CLINICAL TRIAL AGREEMENT

This Cinical Trial Agreement (the “Agreement”) is concluded
between the following parties:

University Hospital Plzeii, wih its registered office at Edvarda
Benese 1128/13, 305 99, Plzen, Czech Republic, ID number:
00669806, Tax number: CZ00669806, represented by MUDr.
Vaclav Siméanek, Ph.D., director

(“Institution”)

And

Vladimir PFriban, XXX
(“Investigator™)

And

Nvocure GmbH, with its registered office at D4 Park 6, 6039
Root, Switzerland

(“Sponsor”)

Each separately as a “Party” and together as “Parties”.

XXX

Study Device:
Protocol:

Protocol Number: XXX

Effective Date: The Agreement is effective as of the
date of publication in the Register
of contracts of the Czech Republic

THIS CLINICAL TRIAL AGREEMENT (together with its
Exhibit, the “Agreement”) is made as of the date specified above
by and among Novocure GmbH, a corporation organized under
the laws of Switzerland with a principal place of business at D4
Park 6, 6039 Root, Switzerland (“Sponsor”) and the institution
and clinical investigator identified above (each, respectively
“Institution” and “Investigator”).

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 Elektrastral3e 6, 81925 Munich,
Germany as Sponsor’s EU legal representative
(Novocure Germany™). The Investigator, who is
employed by or affiliated with Institution and
experienced in the conduct of clinical studies in humans,
desires to participate in the clinical study program (the
“Study”) described in the Protocol identified above (the
“Protocol”) as a clinical investigator, and Sponsor desires
that Investigator participate in the Study. Sponsor,
Institution, and Investigator agree that the Study will be
conducted under the terms and conditions set forth below.

2. Conduct of the Study.

2.1 Investigator. The Study will be conducted under
the direction of Investigator at the University
Hospital Plzen, alej Svobody 80, 304 60 Plzefi.

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni (,,Smlouva®) je
uzavirana mezi nasledujicimi stranami:

Fakultni nemocnice Plzen, se sidlem Edvarda Benese
1128/13, 305 99 Plzeni, Ceska republika, Identifikacni ¢islo:
00669806, Danové identifikaéni Cislo: CZ00669806,
zastoupena MUDr. Véclavem Simankem, Ph.D., feditelem
(,,Zdravotnické zatizeni®),

A

Vladimir PFiban, XXX

(;,Zkousejici),

A

Novocure GmbH, se sidlem D4 Park 6, 6039 Root,
Svycarsko

(,,Zadavatel®),

Kazda samostatné jako ,,Strana“ a spole¢né jako “Strany*.

Hodnocené zafizeni: XXX

Protokol: XXX

Cislo protokolu: XXX

Datum ucinnosti: Smlouva je ucinna k datu
uvelejnéni v registru smluv Ceské
republiky

TATO SMLOUVA OKLINICKEM HODNOCENI
(spole¢né s prilohou dale jako ,,smlouva®) se uzavira k vyse
uvedenému datu mezi spolec¢nosti Novocure GmbH, spole¢nosti
zalozenou dle §vycarskych pravnich pfedpisi s hlavnim mistem
podnikani na adrese D4 Park 6, 6039 Root, Svycarsko (dale jen
»zadavatel) avySe uvedenym zdravotnickym =zafizenim a
klinicky zkousSejici (dale jen ,zdravotnické =zafizeni a
»zkousejici®).

1. Zakladni informace. Zadavatel si pieje financovat
studii vySe uvedeného zafizeni (dale jen ,Jhodnocené
zafizeni*) ve zdravotnickém zafizeni jako soucast
vyzkumu a vyvoje zadavatele a klinickych cinnosti.
Zadavatel jmenoval Novocure GmbH, spolecnost
zalozenou dle némeckych pravnich  pfedpist
s obchodnim sidlem na adrese Elektrastrale 6, 81925
Mnichov, Némecko, jako pravniho zastupce zadavatele
pro EU (,,Novocure Germany*). Zkousejici, ktery je
ve zdravotnickém zafizeni zaméstnan nebo je ji jinak
pfidruzen ama zkuSenosti s provadénim klinickych
studif u lidi, si pfeje tiCastnit se programu klinické studie
(dale jen ,studie®) popsaného ve vySe uvedeném
protokolu (dale jen ,,protokol*) jako zkousejici podilejici
se na klinickém hodnoceni a zadavatel si pieje, aby se
zkousejici této studie GiCastnil. Zadavatel, zdravotnické
zafizeni a zkousSejici souhlasi, Ze bude studie provadéna
za podminek, které jsou stanoveny nize.

2. Provadéni studie.
2.1  ZkouSejici. Studie se bude provadét podle
pokynti  zkouSejictho na adrese Fakultni
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2.2

2.3

24

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, this Agreement and
Sponsor’s and its designees’ instructions, and
Institution and Investigator shall not use the Study
Device for any other purposes. Institution and
Investigator will comply with all applicable
government laws, regulations and guidance where
the Study is being conducted including, but not
limited to, the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use
(“ICH/GCP”) and all applicable data privacy laws
and regulations. Institution and Investigator have
applied and entered into relevant EU GDPR
agreements with its employees and/or selected
third-party service providers regarding the use,
processing and sharing of personal data.

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.

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, Institution and Investigator will ensure
that all personnel involved in the Study (a) are
subject to obligations of confidentiality at least as
strict as those that apply to Institution and
Investigator under this Agreement; (b) have signed
agreements which give ownership to Institution
and/or to Investigator of any rights they might
have in the results of their work; and (c) are trained
by Sponsor to use the Study Device, and use it in
accordance with the user's manual provided by
Sponsor in this regard.

No Conflicts or Debarment. Institution will use
reasonable efforts to ensure that neither
Investigator nor any personnel participating in the
Study (a) are under any contractual or other
obligations or restrictions which are inconsistent
with 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
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2.2

2.3 Personal.

nemocnice Plzen, Neurochirurgicka klinika, alej
Svobody 80, 304 60 Plzen Zdravotnické zatizeni
a zkousejici budou provadet studii kompetentnim
zpusobem, v souladu s vysokymi védeckymi
a profesionalnimi normami, budou se striktné fidit
protokolem, touto smlouvou a pokyny zadavatele
ajim povefenych osob, pficemz zdravotnické
zafizeni ani zkouSejici nebudou pouzivat
hodnocené zafizeni k zddnym jinym ucelim.
Zdravotnické  zafizeni a zkouSejici  budou
dodrzovat veskeré pfislusné zakony, smérnice
a doporuceni v misté, kde se studie provadi, coz
zahrnuje mimo jiné smérnice Mezinarodni rady
pro  harmonizaci  technickych  pozadavkl
tykajicich se humannich 1é¢ivych piipravki,
spravnou Kklinickou praxi (tzv. ,,JCH/GCP*)
a veskeré dalsi platné zdkony a smérnice tykajici
se ochrany osobnich udajii. Zdravotnické zatizeni
a zkousejici uplatnili a uzavieli se zaméstnanci
a/nebo vybranymi poskytovateli sluzeb =z fad
tietich stran nalezité smlouvy tykajici se pouziti,
zpracovani a predavani osobnich tdaju v souladu
S nafizenim Evropské unie o ochrané fyzickych
0s0b v souvislosti se zpracovanim osobnich udaji
a o volném pohybu téchto udaji (tzv. GDPR).

Protokol. Zadavatel bude mit pravo ¢as od ¢asu
protokol pozménit ptedlozenim navrhovaného
dodatku zdravotnickému zatizeni ke schvaleni ze
strany instituciondlni hodnotici komise (IRB)
a/nebo etické komise (EK) (definovany nize). Na
zakladé  schvaleni  dodatku  ze  strany
institucionalni hodnotici komise (IRB) a/nebo
etické komise (EK) (v pfislusnych piipadech)
bude protokol automaticky pozménén bez
jakéhokoli dal$iho ttkonu smluvnich stran.

Zdravotnické  zafizeni  zajisti
kvalifikovany zdravotnicky, technicky,
laboratorni, administrativni a dal$i personal, ktery
je nezbytny a potiebny k podpofeni zavazka
zdravotnického  zafizeni plynoucich  z této
smlouvy. Dale zdravotnické zafizeni a zkousejici
zajisti, aby personal, ktery je do studie zapojen, (a)
byl véazan alespon stejné piisnymi povinnostmi
zachovani mléenlivosti, jako jsou ty, které dle této
smlouvy plati pro zdravotnické zafizeni
a zkousejiciho, (b) podepsal smlouvy, které
poskytuji  zdravotnickému  zafizeni  a/nebo
zkousejicimu veskera prava, ktera by mohl mit
k vysledkim své prace, a(c) byl zadavatelem
vyskolen k pouzivani hodnoceného zafizeni
a pouzival je v souladu s ptiru¢kou pro uzivatele,
kterou zadavatel pro tento ucel poskytl.

2.4 Absence stietu zajmi ¢ zakazu &innosti.

Zdravotnické zafizeni vynalozi pfiméfené usili,
aby zajistilo, Ze zkousSejici ani personal, ktefi se na
studii podili, (a) nemaji zadny smluvni ani jiny
zdvazek nebo omezeni, kterd jsou v rozporu
S povinnostmi zdravotnického zafizeni nebo
zkousejiciho dle této smlouvy, (b) nemaji finanéni
ani jiny zajem u zadavatele nebo na vysledku
studie, ktery by mohl ovliviiovat jejich nezavisly
tisudek, ani (c) jim americky Ufad pro potraviny
a léciva (dale jen ,,FDA*) nezakazal pracovat nebo



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 law for Institution and Investigator to conduct
the Study under this Agreement.

2.5 Ethics Committee. Sponsor/designee  will
coordinate with the relevant Ethics Committee
(the “EC”) to obtain the EC’s written approval of
Investigator’s conduct of the Study at Institution,
including approval of the Protocol and the
informed consent form to be executed by all
subjects enrolled by Investigator in the Study (the
“Informed Consent Form™). In addition,
Sponsor/designee will coordinate with the EC to
obtain review and approval in writing of any
amendments made  to the Protocol.
Sponsor/designee will use reasonable efforts to
ensure that members of the IRB/EC agree to abide
by the same obligations of confidentiality as apply
to Institution and Investigator under this
Agreement.

2.6 Prompt Notice. Institution and/or Investigator
will, within one working day from occurrence,
notify Sponsor of any (a) deviations from the
Protocol necessary to protect the safety, rights or
welfare of subjects enrolled in the Study, (b)
serious adverse event which occurs to a subject in
the Study or (c) communication with a regulatory
agency concerning (i) the Study, including any
requests to inspect, examine, copy or remove
records of the Study, (ii) another study which
might have an impact on the Study or (iii) 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.

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. No further
consideration, payments or rights shall be due by Sponsor
to Institution, Investigator or to any third party pursuant
to this Agreement.

Records and Audits.

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, with sufficient detail for
use in reports to regulatory agencies. Institution
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poskytovat  sluzby jakékoli farmaceuticke,
zdravotnické nebo biotechnologické spolecnosti
ani o takovém zakazu neuvazuje. Zdravotnické
zafizeni ziskalo abude zachovavat vSechna
opravnéni a povoleni, kterd jsou zakonem
predepsana pro zdravotnické zatizeni
a zkousejiciho, aby mohli provadét studii dle této
smlouvy.

2.5 Eticka komise. Zadavatel/ zastupce budou
zajistovat koordinaci s piislusnou etickou komisi
(EK) za tcelem ziskani pisemného souhlasu etické
komise (EK) sprovadénim studie zkouSejicim
ve zdravotnickém zafizeni, ato véetné schvaleni
protokolu a formuldfe informovaného souhlasu,
ktery musi podepsat subjekty zatazené zkousejicim
do studie (dale jen ,formuldi informovaného
souhlasu“). Kromé toho zadavatel / zastupce budou
zajiStovat koordinaci s pfislusnou institucionalni
hodnotici komisi (IRB) a etickou komisi (EK) za
ucelem zajisténi kontroly a pisemného schvaleni
ptipadnych dodatkti k protokolu. Zdravotnické
zafizeni a zkousejici vynalozi pfiméfené Usili, aby
zajistili, Ze ¢lenové institucionalni hodnotici komise
(IRB) / etické komise (EK) ptijmou stejny zavazek
mlcenlivosti jako zdravotnické zafizeni a zkousejici
dle této smlouvy.

2.6 Bezodkladné upozornéni. Zdravotnické zafizeni
a/nebo zkousejici zadavatele upozorni do jednoho
pracovniho dne od vyskytu na(a) jakékoli
odchylky od protokolu nezbytné k ochrané
bezpecnosti, prav nebo blaha subjektl zatazenych
do studie, (b) zdvaznou nezadouci pfihodu, ktera
se vyskytla u subjektu béhem studie, nebo (c)
komunikaci s regulaénim ufadem tykajici se (i)
studie, ato veetné  zadosti o inspekei,
pfezkoumani, kopirovani nebo  odstranéni
zaznamu tykajicich se studie, (ii) jiné studie, ktera
muze mit vliv na tuto studii, nebo (iii) kvalifikace
zdravotnického zafizeni nebo zkousejiciho
k provadéni studie. Podobné zadavatel neprodlené
upozorni zdravotnické zafizeni a zkousejiciho na
nezadouci ucinky nebo vedlejsi ucinky tykajici se
hodnoceného zatizeni, které miize zadavatel zjistit
Vv prubéhu studie.

Niklady a platba. Za provadéni studie zaplati zadavatel
nebo jim povéfend osoba piijemci platby, uvedenému
v Priloze A, vsouladu srozpoftem pfilozenym
k Ptiloze A. Neni-li zadavatelem odsouhlaseno pisemné
jinak, zadavatel nebude povinen hradit za provedeni
studie jakoukoli castku pfekracujici ¢astku uvedenou
v rozpoCtu. Zadavatel nebude mit ve vztahu k této
smlouvé vuci zdravotnickému zatfizeni, zkousejicimu ani
jiné tieti stran€ zadné dalsi zavazky, platby ani prava.

Zaznamy a audity.

4.2 Uplné a piresné zaznamy. Zdravotnické zaiizeni
a zkousejici budou vést uplné a presné zaznamy
0 stavu a prab¢hu studie, jak vyzaduje protokol,
suvedenim dostateCnych podrobnosti, které



4.3

4.4

4.5

4.6

will create and maintain complete and up-to-date
medical records of Study subjects. Institution
undertakes that Investigator will adhere to the
accuracy of the Study results as required by the
Helsinki Declaration and ICH/GCP.

Access to Records. Sponsor and its designees will
have access to all documentation, data and
information related to or resulting from the Study.
Institution will permit Sponsor and its designees,
at reasonable intervals during normal business
hours and at mutually agreeable times, to inspect
and make abstracts of 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 appropriate
personnel will be available to and will cooperate
with Sponsor and its designees during any 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.

Results.

XXX

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 make appropriate personnel
available to explain and discuss records and
documentation related to the Study.

Study Device Disposition.
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 quantities and in the
manner described in the Protocol (as
defined below), on a case-by-case basis,
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4.3

4.4

4.5

4.6

budou slouzit k tvorbé zprav pro regulacni Grady.
Zdravotnické zafizeni vytvoii a bude vést uplné
a aktualni Iékarské zaznamy tykajici se subjektd
hodnoceni. Zdravotnické zafizeni se zavazuje, ze
zkousejici bude dbat na presnost vysledkl studie
vsouladu spozadavky Helsinské deklarace
a Mezinarodni rady pro harmonizaci technickych
pozadavkll tykajicich se humdannich 1é€ivych
pripravki a spravné klinické praxe.

Piistup k zaznamim. Zadavatel a jim povéfené
osoby budou mit pfistup k veskeré dokumentaci,
udajim a informacim souvisejicim se studii nebo
zni plynoucim. Zdravotnické zafizeni umozni
zadavateli a osobam jim povéfenym
Vv pfiméfenych intervalech béhem bézné pracovni
doby ave vzijemné sjednanych terminech
kontrolovat a pofizovat vypisy ze zaznamu a zprav
shromazdénych a vytvofenych zdravotnickym
zafizenim a zkouSejicim v pribéhu provadéni
studie aprovadét kontroly prostor, v nichz se
studie uskute¢niuje, aby proveéfili dodrzovani této
smlouvy a protokolu, jakoz i piesnost informaci
uvedenych v souvislosti se studii.
V opodstatnénych piipadech budou zdravotni
zaznamy subjektd zpfistupnény pro ucely
oveéfovani zdrojovych dokumentd. Béhem
kontroly nebo auditu ze strany zadavatele budou
zkouSejici  a pfislusny personal k dispozici
abudou zadavateli ajim povéfenym osobam
poskytovat souCinnost, aby mohli projednat
zaznamy azpravy souvisejici se  studii
aodpovédét na otazky tykajici se takovych
zaznami a zprav. Na zadost zadavatele nebo jim
povétenych osob =zajisti zdravotnické zafizeni
a zkousejici neprodlené opravu veskerych chyb
nebo opomenuti v téchto zdznamech a zpravach.

Vysledky.

Audit ze strany regula¢niho Gradu. Bude-li
regulacni Gifad hodlat provést audit zdravotnického
zafizeni nebo zkousejiciho v souvislosti se studii,
pak zdravotnické zafizeni a zkouSejici souhlasi
S tim, ze (a) o tom budou zadavatele neprodleng
informovat a vynalozi veskeré Tsili, aby pro
zadavatele a/nebo jim povéfené osoby ziskali
souhlas s ptitomnosti pii takovém auditu, a (b)
poskytnou regulaénimu ufadu plnou soucinnost,
vyhovi legitimnim pozadavkiim auditu a zajisti
pfislusny personal za ucelem vysvétleni
a projednani zaznamu a dokumentace
souvisejicich se studii.

Poskytnuti hodnoceného zafizeni.

4.6.1 Zadavatel musi zdravotnickému zafizeni
nebo dle potieby subjektim hodnoceni
poskytnout pro ucely provadéni studie
hodnocené/hodnocena zafizeni
a ptislusny spotiebni material v souladu
S mnozstvim a zplsobem popsanym
v protokolu (definovan nize), ato vzdy
podle aktualni potieby u daného ptipadu.
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4.7

for the purpose of the performance of the
Study.

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).

4.6.3 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.

4.6.4  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.

4.6.5 Upon termination of this Agreement,
Institution shall immediately 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.

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
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
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4.7

4.6.2 Zadavatel povede zaznamy o prevzeti
apredani  veskerych  hodnocenych
zatizeni v souladu s pozadavky
ptislusnych zdkonti asmérnic. Bez
ptedchoziho pisemného souhlasu
zadavatele zdravotnické zafizeni ani
zkousejici nepouziji hodnocené zafizeni
jinak, nez v souvislosti se studii avV
souladu sni, jak je stanoveno touto
smlouvou a protokolem (ktery muiize byt
prilezitostné pozménén).

4.6.3  Zdravotnické =zafizeni a zkouSejici se
zavazuji, ze budou hodnocené zafizeni
pouzivat pouze poté, co je zadavatel
proskoli k jeho pouzivani, a v souladu se
zadavatelem piedanou pifiruckou pro
uzivatele hodnoceného zaftizeni.

46.4 Hodnocena zafizeni dodana
zdravotnickému zafizeni a/nebo
subjektim  hodnoceni jsou a vzdy

zlstanou vylu¢nym majetkem zadavatele
a ani zdravotnické zafizeni ani zkousejici
na né nebudou mit Zadné pravo, narok ani
podil na nich, pfi¢emz jedinou vyjimku
tvofi  jejich  pouzivani v souladu
S ustanovenimi této smlouvy. Dokud
bude hodnocené zafizeni v prostorach
zdravotnického zafizeni nebo je budou
zdravotnické zafizeni a/nebo zkousejici
pouzivat (aby se zamezilo
pochybnostem, nikoli bé&hem jakékoli
doby, kdy je hodnocené zatizeni v drzeni
subjektu hodnoceni) aaz do doby
prevzeti hodnoceného zatizeni
zadavatelem, ponesou zdravotnické
zafizeni a/nebo zkouSejici spole¢né
a nerozdilné vyhradni odpovédnost za
ztratu  a/nebo  jakékoli  poskozeni
hodnoceného  zafizeni s vyjimkou
poskozeni a/nebo ztraty vzniklych
v dtsledku jeho bézného opotiebeni.

465 Po ukonCeni této smlouvy vrati
zdravotnické zafizeni okamzité¢ veskera
hodnocena zafizeni, ktera ma v drzeni Ci
pod kontrolou, zadavateli aumozni
zadavateli prevzit hodnocené/hodnocena
zafizeni ve stejném stavu, v jakém
bylo/byla  zdravotnickému  zafizeni
dodano/dodana.

Formulai'e pro sbér dat subjektd hodnoceni.
Zdravotnické zafizeni a zkousejici neprodlené
vyplni za vSechny subjekty zafazené do studie
veskeré formulare pro sbér dat subjekt hodnoceni
(tzv. CRF) aumozni zadavateli a/nebo jim
povéienym osobam piistup k takovym zdznamiim
vyzadovanym pro studii ve forme, v jaké je dodal
zadavatel nebo jim povéiend osoba. Zdravotnické
zafizeni ani zkousejici nebudou ve formulatich pro
sbér dat subjekti hodnoceni uvadét informace,
které by umoznily identifikaci subjektd
zafazenych do studie, ani subjektt, které¢ by do



4.8

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 subject’s Study
records or CRF attesting to his/her review of the
CRF and verifying that the information included
on such form is accurate and includes the
treatment, care, and events surrounding such
subject’s involvement in the Study.

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 federal law
or regulation. The Trial Master File shall also be
retained by Institution and Investigator for the
period of time required by applicable law or
regulation but no fewer than fifteen (15) years after
the completion or earlier termination of the Study,
whichever is longer. At no point shall Institution
or Investigator (i) relocate, (ii) destroy, or (iii)
transfer control to a third party, any such records
described in this section, without giving Sponsor
prior written notice and the opportunity to further
store such records, at Sponsor’s cost and expense.

Confidentiality.

5.1

Definitions.

5.1.1 “Sponsor Confidential Information”
means all information (and all tangible
and intangible 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
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5.5

studie mohly byt zafazeny. Formulate pro sbér dat
subjektd hodnoceni budou piedany zadavateli
nebo jim poveéfenym osobam ve form€ nebo na
elektronickém médiu dle pokynii zadavatele nebo
jim povéefenych osob. Na zadost zadavatele nebo
jim povétenych osob opravi zdravotnické zatizeni
nebo zkousejici neprodlené veskeré chyby a/nebo
opomenuti ve formulafich pro sbér dat subjektl
hodnoceni tykajicich se studie a zpfistupni
zadavateli a/nebo jim povéfenym osobam
opravené formulafe a podptrné zaznamy k dalsi
kontrole. Zkousejici souhlasi s tim, Ze podepise
prohlaseni uvedené v zdznamech studie kazdého
subjektu hodnoceni nebo ve formulaii pro sbér dat
subjektt hodnoceni, které potvrzuje, ze provedl
kontrolu formulafe pro sbér dat subjektd
hodnoceni a ovéfil, ze informace v ném obsazené
jsou pfesné a obsahuji 1écbu, péci a ptihody, které
probéhly vramci ucasti daného subjektu
hodnoceni ve studii.

Uchovavani zaznami. Zdravotnické zafizeni
a zkousejici  budou  uchovavat usporadané
zaznamy o subjektech hodnoceni, laboratornim
vybaveni a o hodnoceném zafizeni tykajici se
studie po dobu stanovenou piislusnymi zakony
nebo pravnimi predpisy. Soubor dokumentl
studie (tzv. Trial Master File) budou zdravotnické
zafizeni a zkouSejici uchovdvat po dobu
stanovenou piislusSnymi zdkony nebo pravnimi
predpisy, ale v zadném ptipadé po dobu kratsi nez
patnact (15) let od dokonéeni nebo ptfed¢asného
ukon¢eni Studie dle toho, ktera z téchto lhut je
delsi. Zdravotnické zafizeni ani zkousejici nesmi
Vv zadném piipad€é zdznamy popsané v tomto
¢lanku (i) premistit, (ii) zniit nebo (iii) pienést
kontrolu nad nimi na tfeti stranu bez ptedchoziho
pisemného upozornéni zadavatele a poskytnuti
moznosti dale uchovavat takové zaznamy na
naklady zadavatele.

Diuvérnost informaci.

Definice.

511 ,Davérnymi informacemi zadavatele® se
rozumi veSkeré informace (a veSkera
jejich hmotna anehmotnd provedeni),
které zadavatel sdéli nebo jsou sdéleny
jeho jménem zdravotnickému zafizeni
a zkousejicimu, at’ uz jsou oznaceny jako
,duvérné* ¢i nikoli, coz zahrnuje mimo
jiné védecke, technické, obchodni nebo
firemni informace, které zadavatel
vlastni, ziskal, vyvinul nebo mu byly
pfedany a s nimiz zadavatel naklada jako
s divérnymi nebo soukromymi.
,,Duveérné informace zadavatele* zahrnuji
mimo jiné protokol, vyplnéné formulate
pro sbér dat subjekti hodnoceni,
podepsané formulafe informovaného
souhlasu, hodnocené zafizeni, formulaie
pro evidenci ek, souhlasy
a korespondenci s institucionalni
hodnotici komisi (IRB), korespondenci
ke studii avysledky. Informace



512

513

514

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

“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.

“Confidential  Information”  means,
collectively,  Sponsor  Confidential

Information and Institution Confidential
Information.

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 credible
written records, without use of the
disclosing Party’s Confidential
Information.

5.2  Nondisclosure of Confidential Information.

521

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.
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o pravech  zdravotnického  zafizeni
a zkousejictho  pouzivat a publikovat
vysledky jsou uvedeny v ¢lancich 5.4 a 6
niZze.

,Duveérnymi informacemi
zdravotnického zafizeni“ se rozumi
veskeré nasledujici informace (a veskera
jejich hmotnd a nehmotna provedeni),
které zkousSejici nebo zdravotnické
zafizeni sdéli nebo jsou sd€leny jejich
jménem zadavateli, at’ uz jsou oznaceny
jako ,davérné*“ ¢i nikoli: informace

o nakladech acenach tykajici se
provadéni studie zdravotnickym
zafizenim, rozpoCet zdravotnického

zafizeni na studii, informace tykajici se
zaméstnanct  zdravotnického  zafizeni
a informace tykajici se internich procest
a postupt zdravotnického zafizeni.

,Duvérnymi informacemi® se rozumi
souhrnné duvérné informace zadavatele
aduvérné informace zdravotnického
zafizeni.

Bez ohledu na vySe uvedené nebudou
duvérné informace zahrnovat informace,
které (a) jiz byly strané pfijimajici
informace znamy v dobé, kdy byly

sdéleny, ato jinak nez diivéjsim
sdélenim  zvefejiiujici  stranou, jak
prokazuji pisemné zaznamy strany

pfijimajici informace z doby sdéleni
informaci, (b) v dob¢, kdy jsou sdéleny,
jsou nebo se pozdé¢ji stanou vefejné
znamymi za okolnosti nepfedstavujicich
poruseni této smlouvy, (¢) jsou zakonn¢,
v dobré vife abez zavazku zachovani
daveérnosti zptistupnény strané
pfijimajici informace tfeti stranou, ktera
je dle védomi strany pfijimajici
informace neziskala pfimo ani nepfimo
od strany zvefejiujici informace, nebo
(d) byly nezavisle vytvoreny stranou
pfijimajici  informace bez pouziti
davérnych informaci strany zvetejilujici
informace, jak je dolozeno vérohodnymi
pisemnymi zdznamy.

5.2  Micenlivost ve vztahu k diivérnym informacim.

521

522

Neni-li zde vyslovné uvedeno jinak,
nebudou zdravotnické zafizeni ani
zkouSejici v prubéhu studie a po dobu
deseti (10) let po dokonceni studie (na
vSech pracovistich v piipad¢, Ze se jedna
o multicentrickou  Kklinickou  studii)
publikovat, Sifit ani jinak zvefejnovat,
predavat ¢i zpfistuptiovat zadné treti
strané kromé zastupcii zadavatele nebo
jim povefenych osob Zzadné duveérné
informace zadavatele.

Neni-li zde vyslovné uvedeno jinak,
nebude zadavatel v pribé¢hu studie a po



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.

5.3 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 any such
disclosure shall be subject to all 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.

54 Use of Sponsor’s Confidential Information
(Including Results). Institution and Investigator
shall have the right to use 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.

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:

6.1 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.
Notwithstanding the Review Period, neither
Institution nor Investigator shall make any such
publication without the written approval of
Sponsor (not to be unreasonably withheld), nor
allow any other publication in connection
therewith  (including by any employees,
consultants or officers of Institution). Institution
and Investigator shall consider any Sponsor
suggestions reasonably and in good faith.

5.3

54

dobu péti (5) let po dokonceni studie (na
vSech pracovistich v ptipad¢, Ze se jedna
o multicentrickou  klinickou  studii)
publikovat, Sifit ani jinak zvefejnovat,
pfedavat ¢i zpiistupiiovat zadné teti
stran¢ kromé& zastupct zdravotnického
zafizeni aji povetenych osob Zzadné
davérné  informace  zdravotnického
zafizeni.

Plnéni zakonnych povinnosti. Strana pfijimajici
informace mize sdélit divérné informace strany
zvetejnujici informace vladnimu ufadu nebo podle
nafizeni soudu piislusné  jurisdikce za
pfedpokladu, ze takové sdéleni informaci
vyzaduje piislusny zakon, smérnice nebo nafizeni
soudu, adale za piedpokladu, Ze takto sdélené
informace budou pfedmétem pfislusné vladni nebo
soudni ochrany, kterd se uplatiiuje u takovych
materiald, aze otom bude strana zvefejiiujici
informace s pfimétenym ptedstihem informovana.
Nebude-li takova ochrana vcas zaji$téna, bude
pfedana pouze ta ¢ast diveérnych informaci strany
zvetejnujici informace, jejiz sdéleni je konkrétné
pozadovano. Za ucelem vylouceni veskerych
pochybnosti budou veskeré informace, které byly
pfedany, inadale povazovany za davérné
informace strany zvetejtiujici informace.

Pouziti divérnych informaci zadavatele (véetné
vysledki). Zdravotnické zafizeni a zkousejici
budou mit pravo pouzivat divérné informace
zadavatele (mimo jiné véetné vysledkl) vyhradné
pro ucely provadéni studie a tak, jak je stanoveno
¢lanky 4.4.2 a 6 této smlouvy.

6. Publikace. Po dokonceni studie a vyhodnoceni veskerych
udajti ze studie zadavatelem, nebo po jejim predcasném
ukonceni ¢i upusténi od studie mohou zdravotnické
zafizeni a zkouSejici publikovat nebo jinak zvefejnit
vysledky pro nekomercni ucely, ato za nasledujicich
podminek:

6.1
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Lhiita k posouzeni. Zadavateli bude predlozena
kopie takové publikace vysledki k posouzeni
alesponi Sedesat (60) dnti pied datem odevzdani
podkladi k publikaci nebo datem zvefejnéni (déle
jen ,Jlhita k posouzeni®). Zadavatel uskute¢ni
posouzeni béhem lhity k posouzeni a bude mit
pravo pozadovat, aby zdravotnické zafizeni a/nebo
zkousSejici odstranili z publikace veskeré zminky
tykajici se divérnych informaci. Bez ohledu na
Ihtitu  k posouzeni nebudou bez piedchoziho
pisemného souhlasu zadavatele (ktery nesmi byt
bezdivodné odepien) ani zdravotnické zatizeni
ani zkouSejici uskutectiovat zadné takové
publikace ani neumozni jakékoli jiné publikovani
v souvislosti s touto studii (coz zahrnuje také
publikovani ze strany zaméstnancl, konzultantd
nebo vedoucich pracovnikd zdravotnického
zafizeni).  Zdravotnické zafizeni a zkousejici
rozumné av dobré vife zvazi veSkeré navrhy
zadavatele.



6.2

6.3

6.4

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
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.

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, or the multi-center study has been
terminated or abandoned at all centers. 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.

Acknowledgment. Upon Sponsor’s written notice
to Institution and/or Investigator in this respect,
Sponsor shall have the option of receiving
acknowledgment in such publication.

Intellectual Property.

Term and Termination.

8.1

8.2

Term. The term of this Agreement will be 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.

Termination. Sponsor may terminate the Study
and this Agreement for any reason by giving at
least thirty (30) days prior written notice to the
Institution. Sponsor may terminate the Study and
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6.2

6.3

6.4

Patentové prihlasky. S vyhradou ustanoveni
¢lanku 6.1 vyse plati, ze pokud bude zadavatel
vprubéhu lhity kposouzeni informovat
zdravotnické zatizeni, ze hodla podat patentovou
prihlasku ve vztahu k jakékoli inovaci (jak je
definovana nize) zvefejnéné nebo obsazené
v jakékoli publikaci, zdravotnické zafizeni
a zkouSejici odlozi publikovani nebo jiné
zvefejnéni po dobu, ktera nepfesahne dalSich
Sedesat (60) dnu, postacujici zadavateli nebo jim
povéiené osobé k tomu, aby nechali podat nebo
podali pfipadnou pozadovanou patentovou
ptihlasku.

Multicentricka Kklinicka hodnoceni. Je-li studie
soucasti multicentrické klinické studie, nebudou
ze strany zdravotnického zafizeni ani zkousejiciho
ucinéna zadna podani k publikaci ani zvefejnéni,
dokud zadavatel neobdrzi a nezanalyzuje vysledky
ze vSech center, nebo dokud nebude
multicentricka studie ukonéena nebo od ni nebude
ve vSech centrech upusténo. Bude-li vytvofen
publikacni vybor nebo vybor zkousejicich za
ucelem publikace vysledkd  multicentrické
klinické studie, bude odloZena jakakoli samostatna
publikace  zdravotnického  zatizeni  nebo
zkousejictho, dokud nebude uskutecnéna
pocatecni publikace vyboru nebo vybor neucini
rozhodnuti, ze takovou publikaci neuskute¢ni.
Pokud vybor nevytvoii pocate¢ni navrh rukopisu
nebo vytahu vysledki ze vSech center do osmnacti
(18) mésict od dokonéeni studie ve vSech centrech
aneoznami zdravotnickému  zafizeni nebo
zkousejicimu, ze ma v imyslu vytvofit rukopis
nebo vytah v ¢asovém ramci uspokojivém pro
zdravotnické zafizeni a zkouSejiciho, pak mohou
zdravotnické zafizeni a zkouSejici vysledky
publikovat nebo je jinak zvetejnit pro nekomeréni
ucely podle podminek vySe uvedenych ¢lanki 6.1
a6.2.

Uvedeni v podékovani Na zéklad¢ ptislusného
pisemného oznameni zadavatele zdravotnickému
zafizeni a/nebo zkousejicimu bude mit zadavatel
moznost byt uveden v podékovani obsazeném
v takové publikaci.

Dusevni vlastnictvi.

8.1

8.2

Platnost smlouvy a jeji ukonéeni.

Platnost smlouvy. Tato smlouva bude platit od
data UCinnosti do data, kdy budou splnény
vSechny pozadavky studie (dale jen ,platnost
smlouvy*), nebude-li ukon¢ena diive v souladu
s Clankem 8 nebo prodlouzena na zakladé
vzajemné pisemné dohody.

Ukonceni smlouvy. Zadavatel mize ukoncit
studii atuto smlouvu z jakéhokoli davodu
pisemnou vypovédi predanou zdravotnickému
zafizeni alespon tficet (30)dnt predem.
Zadavatel muze ukonéit studii atuto smlouvu
tim, Ze pfeda zdravotnickému zatizeni pet (5) dnti



8.3

this Agreement by giving Institution five (5) 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.

Effect of Termination. Upon receiving a notice
of termination, Institution and Investigator will
take all reasonable steps to cease conduct of the
Study as soon as reasonably possible and to
protect the welfare of the subjects participating in
the Study. Within thirty (30) days of termination
of this Agreement or completion of the Study
(whichever comes first), Investigator will submit
a final written report to Sponsor and Institution
and Investigator will 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. Within forty-five (45)
days of receipt of all of the foregoing, Sponsor
will pay Institution the balance of the amounts
due under this Agreement. Termination will not
relieve the parties from their respective
obligations under 4 through 11 of this Agreement.

9. Indemnification and Insurance.

Insurance. Institution and Investigator each
represents to Sponsor that it/he/she has and will
maintain  (a) professional liability and
comprehensive general liability insurance in
amounts sufficient to pay all claims arising from
Institution and Investigator and their respective
employees, including, but not limited to, any sub-
investigators, and all other medical and technical
staff participating in the Study and (b) during the
term of the Study, statutory workers’
compensation and employer’s liability insurance.
Institution and Investigator each will provide
written evidence of such insurance to Sponsor
upon request, and will provide written notice at

8.3

pfedem pisemnou vypoveéd’ v ptipadé, Ze je studie
pferusena na tficet (30)dnd nebo déle.
V takovém ptipadé zdravotnické zafizeni
a zkousSejici ptipravi zpravy, které zadavatel
divodné pozaduje, aby mohl pochopit podstatu
apri¢inu  udalosti/udalosti,  které¢  vedly
k pted¢asnému ukonceni. Obé& smluvni strany
mohou studii kdykoli okamzité ukoncit tim, ze
predaji druhé strané pisemnou vypoved, jestlize
je to nezbytné pro ochranu bezpeénosti, zdravi
a blaha subjektl zarazenych do studie.

Utinky ukonéeni. Po obdrZeni oznimeni
0 vypovédi podniknou zdravotnické zafizeni
a zkousSejici pfimérené kroky za ticelem zastaveni
provadéni studie, co nejdiive to bude prakticky
mozné, aza ucelem ochrany blaha subjekti
ucastnicich se studie. Do tficeti (30) dni od
ukonceni této smlouvy nebo dokonceni studie
(podle toho, kterd ztéchto moznosti nastane
diive) predlozi zkousejici zadavateli zavéreCnou
pisemnou  zpravu a zdravotnické zafizeni
a zkousejici vrati veskera nepouzitd hodnocena
zafizeni, formulafe pro sbér dat subjekti
hodnoceni (vyplnéné inevyplnéné), veskeré
davérné informace a dal$i materidly, které
zadavatel nebo  jim  povéfené  osoby
zdravotnickému zafizeni nebo zkouSejicimu
poskytli. Do ctyficeti péti (45) dnt od obdrzeni
vsech vyse uvedenych polozek zadavatel
zdravotnickému zafizeni uhradi zbyvajici castku
splatnou podle této smlouvy. Ukonceni platnosti
smlouvy nezprosti smluvni strany jejich
piislusnych zavazkd plynoucich z boda 4 az 11
této smlouvy.

9. Odskodnéni a pojisténi.

10.

Dodrzovani kodexu chovani.

Pojisténi. Zdravotnické zafizeni a zkousejici se
timto zadavateli zarucuji, Ze disponuji a budou
inadale wudrZzovat (a) profesni pojisténi
odpovédnosti a komplexni vSeobecné pojisteéni
odpovédnosti v castkach, které jsou dostatecné
pro uhrazeni veskerych narokil vzniklych
v souvislosti se zdravotnickym zafizenim,
zkousejicim a jejich zaméstnanct, coz zahrnuje
mimo jiné pomocné zkousejici a vSechny ostatni
lékarské a technické pracovniky podilejici se na
studii, a (b) povinné pojisténi zaméstnavatele ve
vztahu k odménovani pracovnikl
a odpovédnosti zaméstnavatele pro obdobi
provadéni studie. Na vyzadani zdravotnické
zafizeni a zkouSejici pfedlozi pisemny doklad
0 takovém pojisténi zadavateli a 0 pfipadném
zru$eni, neobnoveni nebo podstatnych zménach
takového pojisténi budou zadavatele pisemné
informovat alespon patnact (15) dnd predem.

Po celou dobu béhem

provadéni studie bude zdravotnické zafizeni bud (i)

dodrzovat
zadavatele,
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10.

11.

least fifteen (15) days prior to the cancellation,
non-renewal or material change in such
insurance.

Compliance with Code of Conduct. At all times in
performance of the Study, Institution will either (i)
comply with and will cause its employees and
subcontractors working on its behalf in performance of
the Study to comply with, the relevant provisions of the
Sponsor’s Code of Conduct, which can be found on
www.novocure.com, or (ii) comply with the terms of
Institution’s own code of conduct, which Institution
hereby represents and warrants has requirements
substantially similar to Sponsor’s Code of Conduct.

Miscellaneous.
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.

11.2 Participation
Study.

The Investigator and/or study team may be
invited to attend and participate in clinical trial
meetings/conferences. The Parties agree that no
additional remuneration will be provided to the
Investigator or study team for attending or
participating in such meetings/conferences, but
that, if expedient and justifiable, the Sponsor may
provide the Investigator and study team with
adequate hotel accommodations, food and
transportation - to and  from  the
meeting/conference or provide them with
reasonable compensation on the basis of
documented hotel and transportation expenses. If
the Investigator and/or study team is required to
perform tasks other than those required to
conduct the Study, the conditions and obligations
relating to the provision of these services will be
the subject of a separate agreement.

in Meeting Concerning the

11.3 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. Communications
and notices to Sponsor will be addressed as

follows:

For administrative and contractual matters:
XXX

Communications and notices to Institution will
be addressed as follows:
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11.

Wwww.novocure.com, a zajisti, aby jeji zaméstnanci
a subdodavatelé, ktefi jejim jménem pracuji na provadéni
studie, tato ustanoveni také dodrzovali, nebo (ii) bude
dodrzovat podminky vlastniho kodexu chovani
zdravotnického zatfizeni, pfi¢emz zdravotnické zafizeni
timto prohlasuje a zaruuje se, Ze uplatituje pozadavky,
které jsou v podstaté obdobné kodexu chovani
zadavatele.

Ruzné.

11.1 Nezavisly dodavatel. Vztah mezi smluvnimi
stranami a mezi zadavatelem a zkousejicim je
vztahem nezavislych smluvnich stran. Tato
smlouva nezaklada u zdravotnického zafizeni ani
zkousejiciho postaveni zastupce. Zdravotnické
zafizeni  azkouSejici  ponesou  vyhradni
zodpovédnost za své vlastni vydaje a za vydaje
svych zaméstnancd.

11.2  Ukast na setkani tykajicich se klinické studie.
Zkousejici a/nebo studijni tym mohou byt
pfizvani k ucasti a zapojeni se do
setkani/konferenci tykajicich se klinické studie.
Smluvni strany se dohodly, ze za ucast nebo
zapojeni se do takovych setkani/konferenci
nebude zkouSejicimu ani studijnimu tymu
poskytnuta zadna dodateéna odména, ale bude-li
to Géelné a ospravedlnitelné, zadavatel muize
zajistt zkousejicimu a ¢lenim studijniho tymu
pfiméfené hotelové ubytovani, obcerstveni a
dopravu na a ze setkani/konference nebo jim
poskytne priméfené nahrady na zakladé
dolozenych vydaji za hotelové ubytovani a
dopravu. Bude-li pozadovano, aby zkousejici
a/nebo studijni tym plnili dalsi ukoly nad ramec
ukolt potfebnych pro provedeni klinické studie,
budou podminky a povinnosti tykajici se
poskytovani téchto sluzeb pfedmétem samostatné
smlouvy.

11.3 Oznameni. Veskera oznameni vyzadovana nebo
povolena touto smlouvou budou ucinéna
pisemnou formou abudou zaslana na adresu
ptijemce uvedenou v této smlouvé nebo na jinou
adresu, kterou muze pfijemce pisemné v ramci
tohoto postupu urcit. Sdéleni a ozndmeni vuci
zadavateli budou adresovana nasledujicim
zpusobem:

V administrativnich a smluvnich zalezitostech:
XXX

Sdéleni aozndmeni zdravotnickému zafizeni
budou adresovana nasledujicim zptisobem:

V administrativnich a smluvnich zalezitostech:

Fakultni nemocnice Plzen,
Edvarda Benese 1128/13, 305 99 Plzen

K rukdm XXX
Tel: XXX
Email: XXX

V zalezitostech uhrady faktur:
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For administrative and contractual matters:

Fakultni nemocnice Plzen,
Edvarda Benese 1128/13, 305 99 Plzen

To: XXX
Tel: XXX
Email: XXX

For payment invoices:

Fakutlni nemocnice Plzen

Edvarda BenesSe 1128/13, 305 99 Plzen
XXX

Tell.: XXX

E-mail: XXX

Communications and notices to Investigator
will be addressed as follows:

Fakultni nemocnice Plzen,

Alej Svobody 80, 304 60 Plzen
Neurochirugicka klinika

To: XXX

E-mail: XXX

All notices will become effective three (3) days
after deposit in the United States Mail with proper
postage for first class registered or certified mail
prepaid, return receipt requested; or when
delivered personally; or, when dispatched by
facsimile, if confirmed by mail as provided
above.

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
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).

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,
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11.6

Fakutlni nemocnice Plzen
Edvarda BeneSe 1128/13, 305 99 Plzen

XXX
Tel.: XXX
E-mail: XXX

Pokud budou adresovana zkousejicimu:

Fakultni nemocnice Plzen,

Alej Svobody 80, 304 60 Plzen
Neurochirugicka klinika

K rukam: XXX

E-mail: XXX

Veskera oznameni vstoupi v platnost tii (3) dny
poté, co byla predana post¢ United States Mail
s uhradou postovného jako doporucend zasilka,
s doru¢enkou, nebo doruéena osobné, nebo byla
zaslana faxem, pokud budou potvrzena postou,
jak je uvedeno vyse.

Postoupeni prav, subdodavatelské zajiSténi.
Tuto smlouvu a prava azavazky z ni plynouci
nesmi zdravotnické zafizeni ani zkouSejici
postoupit ani ptevést bez piedchoziho pisemného
souhlasu zadavatele. Na zakladé predchoziho
souhlasu zadavatele mlize zdravotnické zatizeni
zajistit provadéni ur¢itych Cinnosti studie dle této
smlouvy prostfednictvim subdodavatele
v podobé kvalifikovanych tfetich stran za
piedpokladu, Ze (a) takové tieti strany provadéji
tyto ¢innosti zpisobem, ktery je v souladu
s podminkami této smlouvy, (b) zdravotnické
zafizeni zUstava inadale zodpovédné za plnéni
téchto tfetich stran a (c¢) ani zkousejici, ani zadny
pomocny zkousejici nema na takové tieti strané
zadny piimy nebo nepfimy finan¢ni zajem.
Zadavatel je opravnén postoupit sva prava
a zavazky plynouci z této smlouvy své matetské
spolecnosti NovoCure Limited, jejimz jménem
zadavatel vstupuje do tohoto smluvniho vztahu,
nebo jakémukoli jinému subjektu, ktery se stane
nastupcem spolecnosti, pokud jde o podnikéni
a aktiva zadavatele (nebo jeho matetské
spolecnosti).

Uplna dohoda. Tato smlouva piedstavuje
uplnou dohodu mezi smluvnimi stranami
s ohledem na jeji predmét a nahrazuje veskera
predchozi ustni ¢i pisemna prohlaseni, smlouvy
aujednani mezi zadavatelem, zkouSejicim
a zdravotnickym zafizenim. V pfipadé¢ jakékoli
neshody, nesouladu nebo nekonzistentnosti mezi
smlouvou a protokolem plati ustanoveni této
smlouvy.

Oddélitelnost, prepracovani smlouvy. Kazdé
jednotlivé ustanoveni stanovené touto smlouvou
je nezavislé a oddélitelné od ostatnich ustanoveni
azadné omezeni nebude povazovano za
nevymahatelné na zaklad¢ skute¢nosti, ze néktera
jind ustanoveni mohou byt z jakéhokoli divodu



11.6

11.7

11.8

11.9

11.10

11.11

discrepancy, or inconsistency between this
Agreement and the Protocol, the terms of this
Agreement will control.

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.

Governing Law. This Agreement will be
construed and interpreted and its performance
governed by the internal laws of Czech Republic,
without giving effect to conflicts of laws
principles that would result in the application of
the laws of any other jurisdiction.

Waiver. No waiver of any term, provision or
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.

Counterparts. This Agreement may be executed
in any number of counterparts, each of which will
be deemed to be an original and all of which
together will constitute one and the same
instrument.

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.

This Agreement is drawn up in bilingual format
in English and Czech languages. In case of any
discrepancies between the Czech and English
versions of the Agreement, the Czech version
shall prevail. The Agreement becomes effective
on the day of its publication in the Register of
contracts pursuant to Act No. 340/2015 Coll.

[Remainder of page intentionally blank]

[Signatures on following page]

zcela nebo z¢asti neplatnd nebo nevymahatelna.
Bude-li nékteré ustanoveni této smlouvy
z jakéhokoli davodu neplatné nebo
nevymahatelné, bude takové ustanoveni nalezité
omezeno a piepracovano v maximalnim rozsahu
povoleném piislusnymi zakony. Bude-li rozsah
jakéhokoli omezeni uvedeného v této smlouvée
ptilis Siroky, nez aby ptipoustél uplatnéni
Vplném rozsahu, pak bude takové omezeni
vymahano v maximalnim rozsahu povoleném
zakonem tak, aby bylo povazovano za piimétené
a vymahatelné.

11.7 Rozhodné pravo. Tato smlouva bude vykladana
a interpretovana ajeji plnéni se bude fidit
platnym pravem Ceské republiky bez odkazu na
zasady tykajici se koliznich norem, které by vedly
k uplatnéni zakon jiné jurisdikce.

11.8 Vzdani se prav. Zreknuti se jakékoli zasady,
ustanoveni nebo podminky této smlouvy (at’ uz
jednanim nebo jinak) v jakémkoli jednotlivém
piipadé nebo opakované nebude povazovano ani
vykladano jako dalsi nebo pokracujici zieknuti se
takové zasady, ustanoveni nebo podminky této
smlouvy.

11.9 Stejnopisy. Tato Smlouva miize byt vyhotovena
Vv libovolném poctu stejnopist, pficemz kazdy
znich bude mit platnost originalu. Tyto
stejnopisy budou spole¢né povazovany za jednu
a tu samou listinu.

11.10 Nadpisy. Nadpisy odstavci vtéto smlouvé
slouzi pouze k usnadnéni orientace, pfi¢emz tyto
nadpisy nepfedstavuji ani netvoii soucast této
smlouvy anesmi byt pfi vykladu této smlouvy
pouzity.

11.11 Tato smlouva byla pifelozena do dvojjazyéného
formatu v anglitin€ a cestiné. V pfipadé
jakychkoliv rozporGi mezi Ceskou a anglickou
verzi smlouvy ma pfednost ¢eska verze. Smlouva
nabyva ucinnosti dnem zvefejnéni v registru
smluv dle zakona ¢. 340/2015Sb..

[Zbytek stranky je iumysIlné ponechan prazdny]

[Nasleduje strana s podpisy]
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By: Podepsal(a):

Print
Name/ Jméno

hilkovym pismem:

Title/ Funkce:

Date/ Datum:

By/ Podepsal(a):

Print
Name/ Jméno

hilkovym pismem:

Title/ Funkce:

Date/ Datum:

By/ Podepsal(a):
Print
Name/ Jméno

htlkovym pismem

Date/ Datum:

SPONSOR/ ZADAVATEL:
Novocure GmbH

(duly authorized signatory)

INSTITUTION/ ZDRAVOTNICKE
ZARIZENI: Fakultni nemocnice Plzeii

(duly authorized signatory)

MUDr. Vaclav Simének, Ph.D.

INVESTIGATOR:

(signature)

Vladimir Priban
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Exhibit A

Novocure Payment terms:

1) Payments will be made quarterly according to the
budget, study enrollment and completed case report
forms verified by Sponsor and/or its CRO completed/sent
within the quarter.

Estimated number of subjects included in the Study: 2
subjects.

Sponsor and Institution hereby agree, for the purposes of
publishing this Agreement, in accordance with the
provisions of Act No. 340/2015 Coll. on the Register of
Contracts, that the total expected remuneration for the
performance of the Study may amount to: 415,000.00
CZK.

Sponsor acknowledges that all bank charges for bank
transfer of payments are always born by the payer.

2) All amounts in this Agreement and its Exhibits are
without VAT. If any payments for services are subject to
VAT, Sponsor shall pay the relevant amount of VAT in
accordance with legal regulations effective on the date of
taxable performance on the basis of the relevant tax
document (invoice), which shall meet all the
requirements prescribed by applicable law. Institution is
responsible for paying all other taxes in connection with
payments under this Agreement.

3) The payment for a patient that is discontinued due to
an adverse event, lost-to-follow up, or patient decision,
etc. will be based on the number of visits completed plus
other expenses incurred at time of discontinuation.

XXX

7) All pass-through costs will be paid within 45 days of
Sponsor's receipt of invoice.

8). All invoices must reference Study number,
Investigator name and Institution number.

9) In the event of default payments, Institution shall be
entitled to charge statutory interest on late payments in
accordance with section 1970 of the Civil Code, as
applicable.

XXX

Priloha A

Platebni podminky spole¢nosti Novocure:

1) Platby budou hrazeny ctvrtletné v souladu
S rozpoctem, registraci subjektl do studie a vyplnénymi
formulaii pro sbér dat subjektd hodnoceni, které budou
vyplhovany/zasilany ctvrtletné a oveéfeny zadavatelem
a/nebo  jeho  smluvni  vyzkumnou organizaci.

Predpokladdany pocet zatazenych subjektt do studie: 2.

Zadavatel a zdravotni zafizeni timto pro Gcely zvetejnéni
této Smlouvy, a to v souladu s ustanovenimi zdkona ¢.
340/2015 Sb. o registru smluv, souhlasi, ze celkova
oCekavana odmeéna za provedeni Studie mize Cinit az :
415,00.00 Kc¢.

Zadavatel bere na védomi, ze veskeré bankovni poplatky
spojené s odeslanim platby nese vzdy odesilatel.

2) Vsechny ¢astky uvedené v této Smlouvé a jejich
ptilohach jsou uvedeny bez DPH. Pokud nékteré platby
za sluzby podléhaji DPH, Zadavatel zaplati piislusnou
¢astku DPH ve vysi dle pravnich ptedpist u€innych ke
dni uskute¢néni zdanitelného plnéni na zaklade
pfislusného danového dokladu (faktury), ktera bude
spliiovat vSechny nalezitosti predepsané piisluSnymi
predpisy. Zdravotnické nese
odpovédnost za uhrazeni vSech ostatnich dani v

pravnimi zatizeni

souvislosti s platbami na zaklad¢ této Smlouvy.

3) Platba za pacienta, ktery bude vyfazen ze studie kvuli
nezadouci ptihodé€, u kterého doslo ke ztraté kontaktu
béhem nasledného sledovani, nebo ktery odstoupil z
bude

navstév

zalozena
a dalSich

rozhodnuti,
uskute¢nénych

vlastniho na poctu

nakladech
vynaloZenych v dobé preruseni.

XXX

7) Veskeré naklady k prefakturaci budou uhrazeny do 45
dnt od ptijeti faktury zadavatelem.

8) Vsechny faktury musi byt opatieny ¢&islem studie,
jménem zkousejiciho a ¢islem zdravotnického zafizeni.

9) V ptipadé opozdénych plateb je Instituce opravnén
uctovat zakonny urok z prodleni v souladu s ust. § 1970
Obcanského zakoniku, v platném znéni.

XXX
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Budget and Payment Schedule Attached
Payee Information:

All payments will be made to the following payee:

Name of the account holder: Fakultni nemocnice Plzeni
ID No: 00689806

VAT No: CZ00669806

Bank Name: CNB

Bank Address: Na Prikop¢ 28, 115 03 Praha 1
Ban ID and bank branch: 0710

Account number / IBAN: 34534-33739311 / 0710
CZ91 0710 0345 3400 3373 9311

SWIFT/BIC Code: CNBACZPP

Variable symbol: invoice number

Email: invoices: trials@fnplzen.cz

Payment Schedule:

1) Payments will be made quarterly according to the
above budget, study enrollment and completed case
report forms verified by Novocure and/or its CRO
completed/sent within the quarter.

2) The payment for a patient that is discontinued due to
an adverse event, lost-to-follow up, or patient decision,
etc. will be based on the number of visits completed plus
other expenses incurred at time of discontinuation.

3) All pass-through costs will be paid within 45 days of
sponsor's receipt of invoice.

4) All invoices must reference study number, Novocure’s
PO number, PI name and institution number.

5) Screen Failure fee is paid after completion of the
screen failure CRFs and verified by the Monitor and for
procedures performed.

6) XXX

Rozpocet a harmonogram plateb v priloze
Informace o pfijemci platby:

Veskeré platby budou hrazeny ve prospéch
nasledujiciho pfijemce:
Jméno majitele G¢tu:  Fakultni nemocnice Plzen
ICO: 00689806

DIC: CZ00669806

Nézev banky: CNB

Adresa banky Na Piikopé 28 , 115 03 Praha 1
ID banky a bankovni pobocky: 0710

Cislo uétu/koéd IBAN:  33739311/0710

CZ21 0710 0000 0000 3373 9311

SWIFT/BIC Code: CNBACZPP

Variabilni symbol: ¢islo faktury

Adresa pro zasilani faktur: trials@fnplzen.cz

Plan plateb:

1) Platby budou hrazeny c¢tvrtletné v souladu s vyse
uvedenym rozpoCtem, registraci subjektd do studie
a vyplnénymi formulafi pro sbér dat subjektti hodnoceni,
které budou vyplnovany/zasilany ctvrtletné a ovéteny
spole¢nosti Novocure a/nebo jeho smluvni vyzkumnou
organizaci.

2) Platba za pacienta, ktery bude vyfazen ze studie kvuli
nezadouci ptihodé, u kterého doslo ke ztraté¢ kontaktu
béhem nasledného sledovani, nebo ktery odstoupil z
vlastniho rozhodnuti, bude =zalozena na poctu
uskute¢nénych navstév a dalsich nakladech
vynalozenych v dob¢ pieruseni.

3) Veskeré naklady k prefakturaci budou uhrazeny do
45 dnti od pfijeti faktury zadavatelem.

4) Vsechny faktury musi byt opatfeny Cislem studie,
Cislem objednavky spole¢nosti Novocure, jménem
hlavniho zkousejiciho a ¢islem zdravotnického zafizeni.
5) Poplatek za netspésny screening se plati po vyplnéni
formulaid pro sbér dat subjektd hodnoceni v piipade
neuspésného screeningu, ktery ovéfuje monitor, a za
provedené tikony.

6) XXX
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