE ZKOUSCE
zdravotnického prostitedku (spoleéné s prilohami, dale
jen ,,smlouva“) je uzaviena k shora uvedenému datu
mezi spole¢nosti Novocure GmbH (Svycarsko),
spolecnosti ustanovenou dle Svycarskych zakond s
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CHE-237.890.967, (“Sponsor”), the institution
(hereinafter “Institution”) and the Principal Investigator,
who is an employee of the Insitution (hereinafter
“Investigator”), as identified above.

hlavnim mistem podnikani na adrese Park 6, 6039 Root
D4, Svycarsko, DIC: CHE-237.890.967,(dale jen
»zadavatel*), nemocnici, (dale jen ,,nemocnice®) a
hlavnim zkousejicim, ktery je zaméstnancem nemocnice
(déle jen ,,zkousejici®).

1. Background. Sponsor wishes to sponsor a
study of the device identified above (the “Study
Device”) at Institution as part of Sponsor’s research
and development and clinical activities. Sponsor has
appointed Novocure GmbH, a company organized
under the laws of Germany with a business address at
Elektrastrale 6, 81925 Munich, Germany as
Sponsor’s EU legal representative. Investigator, who
is employed by Institution and experienced in the
conduct of clinical studies in humans, desires to
participate in the clinical study program described in
the Protocol identified above (the “Study”) as a
clinical investigator at the Institution, and Sponsor
desires that Investigator participate in the Study.
Sponsor and Institution have agreed that the Study
will be conducted at Institution under the terms and
conditions set forth below.

1. Vychozi informace. Zadavatel si pieje
financovat studii tykajici se shora uvedeného zatizeni
(dale jen ,hodnocené zatizeni) v nemocnici jako
soucast vyzkumu a vyvoje zadavatele a klinickych
¢innosti. Zadavatel stanovil Novocure GmbH,
spolecnost ustanovenou dle némeckych zakont, se
sidlem na adrese ElektrastraBe 6, 81925 Munich,
Némecko, zdkonnym zastupcem zadavatele pro EU.
Zkousejici, ktery je v nemocnici zaméstndn a ma
zkuSenosti s provadénim klinickych studii u lidi, si
pfeje ucastnit se programu klinické studie popsaného
ve vyse uvedeném protokolu (dale jen ,studie®) jako
klinicky zkous$ejici v nemocnici a zadavatel si pieje,
aby se zkousejici této studie ucastnil. Zadavatel a
nemocnice souhlasi, ze bude studie v nemocnici
provadéna za podminek, které jsou uvedeny nize.

2. Conduct of the Study.

2. Provadéni studie.

2.1 Investigator. The Study will be conducted
under the protocol, this Agreement and the direction
of Investigator. Institution and Investigator will carry
out the Study in a competent manner consistent with
high scientific and professional standards, with strict
adherence to the protocol provided by Sponsor to
Institution, the title of which is set forth herein above,
as it may be amended from time to time (the
“Protocol”), this Agreement and Sponsor’s and its
designees’ written instructions, and Institution and
Investigator shall not use the Study Device for any
other purposes. Institution, Investigator and Sponsor
will comply with all applicable government laws,
regulations and guidance where the Study is being
conducted including, but not limited to, including Act
No. 378/2007, on Medicines, as amended, Act No.
268/2014 on Medical Devices, Act No. 372/2011, on
Health Services, as amended, Decree No. 226/2008,
on Good Clinical Practice and Conditions of Clinical
Evaluation of Medicines, as amended, and Act No.
101/2000, on the Protection of Personal Data, as
amended, 1SO 14155:2011, the most recent version
of the Declaration of Helsinki, and all applicable
medical privacy laws and regulations including but

2.1  ZkouSejici. Studie se bude provadét podle
protokolu, této Smlouvy a pokyni zkousejiciho.
Nemocnice a zkousejici budou provadét studii
kompetentnim zptsobem, v souladu s vysokymi
védeckymi a profesionalnimi standardy, budou pfisné
dodrzovat protokol, ktery poskytl nemocnici
zadavatel a jehoz nazev je uveden vyse, a ktery mize
byt ¢as od ¢asu pozménén (dale jen ,,protokol), tuto
smlouvu apisemné pokyny zadavatele ajim
povétenych osob a nemocnice ani zkousejici nebudou
pouzivat hodnocené zatizeni k Zddnym jinym wGceltim.
Nemocnice, zkousejici a zadavatel budou dodrzovat
veskeré pfislusné zéakony, smérnice a doporuceni v
misté, kde se studie provadi, mimo jiné, vcetné
zakona €. 378/2007 Sb. o 1éCivech, v platném znéni,
zdakona ¢. 268/2014 Sb. o zdravotnickych
prostfedcich, zakona ¢. 372/2011 Sh., o zdravotnich
sluzbach, v platném znéni, vyhlasky ¢. 226/2008 Sb. o
spravné Kklinické praxi a podminkach klinického
hodnoceni 1é¢iv, v platném znéni a zdkona C.
101/2000 Sb., o ochrané osobnich udajt, v platném
znéni, ISO 14155:2011, posledniho znéni Helsinské
deklarace a veskerych platnych zadkoni a smérnic
tykajicich se zachovavani daveérnost zdravotnich
informaci, mimo jiné v¢etné nafizeni (EU) 2016/679,
znamého jako nafizeni na ochranu osobnich Gdaji
(,,GDPR*) (souhrnné& nazvané ,,rozhodné pravo“).

EF-28_CTA_Czech Bilingual_ UNIVERSITY HOSPITAL OSTRAVA_final_30Jul2019

2




not limited to the Regulation (EU) 2016/679 also
referred as the General Data Protection Regulation
(“GDPR”) (collectively “Applicable Law™).

The expected duration of the Study is from the date
of signature of this Agreement until 31.12.2024. Any
deviation of the effective duration from the presumed
duration exceeding this period by more than 6 months
requires an amendment to this Agreement in the form
of a written amendment.

Predpokladand doba trvani studie je od podpisu této
smlouvy do 31.12.2024. Piipadna odchylka skute¢né
doby trvani od predpokladané doby trvani piesahujici
tuto dobu o vice nez 6 mésicli vyzaduje zménu této
smlouvy ve formé pisemného dodatku.

2.2 Protocol. From time to time, Sponsor shall
have the right to amend the Protocol by providing a
proposed amendment to Institution for approval by
the IRB and/or EC (as defined below). Upon the
IRB’s and/or EC’s approval thereof (as applicable),
the Protocol shall automatically be amended without
any further action of the Parties except for Protocol
amendments that have an impact on the financial
aspects, for which a formal contract amendment shall
be executed, reflecting such financial impact.

2.2 Protokol. Zadavatel bude mit pravo ¢as od
¢asu protokol pozménit poskytnutim navrhovaného
dodatku nemocnici ke schvaleni ze strany IRB a/nebo
EK (definovany nize). Na zakladé schvaleni dodatku
ze strany IRB a/nebo EK (podle toho, co se vztahuje)
bude protokol automaticky pozménén bez jakéhokoli
dalsiho tukonu smluvnich stran, kromé dodatku
protokolu, které maji vliv na finan¢ni aspekty; z
tohoto diivodu vznikne dodatek s formélni smlouvou,
ktery zohledni takovy finan¢ni dopad.

2.3 Personnel. Institution will arrange for qualified
medical, technical, laboratory, clerical and other
personnel necessary and desirable to support
Institution’s obligations under this Agreement.
Further, Investigator will ensure that all personnel
involved in the Study (a) are subject to obligations of
confidentiality similar to those that apply to
Institution and Investigator under this Agreement; (b)
are, at Sponsor’s initiative and expense, trained by
Sponsor to use the Study Device, and use it in
accordance with the user's manual provided by
Sponsor in this regard.

2.3 Personal. Nemocnice zajisti kvalifikovany
zdravotnicky, technicky, laboratorni, administrativni a
dalsi personal, ktery je nezbytny a potifebny k
podpofeni zavazkd nemocnice plynoucich z této
smlouvy. Dale zkousSejici zajisti, aby personal, ktery
je do studie zapojen, (a) byl vazan povinnostmi
zachovani ml¢enlivosti, podobnymi jako jsou ty, které
podle této smlouvy plati pro nemocnici a
zkousejiciho, (b) byl na popud zadavatele a na jeho
ndklady  vySkolen zadavatelem k  pouZivani
hodnoceného zafizeni a pouzival je v souladu s
ptiru¢kou pro wuzivatele, kterou zadavatel v této
souvislosti poskytl.

2.4 No Conflicts or Debarment. Institution will
use reasonable efforts to ensure that neither
Investigator nor, if known, any personnel
participating in the Study (a) are under any
contractual or other obligations or restrictions which
hinder the performance of Institution’s and
Investigator’s obligations under this Agreement, (b)
have a financial or other interest in Sponsor or the
outcome of the Study which might interfere with their
independent judgment, or (c) have been debarred, or
are under consideration to be debarred, by the United
States Food and Drug Administration (the “FDA”)
from working in, or providing services to, any
pharmaceutical, medical device or biotechnology
company. Institution has obtained and will maintain
all authorizations and permits required by Applicable
Law for Institution and Investigator to conduct the
Study under this Agreement.

2.4  Bezkonfliktnost nebo neexistence zékazu
¢innosti. Nemocnice vyvine rozumné usili k zajisténi
toho, Ze ani zkouSejici, a pokud je ji zndmo ani
personal, ktery se na studii podili, (a) nemaji zadny
smluvni ani jiny zavazek nebo omezeni, ktera brani
vykonévani povinnosti nemocnice nebo zkousejiciho
podle této smlouvy, (b) nemaji finanéni ani jiny zajem
na zadavateli nebo vysledku studie, ktery by mohl byt
Vv rozporu s jejich nezavislym tsudkem, nebo (c) jim
nebyla zakdzana ¢innost a ani se ze strany amerického
Utadu pro potraviny a léky (dale jen ,,FDA®) u nich
neuvazuje o zakazu prace nebo poskytovani sluzeb
pro jakoukoli farmaceutickou nebo biotechnologickou
spolecnost nebo spolecnost vyrabéjici zdravotnické
prostiedky. Nemocnice ziskala a bude zachovavat
vSechna opravnéni a povoleni, ktera jsou rozhodnym
zdkonem pozadovana pro nemocnici a zkousejiciho
pro provadéni studie podle této smlouvy.
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2.5 Institutional Review Board, Ethics
Committee. Sponsor shall issue a positive opinion of
the relevant ethics committees and the consent of
SUKL Institution and Investigator will coordinate
with the relevant institutional review board (the
“IRB”) and Ethics Committee (the “EC”) to obtain
the IRB’s/EC’s written approval of Investigator’s
conduct of the Study at Institution, including
approval of the Protocol and the informed consent
form provided by Sponsor and to be executed by all
subjects enrolled by Investigator in the Study (the
“Informed Consent Form”). Institution will be
responsible for providing Sponsor with a copy of
such approval, together with all relevant
correspondence with the IRB/EC regarding such
approval. In addition, Institution and Investigator will
coordinate with the IRB/EC to obtain review and
approval in writing of any amendments made to the
Protocol.

2.5  Institucionalni hodnotici komise, Eticka
komise. Zadavatel zajisti vydani souhlasného
stanoviska pfislusnych etickych komisi a povoleni
SUKL. Nemocnice a zkousejici budou spolupracovat
na koordinaci s pfislusnou institucionalni hodnotici
komisi (“IRB”) aetickou komisi (,,EK*), tak, aby byl
ziskdn pisemny souhlas s provadénim studie
zkousejicim v nemocnici, véetné schvaleni protokolu
a informovaného souhlasu, ktery poskytl zadavatel a
ktery  podepisi  vSechny subjekty, zafazené
zkouSejicim do studie (,formuldf informovaného
souhlasu“).  Nemocnice bude povinna poskytnout
zadavateli kopii takového souhlasu a veSkerou
ptislusnou korespondenci s IRB/EK, tykajici se
takového souhlasu. Kromé toho bude nemocnice a
zkou$ejici  spolupracovat s IRB/EK na  ziskéani
hodnoceni a pisemného souhlasu s veSkerymi
dodatky, u¢inénymi k protokolu.

2.6 Prompt Notice. Institution and/or Investigator
will, promptly upon gaining knowledge thereof, and
in any event, notify Sponsor of any (a) deviations
from the Protocol necessary to protect the safety,
rights or welfare of subjects enrolled in the Study
within not more than one (1) working day from
occurrence, (b) serious adverse event which occurs to
a subject in the Study within not more than one (1)
working day from occurrence, or, () communication
with a regulatory agency concerning, as soon as
practicably possible and within not more than three
(3) working days from occurrence, (i) the Study,
including any requests to inspect, examine, copy or
remove records of the Study, (ii) the qualification of
Institution or Investigator to perform the Study.
Similarly, Sponsor will promptly advise Institution
and Investigator of adverse reactions or side-effects
related to the Study Device which may become
known to the Sponsor during the course of the Study.

2.6 Bezodkladné upozornéni. Nemocnice a/nebo
zkousejici bezodkladng, ihned po zjisténi takové véci
a v kazdém piipadé upozorni zadavatele o (a)
jakychkoli odchylkach od protokolu nezbytnych k
ochran¢ bezpecnosti, prav nebo prospéchu subjektii
zatazenych do studie, a to béhem ne vice nez jednoho
(1) pracovniho dne od udalosti, (b) zavazné nezadouci
ptihodé¢, ktera se objevi u subjektu béhem studie, a to
béhem ne vice nez jednoho (1) pracovniho dne od
udélosti, (c) komunikaci s ptislusnym regulaénim
orgdnem, a to jakmile to je prakticky moZné a ne
pozdéji nez tfi (3) pracovni dny ode dne udalosti,
pokud jde o (i) studie, vCetné veskerych Zadosti o
inspekci, pfezkoumani, kopirovani nebo odstranéni
zaznamu tykajicich se studie, (ii) kvalifikace
nemocnice nebo zkousejiciho k provadéni studie.
Podobné zadavatel neprodlené upozorni nemocnici a
zkousejictho na nezadouci ucinky nebo vedlejsi
ucinky tykajici se hodnoceného zafizeni, které muiize
zadavatel zjistit v prub¢hu studie.

2.7 JCI. In order to ensure the same quality and
safety standards in patient care for clinical research as
commonly applied by Institution in its regular
activities in accordance with the Joint Commission
International standards adopted by Institution, and
without derogating from any of Institution’s
obligations hereunder and under Applicable Law,
Sponsor shall comply with the following obligations:
(a) Sponsor will use trained and qualified employees
or contractors to manage and coordinate the Study;
(b) Sponsor will ensure that multi-center Study
reporting is reliable and valid, statistically accurate,

2.7 JCI. Aby byla zajisténa stejna kvalita a
bezpecnost standardu péce o pacienty pii klinickych
studiich, jakou nemocnice bézné poskytuje pfi
bé€znych cinnostech v souladu s mezindrodnimi
standardy spole¢né komise, které nemocnice pfijala a
aniz by wustupovala od povinnosti nemocnice
stanovenych touto smlouvou nebo od pfislusného
zakona, vyhovi zadavatel nasledujicim povinnostem:
(a) zadavatel bude k provadéni a koordinaci studie
vyuzivat vyskolené a kvalifikované zaméstnance nebo
smluvni strany; (b) zadavatel zajisti, aby byly zpravy
multicentrickych studii spolehlivé a platné, statisticky
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ethical, and unbiased. The same requirements are
applicable if multi-center Study data and multi-center
Study results are provided to Institution; (c) Sponsor
will not grant incentives to Study subjects or
Institution staff that would compromise the integrity
of the research; (d) Sponsor is responsible for
monitoring and evaluating the quality, safety and
ethics of the Study and will respect Institution’s
policies and processes when performing such
monitoring and evaluation activities; (€) Sponsor will
protect the privacy and confidentiality of the Study
subject data in accordance with all applicable laws
and regulations.

presné, etické a nestranné. Tytéz pozadavky plati i v
ptipadé, kdy jsou data z multicentrickych studii a
vysledky — multicentrickych  studii  poskytovany
nemocnici; (c) Zadavatel neposkytne subjektim
studie nebo zaméstnanctim nemocnice pobidky, coz
by ohrozilo integritu vyzkumu; (d) Zadavatel
odpovida za monitorovani a vyhodnoceni kvality,
bezpeCnosti a etické stranky studie a bude pfi
provadeéni takového monitorovani a vyhodnocovani
respektovat zasady a postupy nemocnice; (e)
Zadavatel bude chranit diivérnost udaji o subjektu
hodnoceni v souladu se vSemi pfisluSnymi zdkony a
nafizenimi.

2.8 Data controller. The Sponsor as data
controller shall provide sufficient safeguards in
respect of the technical and organizational measures
for processing patient data and shall take all
necessary measures to protect the personal patient
data from accidental or unauthorized destruction,
accidental loss, as well as from alteration, access and
any other unauthorized processing of the personal
data.

The informed consent form for Study subjects

shall be drawn up by the sponsor and the subject’s

signature will be obtained by the investigator

2.8  Spravce udaji. Zadavatel jako spravce udaji
zajisti dostateéné zabezpeceni, pokud jde o technicka
a organizani opatieni tykajici se zpracovani udaji o
pacientech a provede veskera nezbytna opateni, aby
ochranil osobni Udaje pacientt pted ndhodnym nebo
neopravnénym znicenim, neumyslnou ztratou, pired
pozménénim a pied piistupem k osobnim tdajim a
jejich neopravnénym zpracovanim.

Formuléf informovaného souhlasu pro subjekty studie
ptipravi zadavatel a podpis subjektu zajisti zkousejici.

3. Cost and Payment. For conducting the Study,
the Sponsor or its designee will pay the payee
identified in Exhibit A in accordance with the Budget
attached to Exhibit A. The Sponsor will not be
required to pay any amount which exceeds the
amount specified in the Budget for completion of the
Study, unless otherwise agreed to in writing by the
Sponsor (e.g. due to a Protocol amendment). No
further consideration, payments or rights shall be due
by Sponsor to Institution, Investigator or to any third
party pursuant to this Agreement.

Remuneration payments referred to in this article and
Annex A are the only and exclusive way of sound
financial settlement between the parties. The sponsor
hereby declares that it has not entered into a separate
agreement with the investigator for remuneration for
conducting the Study. The remuneration will be
shared between the Institution and the investigator
and his study team after deduction of costs under the
Institution’s internal regulations.

The Sponsor shall pay to the Institution a financial
reserve of CZK XXXXX to reimburse the travel
expenses of the study subjects to and from the
Institution and the discomfort associated with using

3. Naklady a platba. Za provadéni studie
zaplati zadavatel nebo jim povéfena osoba pfijemci
platby, uvedenému v Ptiloze A, Vv souladu

s rozpocétem piilozenym k Ptiloze A. Pokud zadavatel
pisemné neodsouhlasi néco jiného (naptf. z divodu
dodatku k protokolu), nebude od zadavatele
pozadovano zaplatit za dokonceni studie jakoukoli
Castku prevySujici Castku uvedenou v rozpoctu.
Zadavatel nebude mit ve vztahu k této smlouvé vici
nemocnici, zkousejicimu ani zadné treti strané zadné
dalsi zavazky, platby ani prava.

Platby odmény uvedené v tomto ¢lanku a piiloze ¢. A
predstavuji jediny a vyluény zptsob fadného finanéniho
vypofadani mezi smluvnimi stranami. Zadavatel timto
prohlasuje, Zze neuzaviel se zkouSejicim separatni
smlouvu na odménu za provedeni studie. Odména bude
mezi nemocnici a zkousejiciho a jeho studijni tym
rozdélena po odecteni nakladl podle vnitinich predpist
nemocnice.

Zadavatel uhradi nemocnici finanéni rezervu ve vysi
XXXXX K¢ na pokryti vydaji na cestovani subjektti do
a z nemocnice a nepohodli spojené s pouzivanim
studijniho zafizeni. Néhrada bude nemocnici vyplacena
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the study device. The reimbursement will be paid by
the Institution to the study subject in the amount of
CZK XXXXX per visit. The Institution agrees that
this payment is a financial reserve intended to be used
for reimbursement of patient travel expenses and
study related discomfort and any residual amount
shall be returned to the Sponsor. Upon the Sponsor’s
written request, the Institution shall return any unused
financial reserve to the Sponsor within thirty (30)
days of receiving the notice. Should three quarters of
the financial reserve be exhausted for reimbursement
of the study subjects the Institution shall be entitled
to make out another invoice for the same amount as
stated above and the Sponsor undertakes to pay it
within thirty (30) days of receiving the invoice.

Institution shall maintain written records of all
disbursements of funds from the financial reserve and
shall provide such written records to Sponsor on a
quarterly basis for Sponsor’s review, and at such
other times as Sponsor may reasonably request.
Institution shall be solely responsible for complying
with all applicable laws and regulations relating to
the management and disbursement of all funds.

subjektu hodnoceni ve vysi XXXXX K¢ za vizitu.
Nemocnice souhlasi s tim, Ze tato platba je finan¢ni
rezervou urenou na cestovni vydaje subjekti a
kompenzaci nepohodli spojeného se studii, a jakakoli
zbyvajici astka bude vracena zpét zadavateli. Na
zakladé pisemné zadosti zadavatele nemocnice navrati
jakoukoliv nevycerpanou finan¢ni rezervu do tficeti (30)
dnd po obdrzeni oznameni zadavatele. V piipadé, ze
dojde k vy€erpani tfi ¢tvrtin finanéni rezervy na ndhradu
subjektu hodnoceni, je nemocnice opravnéna vystavit
dalsi fakturu ve vySe uvedené vysi a zadavatel se ji
zavazuje uhradit ve lhuté tficeti (30) dn od obdrzeni
faktury.

Instituce si bude vést pisemné zaznamy o vSech vydajich
finan¢nich prostfedkd z finanéni rezervy a tyto pisemné
zaznamy poskytne Ctvrtletné zadavateli ke kontrole a v
dalsich ptipadech na opodstatnénou zadost zadavatele.
Instituce nese vyhradni odpovédnost za dodrzovani
vsech platnych zakonl a nafizeni tykajicich se fizeni a
vyplaceni v§ech finan¢nich prostiedku.

4, Records and Audits.

4, Zaznamy a audity.
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4.1  Sponsor's Access to Study Subjects. The
representatives of Sponsor, the Device Support
Specialists (“DSS”), shall have access to and shall be
permitted to interact with the Study subjects solely to
the extent necessary for purposes of training and
assisting Study subjects with the use of the Study
Device (“DSS Services”), receiving data from the
Study Device relating to the Study subjects’ use
thereof and such other purposes as are set forth in the
Protocol. Institution shall provide Sponsor reasonable
advance written notice regarding the time and place
of the Study subjects’ initial introduction to the Study
Device to ensure that a Sponsor representative can be
present for such introduction. Sponsor shall ensure
that (i) such DSS do not collect any other data than
those strictly necessary for the performance of the
DSS Services; (ii) the personal data are not kept
longer than strictly necessary for the performance of
the DSS Services and/or as required by applicable
law, and (iii) the Study subjects have consented with
the use of the DSS. For the part of the DSS Services
that take place at Institution’s premises, Sponsor shall
ensure that DSS comply with Applicable Law the
terms of this Agreement, including but not limited to
the obligations regarding confidentiality and privacy.

4.1 Pristup  zadavatele Kk subjektim studie.
Zéstupci zadavatele, specialisté na podporu zatizeni
(,DSS*) budou mit ptistup k subjektim studie pouze
v nezbytném rozsahu a bude jim povoleno s nimi
spolupracovat, aby je mohli $kolit a pomahat jim pfi
pouzivani hodnoceného zafizeni (,,sluzby DSS%),
ziskavani dat z hodnoceného zafizeni, ktera se tykaji
jeho pouzivani subjekty studie, a za takovymi dal§imi
ucely, které jsou uvedeny v protokolu. Nemocnice
bude zadavatele informovat pisemné s rozumnym
predstihem o Case a misté uvodniho predstaveni
hodnoceného zafizeni subjektim studie, aby bylo
zajiSténo, ze pii tomto pfedstaveni bude moci byt
ptitomen zastupce zadavatele.

Zadavatel zajisti, aby (i) DSS neshromazd'ovali zadné
dalsi udaje, kromé téch, které jsou pfisné nezbytné
pro provadéni sluzeb DSS; (ii) osobni Gdaje nebyly
uchovavany déle, nez je nezbytné nutné pro provadéni
sluzeb DSS a/nebo pro provadéni, jak je vyzadovano
piislusnym zakonem a (iii) subjekty studie souhlasily
s pouzitim DSS. Pro tu ¢ast sluzeb DSS, ktera probiha
v aredlu nemocnice, zajisti zadavatel, aby DSS
spliiovali prislusny zédkone, pokud jde o tuto smlouvu,
mimo jiné povinnosti, tykajici se davérnosti a
soukromi.

4.2  Complete and Accurate Records. Institution
and Investigator will maintain complete and accurate
records of the status and progress of the Study as
required by the Protocol. Institution will create and
maintain complete and up-to-date medical records of
Study subjects. Investigator will adhere to the
accuracy of the Study results as required by the
Applicable Law.

4.2 Kompletni a presné zaznamy. Nemocnice a
zkousejici budou vést kompletni a pfesné zdznamy o
stavu a postupu studie, jak vyzaduje protokol.
Nemocnice vytvori a bude vést kompletni a aktualni
I¢kaiské zaznamy tykajici se subjektd studie.
ZkousSejici bude dbat na presnost vysledku studie v
souladu s pozadavky rozhodného zakona.

4.3 Access to Records. Sponsor and its designees
will have access to all documentation, data and
information related to or resulting from the Study.
Upon reasonable advance notice, Institution will
permit Sponsor and its designees, at reasonable
intervals during normal business hours and at
mutually agreeable times, to inspect records and
reports collected and generated by Institution and
Investigator in the course of conducting the Study
and to inspect the facilities at which the Study is
conducted to verify compliance with this Agreement
and the Protocol and the accuracy of information
provided in connection with the Study. Subjects’
medical records will be made available where
appropriate for the purpose of source document
verification procedures. Investigator and /or
appropriate personnel will be available to and will
cooperate with Sponsor and its designees during any

4.3 Pristup k zaznamim. Zadavatel a jim povétené
osoby budou mit piistup k veskeré dokumentaci,
udajim a informacim plynoucim ze studie. Po
upozornéni  predem, ulinéném s rozumnym
predstihem, umozni nemocnice zadavateli a osobam
jim povéfenym v pfiméfenych intervalech béhem
bézné pracovni doby a ve vzajemné dohodnutych
Casech kontrolovat  zaznamy a zpravy,  které
nemocnice nebo zkouSejici v pribéhu provadéni
studie shromazdili, a zkontrolovat prostory, v nichz se
studie provadi, aby si provéfili dodrzovani této
smlouvy a protokolu, jakoz i pfesnost informaci
poskytnutych v souvislosti se studii. Tam kde to je
pottebné, budou zdravotni zaznamy subjektd
zpiistupnény pro TUcely ovéfovani zdrojového
dokumentu. Zkousejici a pfislusny personal budou
zadavateli a jim povéfenym osobam k dispozici a
budou spolupracovat pti jakékoli kontrole nebo auditu
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Sponsor review or audit or to discuss records and
reports related to the Study and to resolve any
questions relating to such records and reports. At the
request of Sponsor or its designees, Institution and
Investigator will promptly correct any errors or
omissions in such records and reports.

ze strany zadavatele nebo pii prodiskutovani zaznamii
a zprév souvisejicich se studii a za ulelem vyfeSeni
veskerych otazek tykajicich se takovych zdznamu a
hlaseni. Na zadost zadavatele nebo jim povétenych
osob opravi nemocnice a zkouSejici neprodlené
veskeré chyby nebo opomenuti v téchto zdznamech a
hlasenich.

4.4 Results.

4.4 Vysledky

4.4.1 Sponsor shall own all data and results
generated by Institution or Investigator in the conduct
of the Study except for the Study subject’s personal
medical records (collectively, the “Results”). Both
during the Study and following its termination,
Sponsor and its designees shall have the right to use
the Results and related Study information, including
without limitation, Study subjects’ personal data, for
any and all legally permissible purposes in
accordance with the Informed Consent Form and the
legal order of the Czech Republic. Institution agrees
that the Sponsor, its affiliates and its designees which
may be located outside of Israel, shall be named in
the Informed Consent Form provided by Sponsor as
parties to whom encoded personal data will be
disclosed in connection with the Study and that such
authorization or consent shall permit Sponsor and its
designees access to Study subjects’ personal data as
may be necessary to monitor the Study and to receive
and use Study data and Results as contemplated in
this Agreement. Sponsor shall access and use such
personal data in compliance with applicable data
privacy laws and regulations.

44.1 Zadavatel bude vlastnit veskera data
a vysledky vytvorené pii provadéni studie nemocnici
nebo zkousejicim, kromé& osobnich zdravotnich
zaznamt subjektu studie (spolecné dale jen
,»vysledky). Jak v prubehu studie, tak i po jejim
ukonceni budou mit zadavatel a jim povéfené osoby
pravo pouzivat vysledky a souvisejici informace ze
studie, mimo jiné véetné osobnich (daji, a to pro
veskeré ze zakona piipustné ucely, v souladu s
formulafem informovaného souhlasu a s prévnim
fadem Ceské republiky. Nemocnice souhlasi s tim, Ze
zadavatel, jeho pfidruzené spolecnosti a jim uréené
osoby, které mohou sidlit mimo lzrael, budou
uvedeny ve formulafi informovaného souhlasu, ktery
poskytne zadavatel, jako strany, jimz budou
zakddované osobni Udaje poskytnuty v souvislosti se
studii, a Ze takova autorizace nebo souhlas umoZni
zadavateli a jim povéfenym osobam piistup
k osobnim tudajim subjektd studie, ktery mize byt
nezbytny pro monitorovani studie a k ziskani a vyuziti
studijnich dat avysledkd, jak je stanoveno touto
smlouvou. Zadavatel bude mit ptistup a bude vyuzivat
takové osobni idaje v souladu s piisluSnymi zadkony a
nafizenimi na ochranu osobnich tdaju.

4.4.2 Institution and Investigator shall have the right
to use the Results for internal, non-commercial
research purposes (subject to the terms of Section 6
below), and in connection with Study subject care.

4.4.2 Nemocnice a zkouSejici budou mit pravo
vyuzit vysledky pro interni, nekomer¢ni vyzkumné
ucely (podle podminek nize uvedeného oddilu 6) a v
souvislosti s pé¢i poskytovanou subjektu studie.

4.5  Audit by Regulatory Agency. If a regulatory
agency wishes to audit Institution or Investigator in
connection with the Study, Institution and
Investigator agree (a) to promptly notify Sponsor
thereof and use their best efforts to obtain approval
for Sponsor and/or its designees to be present at the
audit, and (b) to cooperate with the regulatory
agency, comply with the legitimate requirements of
the audit, and to use best their efforts to make
appropriate personnel available to explain and discuss
records and documentation related to the Study.

4.5 Audit provedeny regulaénim organem. Jestlize
si regulaéni organ bude ptat provést audit nemocnice
nebo zkousejiciho v souvislosti se studii, nemocnice
a zkousSejici souhlasi s tim, Ze (a) o tom neprodlené
budou informovat zadavatele a vynaloZi veskeré Gsilli,
aby pro zadavatele a/nebo jim povefené osoby ziskali
souhlas s pfitomnosti pii takovém auditu, a (b) budou
spolupracovat ~ sregulaénim  organem,  vyhovi
legitimnim pozadavkim auditu a vynalozi veskeré
Gsili, aby uvolnili ptislusny personal, ktery vysvétli a
prodiskutuje zaznamy a dokumentaci souvisejici se
studii.

EF-28_CTA_Czech Bilingual_ UNIVERSITY HOSPITAL OSTRAVA_final_30Jul2019

8




4.6  Study Device Disposition.

4.6 Poskytnuti hodnoceného zarizeni.

4.6.1 Sponsor shall provide to Institution or the
Study subjects, as appropriate, the Study Device(s)
and applicable disposables in accordance with the
guantities and in the manner described in the Protocol
(as defined below), free of charge, on a case-by-case
basis, for the purpose of the performance of the
Study.

4.6.1 Zadavatel bezuplatné poskytne nemocnici
nebo dle potfeby subjektim studie pro ucely
provadéni studie hodnocené/hodnocend zafizeni a
pfislusny spotiebni material v souladu s mnoZzstvim
a zpusobem popsanym v protokolu (definovan nize), a
to vzdy podle aktualni potieby u daného piipadu.

4.6.2 Sponsor will maintain records on the receipt
and disposition of all Study Devices as required by
applicable laws or regulations. Without the prior
written consent of the Sponsor, neither Institution nor
Investigator shall use the Study Device other than in
connection with and in accordance with the Study as
contemplated by this Agreement and the Protocol (as
may be amended from time to time).

4.6.2 Zadavatel bude vést zdznamy o pfijeti a
umisténi veskerych hodnocenych zafizeni v souladu s
pozadavky prislusnych zakoni a smérnic. Bez
ptfedchoziho  pisemného  souhlasu  zadavatele
nemocnice ani zkouSejici nepouziji hodnocené
zafizeni jinak, neZ ve spojeni se studii a v souladu s
ni, jak je stanoveno touto smlouvou a protokolem
(ktery mtize byt obcas pozménén).

4.6.3 Institution and Investigator undertake to use
the Study Device only after having been trained for
such use by Sponsor, and in accordance with a Study
Device user's manual provided by Sponsor.

4.6.3 Nemocnice a zkouSejici se zavazuji, Ze
budou hodnocené zafizeni pouzivat pouze poté, co je
zadavatel proskoli k jeho pouZzivani, a v souladu se
zadavatelem poskytnutou piiruckou pro uzivatele
hodnoceného zatizeni.

4.6.4 The Study Devices supplied to Institution
and/or Study subjects are and shall at all times be and
remain the sole property of Sponsor, and neither
Investigator nor Institution shall have any right, title
or interest therein or thereto except as to the use
thereof in accordance with the provisions of this
Agreement. As long as a Study Device is at
Institution’s facilities or in use by Institution and/or
Investigator (and not, for the avoidance of doubt,
during any time the Study Device is in the possession
of a Study subject), and until the retrieval by Sponsor
of the Study Device, Institution and/or Investigator
shall jointly and severally bear the sole responsibility
for the loss and/or any damage to the Study Device,
excluding damage and/or loss occurring as a result of
normal wear and tear of the Study Device.

4.6.4 Hodnocena =zafizeni dodand nemocnici
a/nebo subjektim studie jsou a vzdy zustanou
vyluénym majetkem zadavatele a ani nemocnice, ani
zkousSejici na né nebudou mit zadné pravo, narok ani
podil na nich kromé jejich pouzivani v souladu
s ustanovenimi této smlouvy. Dokud bude hodnocené
zatizeni v prostorach nemocnice nebo je bude
pouzivat nemocnice a/nebo zkouSejici (aby se
zamezilo pochybnostem, nikoli béhem jakékoli doby,
kdy je hodnocené zafizeni v drZeni subjektu studie) a
az do doby pievzeti hodnoceného =zafizeni
zadavatelem, ponesou nemocnice a/nebo zkousejici
spole¢né a nerozdilné vyhradni odpovédnost za ztratu
a/nebo jakékoliv poSkozeni hodnoceného =zafizeni
kromé poskozeni a/nebo ztraty vzniklé jako dusledek
jeho bézného opotiebeni.

4.6.5 Upon termination of this Agreement,
Institution shall, at Sponsor’s request and expense,
return any Study Device(s) in its possession or
control to Sponsor, and allow Sponsor to retrieve the
Study Device(s) in the same condition as when
delivered to Institution except for normal wear and
tear.

4.6.5 Pfi ukon€eni této smlouvy vrati nemocnice
na Zadost =zadavatele a na jeho naklady
jakékoli/jakakoli  hodnocené/hodnocena  zafizeni
zadavateli a umozni zadavateli prevzit

hodnocené/hodnocend zafizeni ve stejném stavu, v
jakém bylo/byla nemocnici dodano/dodana, s
vyjimkou bézného opotiebeni.

4.7  Case Report Forms. For all subjects enrolled
in the Study, Institution and Investigator will
promptly complete and allow Sponsor and/or its
designees' access to all case report forms (“CRFs”)
required for the Study in the form supplied by

4.7 Zaznamy subjektu hodnoceni. Nemocnice a
zkousejici neprodlené vyplni za vSechny subjekty
zatfazené do studie a umozni zadavateli a/nebo jim
povéienym osobam piistup ke vSem zdznamim
subjektu hodnoceni (dale jen ,,CRF*“) vyzadovanym
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Sponsor or its designee. Institution and Investigator
will not be required to disclose information in CRFs
which would permit identification of a subject
enrolled in, or a candidate for, the Study. CRFs will
be provided to Sponsor or its designees in a form or
electronic medium specified by Sponsor or its
designees. At the request of Sponsor or its designees,
Institution or Investigator will promptly correct any
errors and/or omissions to the CRFs for the Study and
will make available to Sponsor and/or its designees
the corrected CRFs and supporting records for further
verification. Investigator agrees to sign a statement in
each eCRF attesting to his/her review of the CRF and
verifying that the information included on such form
is accurate and complete and includes the treatment,
care, and events surrounding such subject’s
involvement in the Study.

pro studii ve formé, v jaké je dodal zadavatel nebo jim
povétena osoba. Od nemocnice ani od zkousejiciho
nebude vyZzadovano, aby ve formulafich CRF uvadéli
informace, které by umoznily identifikaci subjektil
zatazenych do studie, ani subjektt, které by do studie
mohly byt zafazeny. Formulafe CRF budou predany
zadavateli nebo jim povéfenym osobam na formulafi
nebo na elektronickém  médiu  stanoveném
zadavatelem nebo jim povéfenymi osobami. Na
zadost zadavatele nebo jim povéfenych osob opravi
nemocnice nebo zkousejici neprodlen¢ veskeré chyby
a/nebo opomenuti ve formulatich CRF spojenych se
studii a zpfistupni zadavateli a/nebo jim povéfenym
osobam opravené formulafe CRF a podplrné
zaznamy pro dalsi ovéfeni. ZkousSejici souhlasi s tim,
7e podepise prohlaseni ve vsech CRF, které potvrzuje,
ze provedl kontrolu formulafe CRF a ovéfil, ze
informace v ném obsazené jsou presné a Uplné a
obsahuji 1é¢bu, pééi a piihody, které prob&hly v ramci
zapojeni daného subjektu do studie.

4.8  Retention. Institution and Investigator will
retain organized subject, laboratory, and Study
Device inventory records relating to the Study for the
period of time required by applicable law or
regulation. Thereafter, Institution and Investigator
will not destroy such records without giving Sponsor
prior written notice and the opportunity to further
store such records, at Sponsor’s cost and expense.

4.8 Uchovéni. Nemocnice a zkouSejici budou
uchovavat uspofddané zaznamy o subjektech, o
laboratornim vybaveni a 0 hodnoceném zafizeni
tykajici se studie, a to po ¢asové obdobi, stanovené
ptislusnym zdkonem nebo smérnici. Poté nemocnice
ani zkouSejici tyto zaznamy nezlikviduji bez
predchoziho pisemného upozornéni zadavatele a bez
poskytnuti piilezitosti nadale tyto zaznamy skladovat,
a to na naklady zadavatele.

5. Confidentiality. 5. Diivérnost informaci.

5.1  Definitions. 5.1  Definice.

5.1.1 “Sponsor Confidential Information” means all | 5.1.1 ,Davérné informace zadavatele znamenaji
information (and all tangible and intangible | veskeré informace (a veSkeré jejich hmotné a

embodiments thereof) that is disclosed by or on
behalf of the Sponsor to the Institution or the
Investigator, whether or not labeled “confidential”,
including, without limitation, any scientific,
technical, trade or business information possessed or
obtained by, developed for or given to Sponsor which
is treated by Sponsor as confidential or proprietary.
“Sponsor Confidential Information” includes, without
limitation, the Protocol, completed CRFs, signed

Informed  Consent Forms, Study  Device,
accountability ~ forms, IRB  approvals and
correspondence, Study correspondence and the

Results; see, however, sections 5.4 and 6, below, for
Institution’s and Investigator’s rights to use and
publish Results.

nehmotné provedeni), které zadavatel sdéli nebo jsou
sdéleny jeho jménem nemocnici a zkousejicimu, at’ uz
jsou oznaceny jako ,,dGveérné®, ¢i nikoliv, mimo jiné
véetné védeckych, technickych, obchodnich nebo
firemnich informaci, které zadavatel vlastni, ziskal,
vyvinul nebo mu byly pfedany a s nimiz zadavatel
naklada jako s dGvérnymi nebo soukromymi ,,Divérné
informace zadavatele” zahrnuji mimo jiné protokol,
vyplnéné formulate CRF, podepsané formulare
informovaného  souhlasu, hodnocené  zafizeni,
formulafe dopocitatelnosti zatizeni, souhlasy IRB
a korespondenci, korespondenci ke studii a vysledky;
pokud vsak jde o prdva nemocnice a zkousejiciho
pouZivat a publikovat vysledky, podivejte se na oddily
5.4 a 6 nize.
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5.1.2 “Institution Confidential Information” means
any and all of the following information (and all
tangible and intangible embodiments thereof) that is
disclosed by or on behalf of the Investigator or the
Institution to Sponsor, whether or not labeled
“confidential”: cost and pricing information relating
to Institution’s conduct of the Study, Institution’s
Budget for the Study, information relating to
Institution’s employees and information regarding
Institution’s internal processes and procedures.

5.1.2 ,Duvérné informace nemocnice” znamenaji
veskeré nasledujici informace (a veskeré jejich
hmotné a nehmotné provedeni), které zkousejici nebo
nemocnice sdé€li nebo jsou jejich jménem sdéleny
zadavateli, at’ uz jsou oznaceny jako ,duvérné“, ¢i
nikoliv: informace o nakladech a cenové informace
tykajici se provadéni studie nemocnici, rozpocet
nemocnice na studii, informace tykajici se
zaméstnanci nemocnice a informace tykajici se
internich procest a postupii nemocnice.

5.1.3 “Confidential Information” means,
collectively, Sponsor Confidential Information and
Institution Confidential Information.

513 ,Duvémé informace” znamenaji souhrnné
duvérné informace zadavatele a davérné informace
nemocnice.

5.1.4 Notwithstanding the foregoing, Confidential
Information shall not include information which (a)
was already known to the receiving Party at the time
it was disclosed, other than by previous disclosure by
the disclosing Party, as evidenced by receiving
Party’s written records at the time of disclosure, (b) is
at the time of disclosure or later becomes publicly
known under circumstances involving no breach of
this Agreement, (c) is lawfully and in good faith
made available to receiving Party without obligations
of confidentiality by a third party who did not, to
receiving Party’s knowledge, derive it, directly or
indirectly, from disclosing Party, or (d) was
independently developed by receiving Party, as
evidenced by written records, without use of the
disclosing Party’s Confidential Information.

514 Bez ohledu na vySe uvedené nebudou
divérné informace zahrnovat informace, které (a) jiz
byly strané pfijimajici informace zndmy v dobé, kdy
zvetejiujici stranou, jak prokazuji pisemné zaznamy
strany ptijimajici informace z doby sdéleni informaci,
(b) v dobé, kdy jsou sdéleny, jsou nebo se pozdéji
stanou vefejné znamymi za okolnosti
nepfedstavujicich poruseni této smlouvy, (c) jsou
zdkonné, v dobré vife abez zavazku zachovani
divérnosti zpfistupnény stran¢ piijimajici informace
tieti stranou, kterd je dle védomi strany piijimajici
informace neziskala pfimo ani nepfimo od strany
zvefejiujici informace, nebo (d) byly nezavisle
vytvofeny stranou piijimajici informace bez pouziti
davérnych informaci strany zvefejiiujici informace,
jak je doloZzeno pisemnymi zaznamy.

5.2 Nondisclosure of Confidential Information.

5.2  Nezvefejnéni divérnych informaci.

5.2.1 Except as otherwise expressly provided herein,
during the Study and for a period of ten (10) years
after completion of the Study (at all sites, in the case
of a multi-center clinical study), Institution and
Investigator will not publish, disseminate or otherwise
disclose, deliver or make available to any third party
other than Sponsor’s agents or designees, any Sponsor
Confidential Information.

5.2.1 Neni-li zde vyslovné uvedeno jinak, nebudou
nemocnice ani zkousejici v prubéhu studie a po dobu
deseti (10) let po dokonceni studie (na vSech
pracovistich v ptipadé, Ze se jedna o multicentrickou
klinickou studii) publikovat, S§ifit ani jinak
zvefejnovat, predavat ¢i zpfistupfiovat zadné treti
strané¢ krom¢& zastupci zadavatele nebo jim
povétenych osob  zadné  duvérné informace
zadavatele.

5.2.2 Except as otherwise expressly provided herein,
during the Study and for a period of five (5) years
after completion of the Study (at all sites, in the case
of a multi-center clinical study), Sponsor will not
publish, disseminate or otherwise disclose, deliver or
make available to any third party other than
Institution’s agents or designees, any Institution
Confidential Information.

5.2.2 Neni-li zde vyslovné uvedeno jinak, nebude
zadavatel v prubéhu studie a po dobu péti (5) let po
dokonceni studie (na vSech pracovistich v pfipadé, ze
se jednd o multicentrickou Kklinickou studii)
publikovat, Sifit ani jinak zvefejiiovat, piedavat ¢i
zpiistupiiovat zadné tfeti strané¢ kromé zastupci
nemocnice a ji povéfenych osob zadné duvérné
informace nemocnice.
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5.3  Compliance with Legal Requirements. The
receiving Party may disclose the disclosing Party’s
Confidential Information to a governmental authority
or by order of a court of competent jurisdiction,
provided that such disclosure is required by applicable
law, regulation or such court order and provided
further that receiving Party shall ensure that any such
disclosure shall be subject to all reasonable applicable
governmental or judicial protection available for like
material and reasonable advance notice is given to the
disclosing Party. If such protection is not timely
obtained, only such portion of the disclosing Party’s
Confidential Information as specifically required shall
be disclosed. For the avoidance of doubt, any such
disclosed information shall continue to be deemed as
Confidential Information of disclosing Party.

5.3 DodrZeni zakonnych pozZadavki. Strana
pfijimajici informace mize sdélit davérné informace
strany zvefejnujici informace vladdnimu ufadu nebo
podle nafizeni soudu pfislusné jurisdikce za
predpokladu, ze takové sdéleni informaci vyzaduje
pfislusny zakon, smérnice nebo nafizeni soudu, a dale
za predpokladu, Ze strana, kterd tyto materily ziska,
zajisti, ze takto sdélené informace budou predmétem
pfiméfené piislusné vladni nebo soudni ochrany, ktera
se vyuziva pro takové materidly, a ze o tom bude
strana  zvefejiiujici  informace s  pfiméfenym
predstihem informovéana. Pokud neni takovéd ochrana
vCas zajiSténa, bude pieddna pouze ta ¢ast divérnych
informaci strany zvetejiiujici informace, jejiz sdéleni
je konkrétné pozadovano. Aby nedoslo k pochybam,
veskeré informace, které byly predany, budou nadale
povaZzovany za davérné informace strany zvefejiujici
informace.

5.4  Use of Sponsor’s Confidential Information
(Including Results). Institution and Investigator shall
have the right to wuse Sponsor’s Confidential
Information  (including, without limitation, the
Results) solely for the purpose of conducting the
Study and as contemplated by Sections 4.4.2 and 6
herein.

5.4 Pouziti divérnych informaci zadavatele
(v€etné vysledki). Nemocnice a zkousejici budou
mit pravo pouzivat duveérmné informace zadavatele
(mimo jiné vcetné vysledktl) vyhradné pro ucely
provadeéni studie a tak, jak je stanoveno oddily 4.4.2
a 6 této smlouvy.

6. Publication. Upon completion of the Study
and evaluation by Sponsor of all data from the Study,
or upon early termination or abandonment of the
Study, Institution and Investigator may publish or
otherwise publicly disclose, for non-commercial
purposes, Results, subject to the following:

6. Publikace. Po dokonéeni studie a
vyhodnoceni veskerych udaji ze studie zadavatelem,
nebo po jejim predcasném ukonceni ¢i upusténi od
studie mohou nemocnice a zkousejici publikovat nebo
jinak zvetejnit vysledky pro nekomercni ucely za
nasledujicich podminek:

6.1 Review Period. A copy of such disclosure
will be given to Sponsor for review at least sixty
(60) days prior to the date of submission for
publication or of public disclosure (“Review
Period”). Sponsor will complete its review within
the Review Period and will have authority to require
that Institution and/or Investigator delete from the
disclosure any reference to  Confidential
Information. Institution and Investigator shall
consider any Sponsor suggestions reasonably and in
good faith.

6.1 Lhita k posouzeni. Zadavateli bude
predlozena kopie takového zvefejnéni vysledku k
posouzeni alesponn Sedesat (60) dnt pred datem
odevzdani k publikaci nebo datem zvetejnéni (dale jen
»hita k posouzeni®). Zadavatel dokon¢i své
posouzeni béhem lhiity k posouzeni a bude mit pravo
pozadovat, aby nemocnice a/nebo zkousejici odstranili
ze zvefejnovaného textu veskeré zminky tykajici se
duvérnych informaci. Nemocnice a zkousejici
rozumné¢ a v dobré vife zvazi veSkeré ndvrhy
zadavatele.

6.2  Patent Filings. Subject to the provisions of
Section 6.1 above, if during the Review Period,
Sponsor notifies Institution that it desires patent
applications to be filed on any Developments
(defined below) disclosed or contained in the
disclosures, Institution and Investigator will defer

6.2 Patentové Zadosti. Kromé ustanoveni oddilu
6.1 vyse plati, ze pokud bude zadavatel v pribéhu
lhtity k posouzeni informovat nemocnici, ze si pieje
podat patentovou piihlasku na jakoukoli inovaci (jak
je definovana nize) zvefejnénou nebo obsazenou
V jakémkoli zvetejnéni, odlozi nemocnice a zkousejici
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publication or other disclosure for a period, not to
exceed an additional sixty (60) days, sufficient to
permit Sponsor or its designee to have filed or to file
any desired patent applications. After such
additional period, Institution shall be allowed to
proceed with the publication (subject to the
provisions of this Section 6).

publikovani nebo jiné zvefejnéni po dobu, kterd
nepiesahne dalsich Sedesat (60) dnt@i postacujicich
zadavateli nebo jim povétené osobé k tomu, aby
nechali podat nebo podali jakoukoli pozadovanou
patentovou  prihlasku. Po  uplynuti  takového
dodate¢ného obdobi bude nemocnici umoznéno
ptikro¢it k publikovani (za podminek ustanoveni
uvedenych v odstavci 6).

6.3  Multi-Center Trials. If the Study is part of a
multi-center clinical study, no submission for
publication or public disclosure by Institution or
Investigator will be made until Results from all
centers have been received and analyzed by Sponsor
within three (3) months following the receipt thereof
by Sponsor, or the multi-center study has been
terminated or abandoned at all centers.
Notwithstanding the foregoing, if a publications
committee, or a committee of Investigators, is
formed for publication of results of the multi-center
clinical study, any separate publication by Institution
or Investigator will be delayed until the initial
publication by the committee or a determination is
made by the committee not to make such
publication. If the committee does not produce an
initial draft of a manuscript or abstract of results
from all centers within eighteen (18) months of
completion of the Study at all centers and the
committee has not notified the Institution or
Investigator that it intends to produce a manuscript
or abstract in a timeframe satisfactory to the
Institution and Investigator, then Institution and
Investigator may publish or otherwise disclose the
Results for non-commercial purposes, subject to the
terms of Sections 6.1. and 6.2. above.

6.3 Multicentrické klinické zkousky. Pokud je
studie soucasti multicentrické klinické studie, nebudou
ze strany nemocnice ani zkousejiciho ucinéna zadna
predlozeni k publikaci ani zvefejnéni, dokud zadavatel
neobdrzi a nezanalyzuje vysledky ze vSech center do
tii (3) mésicti od okamziku, kdy je zadavatel obdrzel,
nebo dokud nebude multicentrickd studie ukoncena
nebo od ni nebude ve vSech centrech upusténo. Bez
ohledu na shora uvedené, pokud bude vytvofen
publika¢ni vybor nebo vybor zkousejicich za Gcelem
publikace vysledkii multicentrické klinické studie,
bude odlozena jakakoli samostatna publikace
nemocnice nebo zkouSejictho, dokud nebude
uskutecnéna pocateéni publikace vyboru nebo vybor
neucini rozhodnuti, ze takovou publikaci neuskutec¢ni.
Pokud vybor nevytvoti pocateéni nadvrh rukopisu nebo
vytahu vysledki ze vSech center do osmnécti
(18) mésicti od dokonéeni studie ve vSech centrech
aneoznami nemocnici nebo zkousejicimu, Ze ma
vumyslu vytvofit rukopis nebo vytah v ¢asovém
rdmci uspokojivém pro nemocnici a zkousejiciho, pak
mohou nemocnice a zkousejici vysledky publikovat
nebo je jinak zvetejnit pro nekomeréni Géely podle
podminek vyse uvedenych oddili 6.1 a 6.2.

The Contracting Parties agree that the sponsor will
provide the Institution with a list of publications related
to the results of this Study after the completion of the
Study, which will be available via clinicaltrials.gov
and/or Pubmed.

Smluvni strany se dohodly, Ze zadavatel poskytne
nemocnici po ukonceni studie seznam publikaci
vztahujicich se k vysledkiim této studie, které budou k
dispozici na strankach clinicaltrials.gov a/nebo Pubmed.

7. Intellectual Property.

7. Dusevni vlastnictvi.

7.1  Developments. Institution and/or
Investigator will promptly and fully disclose in
writing to Sponsor any inventions, developments,
improvements,  designs, original  works  of
authorship, formulas, concepts, techniques, methods,
systems, processes, compositions of matter,
computer software programs, databases, mask
works, and trade secrets, whether or not patentable,
copyrightable or protectable as trade secrets, that are

7.1 Inovace. Nemocnice a/nebo zkousejici budou
zadavatele neprodlen¢ a UpIn¢ pisemné informovat o
jakychkoliv ~ vynalezech, inovacich, zlepSenich,
navrzich, originalnich autorskych dilech, vzorcich,
koncepcich, technikach, metodach, systémech,
procesech, slozenich latek, pocitacovych
softwarovych programech, databazich, maskach a
obchodnich tajemstvich, at’" jiz jsou patentovatelné,
vztahuje se na né autorské pravo, nebo jsou
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made or conceived or reduced to practice or created
by Institution or Investigator, either alone or jointly
with others, arising from the conduct of the Study or
as a result of wusing Sponsor Confidential
Information or data  from the  Study
(“Developments”).

pfedmétem ochrany jako obchodni tajemstvi, ¢i
nikoliv, které jsou vytvofeny, vymysleny nebo
uvedeny do praxe ¢i je vytvofila nemocnice nebo
zkousejici, at’ uz sami, nebo spole¢né s druhymi, pii
provadéni této studie nebo v dusledku pouzivani
divérnych informaci zadavatele nebo udaji ze studie
(dale jen ,,inovace®).

7.2 Ownership. All right, title and interest to any
Developments shall be solely owned by Sponsor or
any designee thereof, and Institution and
Investigator hereby assign all of their rights and
interests in all such Developments to Sponsor or any
designee thereof. Institution shall ensure that the
staff participating in the performance of the Study
are bound by obligations which give ownership to
Institution and/or to Investigator of any rights they
might have in the results of their work. At Sponsor’s
expense, Institution and Investigator agree to take
such measures as Sponsor may reasonably request to
evidence or perfect such assignment and ownership,
including without limitation, by executing and
delivering documents relating to such assignment
and ownership.

7.2 Vlastnictvi. Veskera prava, narok a zdjem na
jakychkoli inovacich bude vlastnit vyhradn¢ zadavatel
nebo kterakoli jeho povéfena osoba, a nemocnice a
zkousejici timto postupuji veSkera sva prava a zajmy
na takovychto inovacich zadavateli nebo kterékoli
jeho povéiené osobé. Nemocnice zajisti, Ze pracovnici
Ucastnici se provadéni studie budou vazéani zavazky
ohledné vlastnickych prav, kterd nemocnice a/nebo
zkousejici mohou mit v dtsledku své
prace. Nemocnice a zkousejici souhlasi, ze na néklady
zadavatele ptijmou takova opatieni, jakd muze
zadavatel rozumné vyZzadovat, aby dolozili nebo
provedli takové postoupeni prava a vlastnictvi, mimo
jiné véetné vypracovani a dodani dokumentt, které se
vztahuji k takovému postoupeni prava a vlastnictvi.

7.3  Non-Exclusive License. Sponsor hereby
grants to Institution and Investigator a non-
exclusive, royalty-free license to any Developments
to use such Developments solely for internal
research and educational purposes.

7.3 Nevyluéna licence. Zadavatel timto udéluje
nemocnici a zkousSejicimu nevyluénou, bezplatnou
licenci na veskeré inovace pro pouziti téchto inovaci
vyhradné pro interni vyzkumné a vzdélavaci ucely.

7.4  Sponsor Intellectual Property. Except as
expressly set forth in Section 7.3, nothing in this
Agreement shall be interpreted as giving Institution
or Investigator any rights or interests under any
intellectual property rights now, or hereafter, owned
by Sponsor or any of its affiliates, including without
limitations the Study Device and the Protocol,
including the Results of the Study and any related
data, the CRF and any similar data and/or
intellectual property rights. Furthermore, and
notwithstanding anything in this Agreement to the
contrary, Institution and Investigator shall have no
right to maintain any interest or title to
Developments that are made by Institution or
Investigator to the extent that such Developments
are the result of any use of the Study Device in a
manner inconsistent with or not contemplated by the
Protocol or this Agreement.

7.4 DuSevni vlastnictvi zadavatele. Vyjma toho, co
je vyslovné uvedeno v oddile 7.3, nebude nic z toho,
co je obsazeno v této smlouvé, interpretovano jako
poskytnuti nemocnici nebo zkousejicimu jakychkoliv
prav nebo podili na jakychkoli pravech dusevniho
vlastnictvi, které nyni je nebo v budoucnosti bude
majetkem zadavatele ¢i kterékoliv z jeho sesterskych
spole¢nosti, mimo jiné véetn¢ hodnoceného zafizeni
a protokolu, vcetné vysledkti studie a veskerych
souvisejicich dat, formulafe CRF a veskerych
podobnych dat a/nebo prav dusevniho vlastnictvi.
Déle a bez ohledu na ustanoveni této smlouvy s
opa¢nym vyznamem nemocnice a zkousejici nebudou
mit pravo trvat na jakémkoli podilu ani naroku na
inovace, které uskute¢ni nemocnice nebo zkousejici v
rozsahu, v jakém je takovd inovace vysledkem
pouzivani hodnoceného zatizeni zplsobem, ktery je
Vrozporu s touto smlouvou ¢i protokolem, nebo v
nich neni zvazovan.

8. Term and Termination.

8. Platnost smlouvy a jeji ukonceni.

8.1 Term. The term of this Agreement will be

8.1 Platnost smlouvy. Tato smlouva bude platit
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from the Effective Date through the date on which
all the Study requirements are completed (“Term”),
unless earlier terminated in accordance with this
Section 8 or extended by mutual written agreement.

ode dne nabyti platnosti do okamziku, kdy budou
dokonéeny vsSechny pozadavky studie (déale jen
»platnost smlouvy*), pokud nebude ukoncena diive v
souladu s oddilem 8 nebo prodlouzena na zéakladé
vzajemné pisemné dohody.

8.2  Termination. Either party may terminate the
Study and this Agreement for any reason by giving
at least thirty (30) days prior written notice to the
other party. Sponsor may terminate the Study and
this Agreement by giving Institution fifteen (15)
days prior written notice in the event that the Study
is suspended for thirty (30) days or longer, in which
case Institution and Investigator will prepare reports
reasonably requested by Sponsor to understand the
nature and cause of the event(s) which led to the
early termination. Either party may terminate the
Study at any time immediately by giving written
notice to the other party if necessary to protect the
safety, health or welfare of subjects enrolled in the
Study.

8.2 Ukonéeni. Smluvni strany mohou ukongit
studii a tuto smlouvu z jakéhokoliv divodu tim, ze
daji druhé strané alespon tficet dni (30) pfedem
pisemnou vypoveéd’. Zadavatel mtize ukondéit studii a
tuto smlouvu tim, Z¢ d4 nemocnici pét patnact (15)
dni pfedem pisemnou vypovéd v piipadé, Ze je studie
pferusena na tficet (30) dnii nebo vice; v takovém
ptipadé nemocnice a zkouSejici ptipravi zpravy, které
zadavatel rozumné pozaduje, aby mohl pochopit
podstatu a pri¢inu udalosti/udalosti, které vedly k
predcasnému ukonéeni. Ob¢ strany mohou studii
kdykoliv okamzité¢ ukon€it tim, Ze daji druhé strané
pisemnou vypovéd, jestlize je to nezbytné pro
ochranu bezpeénosti, zdravi a prospéchu subjektt
zatazenych do studie.

8.3  Effect of Termination. Upon receiving a
notice of termination, Sponsor, Institution and
Investigator will take all reasonable steps to cease
conduct of the Study as soon as reasonably possible
and to the extent medically and ethically permissible
in order to protect the welfare of the subjects
participating in the Study. In the event the Study is
terminated early the Sponsor and the Principal
Investigator will discuss the ongoing treatment
needs of patients and if appropriate given the
circumstances of the early Study termination will
agree a plan for discontinuing treatment to ensure
enrolled Study subjects have continuity of care as
appropriate. Within thirty (30) days of termination
of this Agreement or completion of the Study
(whichever comes first), Investigator will submit all
Study data collected per protocol through the
(e)CRF and/or queries in addition to information
required as part of a study close-out process.
Investigator will also return all unused Study
Devices, CRFs (whether or not completed), any
Confidential Information, and other materials that
were furnished to Institution or Investigator by
Sponsor or its designees, provided that Institution
may retain one (1) copy of all written materials, for
purposes of verifying compliance with this
Agreement. Termination will not relieve the parties
from their respective obligations under Sections 4
through 11 of this Agreement.

If this Agreement is terminated prematurely the
amounts paid or payable under this Agreement shall
be prorated, as detailed in the Budget, based on the
work duly performed in accordance with the

8.3 Utinky ukonéeni. Po obdrzeni oznameni o
vypovédi podniknou zadavatel, nemocnice a
zkousejici rozumné kroky k =zastaveni provadéni
studie, co nejdiive to bude rozumné¢ mozné, a Vv
rozsahu, ktery je 1ékatsky a eticky pfipustny tak, aby
byl chranén prospéch subjektt, ti€astnicich se studie.
V pripadé, ze bude studie piedCasné ukoncena,
prodiskutuje zadavatel a hlavni zkousSejici dalsi
potfebu 1é¢by pacientli a pokud to bude vhodné za
okolnosti pred¢asného ukonceni studie a bude dan
souhlas s ukongenim 1é¢by, bude subjektim
zafazenym do studie zajisténo pokracovani 1éCby
podle poteby. Do tficeti (30) dnti od ukonceni této
smlouvy nebo dokonceni studie (podle toho, co
nastane dfive) predlozi zkouSejici veskeré udaje o
studii, které shromazdil v souladu s protokolem
prostiednictvim (e)CRF a/nebo dotazy, a to spolu s
informacemi, které jsou vyzadovany jako soudast
procesu ukondeni. ZkouSejici také wvrati veSkera
nepouzitd hodnocend zafizeni, formulafe CRF
(vyplnéné i nevyplnéné), veskeré divérné informace a
dal§i materialy, které zadavatel nebo jim povéfené
osoby nemocnici nebo zkousejicimu poskytli, za
predpokladu, Ze si mize ponechat (1) kopii veskerych
pisemnych materiald za ucelem ovéfeni souladu s
touto Smlouvou. Ukonceni platnosti smlouvy nezbavi
strany jejich pfislusnych zavazkl plynoucich z casti 4
az 11 této Smlouvy.

Pokud bude tato Smlouva piedcasné ukoncena, budou
sumy, zaplacené na zakladé¢ této Smlouvy nebo splatné
sumy pomérn¢ piepocteny, jak je podrobné uvedeno v
rozpoCtu, a to na zaklad¢ prace, fadn¢ provedené v
souladu s protokolem. Povinnosti, které¢ nelze zrusit a
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Protocol. The non-cancellable obligations properly
incurred by Institution (in accordance with the
Protocol and Budget) shall be paid for as well. The
Institution shall however promptly return any funds
paid but not due under this provision, and shall make
its best efforts to minimize any non-cancellable
costs.

které fadné vznikly nemocnici (v souladu s protokolem
a rozpoctem) budou zaplaceny. Nemocnice vSak
neprodlené vrati veskeré fondy, které byly zaplaceny,
ale které nebyly podle tohoto ustanoveni splatné, a
vyvine nejlepsi usili, aby minimalizovala veskeré
naklady, které nelze zrusit.

9. Indemnification and Insurance.

9. Odskodnéni a pojisténi.

9.1 Indemnification by Sponsor. The Sponsor
agrees to indemnify the Institution, its trustees,
officers, staff, employees and agents (the “Institution
Indemnitees™) against any independent third party
claims (“Claims”) arising out of the performance of
the Study, except to the extent a Claim arises out of
(i) the negligence, gross negligence or willful
misconduct of any Institution Indemnitee or (ii) the
failure of any Institution Indemnitee to adhere to any
of the terms of this Agreement (including the
Protocol), accepted medical practice or other written
instructions from the Sponsor or its designees or to
comply with any applicable laws or governmental
requirements, and provided that the following
cumulative terms shall have been fulfilled: (A) the
Study is conducted in accordance with the terms of
the Protocol, and (B) the relevant medical procedure,
pursuant to which the foregoing damage shall have
occurred, would not have been performed unless so
specifically requested under the Protocol. This
indemnification is contingent on (i) an Institution
Indemnitee providing the Sponsor with prompt
written notice of a Claim upon gaining knowledge
thereof; (ii) full authority to defend against, and/or
settle the Claim provided that Sponsor shall not enter
into any settlement of any Claim for which
indemnification is sought which requires an
admission of fault by the Institution or Investigator
without the Institution or Investigator’s prior written
consent, which consent shall not be unreasonably
withheld or delayed; and (iii) provision of full
assistance and cooperation by Institution and
Investigator in connection with any such claim or
proceedings at no cost to Sponsor.

9.1 Odskodnéni ze strany zadavatele. Zadavatel
souhlasi s tim, Ze odSkodni nemocnici, jeji
zplnomocnénce, vedouci pracovniky, zaméstnance a
zastupce (dale jen ,,odSkodilované osoby nemocnice*)
za jakékoli pohledavky treti strany (dédle jen
»pohledavky®) plynouci z provadéni studie, S
vyjimkou rozsahu, v jakém takovad pohledavka
vznikne z (i) nedbalosti, hrubé nedbalosti nebo
umyslného pochybeni kterékoli odSkodnované osoby
nemocnice nebo (ii) nedodrzeni jakychkoliv podminek
této smlouvy (vcetné protokolu), pfijimané lékaiské
praxe nebo jinych pisemnych pokyni zadavatele nebo
jim povéfenych osob ¢i nedodrzeni veskerych
prislusnych zakonti nebo vladnich pozadavkl ze
strany odSkodiiované osoby nemocnice a za
podminky, Ze byly splnény ndasledujici souborné
podminky: (A) Studie je provadéna v souladu s
podminkami protokolu a (B) pfislusny 1ékatsky
postup, na jehoz zidkladé¢ by doslo ke zminénému
poskozeni, by nebyl proveden, pokud by to nebylo
specificky vyzadovano protokolem. Toto odSkodnéni
je podminéno tim, ze (i) odSkodfiovand osoba
nemocnice poskytne zadavateli neprodlené pisemné
ozndmeni o pohledavce, jakmile se o ni dozvi; (ii)
zadavatel mé plné pradvo hajit se proti pohledavce
a/nebo ji vyrovnat za piedpokladu, ze zadavatel
neprovede vyrovnani pohledavky, za niZz je
vyzadovano odskodné, coz vyzaduje, aby nemocnice
nebo zkousSejici ptipustili pochybeni, bez ptedchoziho
pisemného souhlasu nemocnice nebo zkousejiciho, a
tento souhlas nebude bezdivodné zadrZzovan nebo
odkladan; a (iii) zadavateli bude zdarma poskytnuta
plné podpora a spoluprace nemocnice a zkousejiciho
v souvislosti s jakoukoli takovou pohleddvkou nebo
fizenimi.

9.2  Indemnification by Institution. The
Institution agrees to indemnify the Sponsor, its
directors, officers, staff, employees and agents (the
“Sponsor Indemnitees”) against any Claims arising
out the negligence, gross negligence or willful
misconduct of any Institution Indemnitee or the
failure of any Institution Indemnitee to adhere to the
terms of this Agreement (including the Protocol) or

9.2 Odskodnéni  ze strany nemocnice.
Nemocnice souhlasi, Ze odSkodni zadavatele, jeho
feditele, Gfedniky, zaméstnance a zastupce (déale jen
»odskodnované osoby zadavatele®) v pfipadé
jakychkoli pohledavek vzniklych z nedbalosti, hrubé
nedbalosti nebo UmysIného pochybeni kterékoliv
odSkodiiované osoby nemocnice nebo tim, Ze
odskodiiovana osoba nemocnice nedodrzela podminky
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other written instructions from the Sponsor or its
designees or to comply with any applicable laws or
governmental requirements. This indemnification is
contingent on a Sponsor Indemnitee providing
Institution with prompt written notice of a Claim and
full authority to defend against, and/or settle the
Claim. All this is conditional upon the existence of
such a claim on the basis of a final judgment of a
court of the Czech Republic court, and provided that
it has enabled lawyers and Institution personnel to
resolve and manage procedural defence against such
claims or actions, including preliminary proceedings,
actual proceedings or settlement, and that the
sponsor, in such defence, fully cooperates and assists.
Sponsor and Institution further undertake that,
without the prior written consent of the other party,
no claim shall be settled or negotiated.

této smlouvy (vCetné protokolu) nebo jiné pisemné
pokyny zadavatele nebo ji povéfenych osob nebo
nedodrzela jakékoli piislusné zdkony nebo vladni
pozadavky. Toto odskodnéni je podminéno tim, ze
odskodnovana osoba zadavatele poda nemocnici
neprodlené¢ pisemné oznidmeni o pohledavce a
nemocnice ma plné pravo hajit se proti pohledavce
a/nebo ji vyrovnat. To vSe za podminky existence
takového naroku na zakladé pravomocného rozhodnuti
soudu Ceské republiky a piedpokladu, e umoznil
pravnim zastupctim i persondlu nemocnice fesit a fidit
procesni obranu vici takovym narokim ¢&i zalobam,
véetn¢ predbézného fizeni, vlastnitho fizeni ¢i
vypoiadani, a Ze zadavatel pii této procesni obrané v
plném rozsahu spolupracuje a asistuje. Zadavatel a
nemocnice se dale zavazuji, ze bez piedchoziho
pisemného souhlasu druhé strany zadnou zalobu
nevypotada ani nesjedna smir.

9.3 Insurance. Sponsor shall take out, in
accordance with Section 14(2)(I) of Act No.
268/2014, on medical devices, as amended, liability
insurance, which also provides for compensation in
the event of the death of the trial subject or in case of
damage to the health of the trial subject as a result of
the Study. The sponsor is required to maintain the
above insurance for the duration of the Study.

The institution has, in accordance with Section 45 (2)
n) of Act No. 372/2011, on health services, valid
liability insurance for damage caused in connection
with the provision of health services. The Contracting
Parties each will provide written evidence of such
insurance to Sponsor upon request, and will provide
written notice promptly upon gaining knowledge of
the cancellation, non-renewal or material change in
such insurance.

9.3  PojiSténi. Zadavatel uzavie v souladu s § 14

odst. 2 pism. 1) zakona ¢&. 268/2014 Sb., o
zdravotnickych  prostfedcich, v platném  znéni,
pojisténi odpovédnosti za Skodu, jehoz

prostfednictvim je zajisténo i odskodnéni v piipadée
smrti  subjektu hodnoceni nebo v pfipadé $kody
vzniklé na zdravi subjektu hodnoceni v dasledku
provadéni studie. Zadavatel je povinen vySe uvedené
pojisténi udrzovat v platnosti po celou dobu trvani
studie.

Zdravotnické zafizeni ma v souladu s § 45 odst. 2
pism. n) zakona ¢. 372/2011 Sb., o zdravotnich
sluzbach, uzavienou pojistnou smlouvu o pojisténi své
odpovédnosti za Skodu zpisobenou v souvislosti s
poskytovanim zdravotnich sluzeb. SMluvni strany si
na pozadani poskytnou pisemny dikaz o takovém
pojisténi a neprodlené se pisemné upozorni, jakmile se
dozvi o zruSeni, neobnoveni nebo vécné zméné
takového pojisténi.

10. Compliance with SOPs. At all times in
performance of the Study, Institution will comply
with the terms of Institution’s own standard operating
procedures.

10. Dodrzeni SOP. Po celou dobu béhem
provadéni studie bude nemocnice dodrzovat
podminky vlastnich standardnich provoznich postupt
nemocnice.

11. Miscellaneous.

11. Ruizné.

11.1 Independent Contractor. The relationship
between the parties and between Sponsor
and Investigator is that of independent
contractors. This Agreement creates no
agency in Institution or in Investigator.
Institution and Investigator each will be
solely responsible for its respective expenses
and those of its employees.

11.1 Nezavisly dodavatel. Vztah mezi stranami a
mezi zadavatelem a zkousejicim je vztahem
nezavislych smluvnich stran. Tato smlouva
nevytvari z nemocnice ani zkousejiciho zadné
zastoupeni. Nemocnice a zkousejici ponesou
vyhradni zodpovédnost za své vlastni vydaje
a za vydaje svych zaméstnanci.
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11.2 Notice. All notices required or permitted
under this Agreement will be in writing and will be
given by addressing the same to the address for the
recipient set forth in this Agreement or at such other
address as the recipient may specify in writing under
this procedure.

11.2  Ozn&meni. Veskerd oznameni pozadovana
nebo povolena touto smlouvou budou ucinéna
pisemnou formou a budou zaslana na adresu piijemce
uvedené v této smlouvé nebo na jinou adresu, kterou
muze piijemce pisemné podle tohoto postupu urcit.

Communications and notices to Sponsor will be
addressed as follows:

Sdéleni a oznameni zadavateli budou adresovana
nasledovné:

For administrative and contractual matters:
XXXXX

Administrativni a smluvni zalezitosti:
XXXXX

With a copy to Sponsor’s EU legal representative:
XXXXX

S kopii pro zakonného zéstupce zadavatele pro EU:
XXXXX

with a copy to: s kopii pro:

XXXXX XXXXX

For medical and scientific matters: Lékaiské a védecké zalezitosti:
XXXXX XXXXX

For payment invoices:

XXXXX

Pro platbu faktur:

XXXXX

Communications and notices to Institution will be
addressed as follows:

Site name: XXXXX

Address: XXXXX
Email: XXXXX

Sdéleni a upozornéni nemocnici budou adresovéna
nasledovné:

Nazev pracovisté: XXXXX

Adresa: XXXXX

E-mail: XXXXX

All notices will become effective after deposit in the
mail with proper postage for first class registered or
certified mail prepaid, return receipt requested; or
when served in personal; or, when dispatched by
facsimile, if confirmed by mail in accordance with
the deadlines according to the civic code.

Veskera oznameni vstoupi v platnost potom, co byla
odeslana postou s fadnym postovnym pro expresni
doru¢eni jako doporucend zasilka nebo ovéfena
pfedem zaplacena zasilka, s dorucenkou, nebo
dorucena osobné, nebo byla zaslana faxem, pokud
budou potvrzena postou, v souladu se lhitami dle
obcanského zakoniku.

11.3  Assignment; Subcontracting. This
Agreement, and the rights and obligations
hereunder, may not be assigned or transferred by the
Institution or Investigator without the prior written
consent of the Sponsor. With Sponsor’s prior
consent, Institution may  subcontract the
performance of certain of its activities under this
Agreement in respect of the Study to qualified third
parties, provided that (a) such third parties perform
such activities in a manner consistent with the terms
and conditions in this Agreement, (b) Institution

11.3  Postoupeni prav, subdodavatelstvi. Tuto
smlouvu a prava a zavazky z ni plynouci nesmi
nemocnice ani zkousejici postoupit bez piedchoziho
pisemného souhlasu zadavatele. S predchozim
souhlasem zadavatele mulze nemocnice zajistit
provadéni urcitych cinnosti podle této smlouvy
prostiednictvim subdodavatele v podobé
kvalifikovanych tietich stran za piedpokladu, ze (a)
takové tfeti strany provadéji tyto ¢innosti zplsobem,
ktery je v souladu s podminkami této smlouvy, (b)
nemocnice zustdva zodpovédnd za plnéni téchto
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remains liable for such third parties’ performance,
and (c) neither Investigator nor any sub-investigator
has any direct or indirect financial interest in any
such third parties. Sponsor shall be entitled to assign
its rights and obligations under this Agreement to its
parent corporation, NovoCure Limited, on whose
behalf Sponsor is entering into this Agreement, or to
any person succeeding to the business and assets of
Sponsor (or its parent corporation).

tretich stran a (c) ani zkouSejici, ani Zadny
spoluzkousejici nema na takové tfeti stran¢ zadné
ptimé nebo neptimé finanéni zajmy. Zadavatel bude
opravnén postoupit sva prava a zavazky plynouci z
této smlouvy své matefské spolecnosti NovoCure
Limited, jejimz jménem zadavatel vstupuje do tohoto
smluvniho vztahu, nebo jakékoliv jiné osobé, ktera se
stane nastupcem spolecnosti, pokud jde o podnikani a
aktiva zadavatele (nebo jeho matefské spolecnosti).

11.4 Entire Agreement. This Agreement
constitutes the entire agreement of the parties with
regard to its subject matter, and supersedes all
previous written or oral representations, agreements
and understandings between Sponsor, Investigator
and Institution. In the event of any conflict,
discrepancy, or inconsistency between this
Agreement and the Protocol, the terms of this
Agreement will control.

This Agreement has been written in the English and
Czech language — in case of any dispute between the
two language versions the Czech version will
prevail.

11.4  Uplnost dohody. Tato smlouva predstavuje
Uplnou dohodu mezi stranami s ohledem na jeji
pfedmét a nahrazuje veskera pifedchozi ustni ¢i
pisemna prohldSeni, smlouvy a ujednani mezi
zadavatelem, zkouSejicim a nemocnici. V ptipadé
jakékoliv neshody, nesouladu nebo nekonzistentnosti
mezi smlouvou a protokolem plati ustanoveni této
smlouvy.

Smlouva je sepsdna v jazyce anglickém a Ceském.
V piipad€ rozporu mezi obéma jazykovymi verzemi
je rozhodujici Ceska verze.

11.5 Severability; Reformation. Each and every
provision set forth in this Agreement is independent
and severable from the others, and no restriction will
be rendered unenforceable by virtue of the fact that,
for any reason, any other or others of them may be
invalid or unenforceable in whole or in part. If any
provision of this Agreement is invalid or
unenforceable for any reason whatsoever, that
provision will be appropriately limited and reformed
to the maximum extent provided by applicable law.
If the scope of any restriction contained herein is too
broad to permit enforcement to its full extent, then
such restriction will be enforced to the maximum
extent permitted by law so as to be judged
reasonable and enforceable.

115 Oddélitelnost, prepracovani. Kazdé
jednotlivé ustanoveni stanovené touto smlouvou je
nezavislé a oddélitelné od ostatnich a zadné omezeni
nebude povazovano za nevymahatelné na zakladé
skuteénosti, ze kterakoli ustanoveni mohou byt z
jakéhokoliv diivodu neplatna nebo nevynutitelna jako
celek ¢i z¢asti. Jestlize je kterékoliv ustanoveni této
smlouvy z jakéhokoliv divodu neplatné nebo
nevynutitelné, bude toto ustanoveni pfislusné
omezeno a prepracovano v maximalnim rozsahu tak,
jak to umoziuje pfislusny zakon. Jestlize je rozsah
jakéhokoliv omezeni uvedeného v této smlouvé piilis
Siroky pro to, aby pfipustil vynuceni v plném rozsahu,
bude takové omezeni vynuceno v maximalnim
rozsahu, jaky povoluje zadkon, jak bude posouzeno
jako rozumné a vynutitelné.

11.6 Governing Law. This Agreement will be
construed and interpreted and its performance
governed by the internal laws of the Czech Republic,
without giving effect to conflicts of laws principles
that would result in the application of the laws of
any other jurisdiction. The competent courts of the
Czech Republic have jurisdiction to settle any
dispute or claim arising out of, or in connection
with, this Agreement or its subject matter or
formation (including any non-contractual dispute or
claim).

116  Rozhodné pravo. Tato smlouva bude
chapana a interpretovana a jeji plnéni se bude fidit
pravnim fadem Ceské republiky, aniz by doslo ke
kolizi zakonnych principt, které by vedly k aplikovani
zakontl jakékoliv jiné jurisdikce. Piislu$né soudy
Ceské republiky maji jurisdikci k  urovnani
jakéhokoliv sporu nebo pozadavku, vzniklého z této
Smlouvy nebo sporu s ni spojeného, pfedmétu této
Smlouvy nebo jejim vytvotenim (v&etné veskerych
nesmluvnich rozepii nebo naroki).

11.7 Waiver. No waiver of any term, provision or

11.7  Zreknuti se prav. Zieknuti se jakéhokoliv
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condition of this Agreement (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 of
this Agreement.

opatieni, ustanoveni nebo podminky této smlouvy (az
jiz chovanim nebo jinak) v jakémkoli ptipad¢ / v
jakychkoli pfipadech nebude povazovano ani chapano
jako dals§i nebo pokracujici zieknuti se takového
opatfeni, ustanoveni nebo podminky této smlouvy.

11.8 Counterparts. This Agreement is executed
in three counterparts, each of which will be deemed
to be an original and all of which together will
constitute one and the same instrument. The
Institution, Investigator and the Sponsor shall each
receive one copy.

11.8  Duplikaty. Tato smlouva je uzaviena ve tfech
vyhotovenich, z nichZ kazdy je povaZovan za original
a vSechny spolecné predstavuji jeden a stejny pravni
nastroj. Jedno vyhotovei obdrZzi nemocnice, jedno
zkousSejici a jedno zadavatel.

11.9 Headings. This Agreement contains headings
only for convenience and the headings do not
constitute or form a part of this Agreement, and
should not be used in the construction of this
Agreement.

119 Nadpisy. Nadpisy odstavct v této smlouvé
slouzi pouze pro snadnéj$i orientaci a tyto nadpisy
nepfedstavuji ani netvofi soucast této smlouvy a
nemély by byt pfi vykladani této smlouvy pouzity.

11.10 Inconsistencies. In the event of any
inconsistencies between the terms of this Agreement
and the terms of the appendices or the Protocol, the
terms of this Agreement shall prevail except to the
extent that any conflict relates to a clinical or
medical issue, in which case the Protocol shall
prevail.

11.10 Nesrovnalosti. V  ptipadé jakychkoliv
nesrovnalosti mezi podminkami uvedenymi v této
smlouvé a podminkami uvedenymi v ptilohach nebo v
protokolu pfevazuji podminky uvedené v této
Smlouveé, kromé piipadu, kdy se jakykoliv konflikt
vztahuje ke klinické nebo 1ékarské zalezitosti; v
takovém piipadé budou pievazovat podminky uvedené
v protokolu.

11.11 The Parties hereto acknowledge and agree that
this Agreement and any amendments thereto are
subject to mandatory disclosure in accordance with
Act No. 340/2015, on the Register of Contracts.
Publication will be provided by the Institution. The
Investigator agrees to publish his name in
connection with this Agreement on the public
administration portal in accordance with the Act on
the Register of Contracts. The Sponsor undertakes to
provide a revised version of this Agreement for
publication prior to its signature.

The anticipated overall amount of payment for the
services provided for a planned number of patients
completing all visits as per the Protocol will total
approximately EUR 66,413.

11.11  Smluvni strany timto berou na védomi a
souhlasi, ze tato smlouva a jeji pfipadné dodatky
podléhaji povinnému zvetejnéni v souladu se zakonem
¢. 340/2015 Sb., o registru smluv. Zvefejnéni zajisti
nemocnice. Zkousejici souhlasi se zvetejnénim svého
jména v souvislosti stouto smlouvou na portéle
vefejné spravy v souladu se zdkonem o registru smluv.
Zadavatel se zavazuje k dodéani redigované verze této
smlouvy pro zvefejnéni jesté pred jejim podpisem.
Predpokladana celkova  vySe odmény za
provedeni sluzeb za planovany pocet pacientl, ktefi
absolvuji vSechny navstévy dle protokolu, Cini
ptiblizné 66.413 EUR.

[Signature page next]

[Nésleduje stranka s podpisy]

EF-28_CTA_Czech Bilingual_ UNIVERSITY HOSPITAL OSTRAVA_final_30Jul2019

20




SPONSOR/ ZADAVATEL: Novocure GmbH (Switzerland/Svycarsko)

By/ Podepsal/a:

(duly authorized signatory)/ (fadné zplnomocnéna podepisujici osoba)

Print Name/ Jméno tiskacim pismem:

Title/ Funkce::

Date/Datum:

By/ Podepsal/a:

(duly authorized signatory)/ (fadné zplnomocnéna podepisujici osoba)

Print Name/ Jméno tiskacim pismem:

Title/ Funkce::

Date/Datum:

INSTITUTION/ NEMOCNICE:

By/ Podepsal/a:

(duly authorized signatory)/ (fadné zplnomocnéna podepisujici osoba)

Print Name/ Jméno tiskacim pismem: doc. MUDr. Petr Vavra, Ph.D.

Title/ Funkce: Deputy Director for Science and Research /Naméstek feditele pro védu a vyzkum

Date/Datum:

INVESTIGATOR/ ZKOUSEJICI:

By/ Podepsal/a:

(signature) / (podpis)
Print Name / Jméno tiskacim pismem:

MUDr. Jaroslav Klat, Ph.D.,

Date/Datum:
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Exhibit A /Priloha A

Budget and Payment Schedule Attached
Payee Information:

All payments will be made to the following
payee:

University Hospital Ostrava

Company ID: XXXXX

Tax ID: XXXXX

Banking details: XXXXX
Bank Address: XXXXX
Account number: XXXXX
IBAN: XXXXX

BIC code (SWIFT): XXXXX
Variable symbol: XXXXX

Payment terms:

Payments will be made quarterly on the basis of
invoices issued by the Institution with a maturity of
up to 45 days from the date of invoice issuance.

Invoicing will be based on the invoice documents
provided by the Sponsor, which will include a
summary of the visits made by the subjects.
Amounts for services made by a hospital pharmacy
and additional costs as per budget enclosed must
always be shown separately in the invoice
documents separately from the other amounts.

The Sponsor is responsible for submitting the
correct documents at a time when the terms in this
appendix can be met. If the sponsor is in delay with
the sending of documents for more than sixty (60)
days after the end of the relevant calendar quarter,
the hospital has the right to suspend the entry of
data into the database until the relevant payment is
made.

Pripojen rozpocet a rozpis plateb
Informace o prijemci platby:

Veskeré platby budou poukazany nasledujici
pfijemci:

Fakultni nemocnice Ostrava
IC: XXXXX
DIC: XXXXX

Bankovni spojeni: XXXXX
Adresa banky: XXXXX
Cislo Gétu: XXXXX
IBAN: XXXXX

BIC kod (SWIFT): XXXXX
Variabilni symbol; XXXXX

Platebni podminky:

Platby budou provadény ctvrtletné na zakladé faktur
vystavenych nemocnici se splatnosti do 45 dnti ode
dne vystaveni faktury.

Fakturace bude probihat na zakladé podkladi pro
vystaveni faktury dodanych zadavatelem, kde bude
vyznacen piehled uskuteénénych navstév subjekt.
Castky za sluzby provedené 1ékarnou nemocnice a
dodate¢né naklady dle ptiloZzeného rozpoétu musi
byt v podkladech k fakturaci vzdy uvedeny
oddélen¢ od ostatnich ¢astek.

Za predani fadnych podkladi v dobé€, umoziujici
naplnéni termind v této pfiloze odpovida zadavatel.
Bude-li zadavatel v prodleni se zaslanim podkladt
déle nez Sedesat (60) dnli po uplynuti pfislusného
kalendarniho  Ctvrtleti, ma nemocnice pravo
pozastavit zadavani dat do databaze, a to az do
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On a quarterly basis, Sponsor will provide a request
for invoice (Exhibit B) prior to each payment in
accordance with the payment terms set forth in the
budget and the payment schedule, to the Institution
(finance department). This request will mention the
study reference INNOVATE-3 (EF-28) and contain
payment details in attachment.

Institution as well as Investigator shall be notified in
case the request for invoice relates to the final
payment. The details of this final payment and of all
previous payments that have been made during the
Study to the Institution will be provided to
Institution and Investigator.

Invoices will be sent electronically or, if specifically
requested by Sponsor, Institution may provide paper
invoices. Payment of invoices shall not be subject to
registration by the Institution on an external
electronic payment platform.

VAT will be regulated in accordance with the
provisions  foreseen in  Council Directives
2008/8/EC and 2006/112/EC. The regulations valid
at the time of invoicing will be applicable. In case
services provided under this Agreement should be
subject to VAT, the Institution shall be entitled to
charge VAT at the legal rate in addition to the fees
stated in this Agreement, provided the VAT is
stated separately on the invoice made out to
Sponsor.

Repayment of any overpayments due to the
submission of erroneous documents for invoicing by
the Sponsor or any of its representatives shall be
remitted by the Sponsor within 3 months from the
date of making the payment under this Agreement.
The Sponsor notes that after this moment, the
Institution is not obliged to return any
overpayments, as due to the method of invoicing the
Institution obtained the funds in good faith.

Payments shall be made upon receipt of an invoice.

Payments shall be made in EURO.

provedeni pfislusné uhrady.

Pied kazdou platbou zadavatel pozada nemocnici
(finan¢ni oddéleni) kazdé Ctvrtleti o fakturu (pfiloha
B), a to v souladu s platebnimi podminkami,
stanovenymi v rozpoctu a v platebnim kalendafi. V
této zadosti bude uvedeno referencni nazev studie
INNOVATE-3 (EF-28) a v ptiloze budou uvedeny
informace o platbé.

Nemocnice 1 zkouSejici budou upozornéni v
ptipadé, Ze se zadost o fakturu vztahuje k
zavéreCnému vyuctovani. Nemocnice a zkousSejici
obdrzi informace o této zavérecné platbé a o
veskerych pfedchozich platbach, které byly
provedeny v prubehu studie na ucet nemocnice.

Faktury budou zasilany elektronicky, nebo v
ptipadé, Ze si to zadavatel konkrétné vyzada, mize
nemocnice zaslat tisténé faktury. Platba faktur
nebude predmétem registrace nemocnice u externi
elektronické platebni platform.

DPH bude regulovana v souladu s ustanovenimi,
pfedvidanymi v nafizenich rady 2008/8/ES a
2006/112/ES. Budou platit nafizeni, platna v dobé
fakturovani. V piipadé, ze sluzby, poskytnuté podle
této Smlouvy, budou podléhat DPH, bude
nemocnice opravnéna kromé poplatkii, stanovenych
touto Smlouvou, uc¢tovat DPH v zdkonem uréené
vysi, a to za podminky, ze je DPH uvedena
samostatné na fakture, ktera je zadavateli vystavena.

Vraceni piipadnych preplatkl, které vzniknou
dodanim chybnych podkladd k fakturaci ze strany
zadavatele ¢i jakéhokoliv jeho zastupce, je
zadavatel povinen uplatnit nejpozdéji do 3 mésica
ode dne uskutecnéni platby dle této smlouvy.
Zadavatel bere na védomi, ze po tomto okamziku
neni nemocnice povinna vracet jakékoliv pieplatky,
jelikoz vzhledem ke zplusobu fakturace je
nemocnice v dobré vite k nabytym finanénim
prostiedktim.

Platba bude provedena po obdrzeni faktury.

Platba bude provedena v EURECH.

EF-28_CTA_Czech Bilingual_ UNIVERSITY HOSPITAL OSTRAVA_final_30Jul2019

23




Exhibit B/P¥iloha B
Invoice request/Zadost o fakturu

Date/Datum: SOV SO S
BILL TO/PLATCE

Novocure GmbH

Attn: Clinical Trial Billing

D4 Park 6

6039 Root

Switzerland

Email: clinicaltrialbilling@Novocure.com

SEND TO/PRIiJEMCE

Company name/Nazev spolecnosti:

Study reference/Referencni nazev studie: INNOVATE-3 (EF-28)

Invoice period/Fakturaéni obdobi:

Please attach the payment details./Uved'te prosim platebni (daje

' This is the amount VAT exclusive./Tato suma nezahrnuje DPH.
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EXHIBITC
ATTACH BUDGET
PRILOZTE ROZPOCET
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