Protocol 63623872FLZ3001

FLU-A CLINICAL TRIAL AGREEMENT
(Supporting U.S. Government Contract Number
HHS0100201500014C)

SMLOUVA O PROVEDENI KLINICKEHO
HODNOCENI FLU-A
(podporujici smlouvu s vladou USA dCislo
HHS0100201500014C)

This Clinical Trial Agreement (the “Agreement”) is
between

Tato smlouva o provedeni klinického hodnoceni
(dale jen ,smlouva“) se uzavira
mezi

IQVIA RDS Czech Republic s.r.o. (“CRO”), a Czech
corporation, with registered offices at Pernerova
691/42, Karlin, 186 00 Praha 8, Czech Republic, ID

IQVIA RDS Czech Republic s.r.o. (dale jen ,CRO“),
Ceskou spoleénosti, se sidlem Pernerova 691/42,
Karlin, 186 00 Praha 8, Ceska republika, ICO:

Janssen Pharmaceutica NV, with registered
offices at at Turnhoutseweg 30. B-2340, Beerse,
Belgium

No: 24768651, represented by | 24768651, zastoupenou
and a

spolec¢nosti Janssen Pharmaceutica NV, se sidlem
Turnhoutseweg 30. B-2340, Beerse, Belgie

(“Janssen”)

(dale jen ,Janssen”)

and

Nemocnice Na Bulovce

with registered offices at Budinova 67/2, 180 81
Praha 8, Czech Republic

ID No: 00064211

Tax ID: CZ00064211

Account Name: Nemocnice Na Bulovce

Account number: 16231081/0710

IBAN: CZ47 0710 0800 0400 1623 1081

Name of the Bank: Ceska narodni banka

Address of the Bank: Na Prikopé 28, 115 03 Praha
1, Czech Republic

SWIFT: CNBACZPP

Variable symbol: 110201

Variable symbol — pharmacy: 1997000
represented by

(“Institution”)

a

Nemocnice Na Bulovce

se sidlem Budinova 67/2, 180 81 Praha 8, Ceska
republika

ICO: 00064211

DIC: CZ00064211

Nazev bankovniho Uc¢tu: Nemocnice Na Bulovce
Cislo G¢tu: 16231081/0710

IBAN: CZ47 0710 0800 0400 1623 1081

N&zev banky: Ceska narodni banka

Adresa banky: Na Prikopé 28, 115 03 Praha 1,
Ceska republika

SWIFT: CNBACZPP

Variabilni symbol: 110201

Variabilni symbol - Iékarna: 1997000

zastoupend [

(dale jen ,zdravotnické zafizeni”)

(Janssen, CRO, Institution collectively as the
“Parties”, individually a “Party”)

(Janssen, CRO, zdravotnické zatizeni budou dale
spole¢né oznacovani jako ,smluvni strany”
a jednotlivé jako ,,smluvni strana“)

and effective as of the date of publication into the
Register of Contracts in the Czech Republic

a nabyvd ucinnosti ke dni zverejnéni v Registru
smluv  Ceské republiky (dadle jen ,datum
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(“Effective Date”).

ucinnosti”).

Clinical Trial:  63623872FLZ3001 Klinické hodnoceni: 63623872FLZ3001
(“Clinical Trial”) (dale jen ,klinické hodnoceni“)
Sponsor: Janssen-Cilag International NV Zadavatel: Janssen-Cilag International NV

Study Product: Pimodivir
(“Study Product”)

Studijni |é¢ivo: Pimodivir
(dale jen ,studijni lé¢ivo“)

Protocol: A Phase 3 Randomized, Double-
blind, Placebo-controlled, Multicenter Study to
Evaluate the Efficacy and Safety of Pimodivir in
Combination With  the  Standard-of-care
Treatment in Adolescent, Adult, and Elderly
Hospitalized Patients With Influenza A Infection
(“Protocol”)

Protokol: Randomizované, dvojité
zaslepené, placebem kontrolované multicentrické
klinické hodnoceni faze 3 hodnotici ucinnost
a bezpecnost pimodiviru v kombinaci s obvyklou
[éCbou u adolescentnich, dospélych a starSich
hospitalizovanych pacientl s chfipkou typu A
(ddle jen ,protokol”)

EUdraCT number: 2017-002156-84

Cislo EUdraCT: 2017-002156-84

Site of the Clinical Trial: Nemocnice Na Bulovce,
Clinic of Infectious, Parasitic and Tropical Diseases,
Budinova 67/2, 180 81 Praha 8, Czech Republic
(“Study Site”)

Centrum, kde klinické hodnoceni probiha:

Nemocnice Na Bulovce, Klinika infekcnich,
parazitarnich a tropickych nemoci, Budinova 67/2,
180 81 Praha 8, Ceskd republika (dale jen

z

»centrum, kde klinické hodnoceni probiha“)

Whereas, Janssen through its affiliates, has
entered into an agreement with the U.S.
Government Department of Health and Human
Services, Office of the Assistant Secretary for
Preparedness and  Response, Biomedical
Advanced Research and Development Authority
(hereinafter (“BARDA”), an agency of the United
States Federal Government (“U.S. Government”)
under contract #HHS0100201500014C (“BARDA
Contract”), for the testing, development and
manufacture of Study Product; and

Vzhledem ktomu, Ze spolecnost Janssen
prostfednictvim svych sesterskych spolecnosti
uzaviela smlouvu sUfadem pro pokrocily
biomedicinsky vyzkum avyvoj (Biomedical
Advanced Research and Development Authority,

dale jen ,BARDA“) pfi kanceldfi ndméstka
tajemnika pro pripravenost a reakce (Office of the
Assistant  Secretary for Preparedness and
Response) ministerstva  zdravotnictvi  USA

(Department of Health and Human Services), coz
je urad federalni vlady Spojenych statl
americkych (dale jen ,vlada USA“) pod cislem
smlouvy #HHS0100201500014C (dale jen
»smlouva BARDA"”) za ucelem testovani, vyvoje
a vyroby studijniho |é¢iva; a

Whereas, this Clinical Trial is a US Government
funded project, and therefore certain
requirements apply. These requirements should
be adhered to by all participants of the Clinical
Trial, including Janssen, clinical sites and
investigators and other personnel involved with
the Clinical Trial;

Vzhledem k tomu, Ze toto klinické hodnoceni je
projekt financovany vladou USA, a tudiZ se na né
vztahuji urcité pozadavky. Tyto pozadavky musi
dodrzovat vsichni, kdo se podileji na tomto
klinickém hodnoceni, véetné spole¢nosti Janssen,
center  klinického hodnoceni, zkousejicich
a dalSiho personalu zapojeného do klinického
hodnocent;

Whereas, Janssen has appointed CRO to procure

Vzhledem k tomu, Ze spolecnost Janssen povérila
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the services under this Agreement and to provide
same to Janssen.

CRO zajisténim a poskytovanim sluzeb uvedenych
v této smlouvé spolecnosti Janssen.

Whereas, CRO has requested Institution to
provide services to CRO as described in this
Agreement by conducting the Clinical Trial, which
is sponsored by Janssen-Cilag International NV,
Turnhoutseweg 30. B-2340, Beerse, Belgium
(“Regulatory Sponsor”) involving the Study
Product according to the Protocol (including
subsequent Protocol amendments) and Annexes,
which form an integral part hereof;

Vzhledem ktomu, Ze CRO si u zdravotnického

zatizeni  ahlavniho  zkousSejictho  vyZadala
poskytovani sluzeb pro CRO na zdkladé ustanoveni
této smlouvy, ato vsouvislosti sklinickym

hodnocenim studijniho |éciva, jehoZz zadavatelem
je Janssen-Cilag International NV, Turnhoutseweg
30. B-2340, Beerse, Belgie (dale jen ,zadavatel”)
a které je provddéno vsouladu s ustanovenim
protokolu (véetné naslednych dodatkl protokolu)

Whereas, _

(“Principal Investigator”) shall take responsibility
to conduct the Clinical Trial and supervise the
Clinical Trial personnel; and

a priloh, které tvori nedilnou soucdst této
smlouvy;

Vzhledem k tomu, Ze
I (cile  jen
yhlavni zkousejici“) bude provadét klinické
hodnoceni adohlizet na personal klinického

hodnoceni; a

Whereas, Principal Investigator is employed by
Institution and Institution will be responsible for
Principal Investigator’s obligations under this
Agreement. The Institution acknowledges and
agrees that the Principal Investigator, any sub-
investigators, and other members of the team
under the supervision of the Principal Investigator
performing work on the Clinical Trial shall receive
direct payment for his/her services under his/her
separate agreements.

Vzhledem ktomu, Ze hlavni zkousejici je
zaméstnancem zdravotnického zafizeni
a zdravotnické zafizeni bude odpovidat za plnéni
povinnosti hlavniho zkousejiciho dle této smlouvy.
Zdravotnické zatizeni bere na védomi a souhlasi,
Zze hlavni zkousejici, vSichni spoluzkousejici
a ostatni ¢lenové tymu pod vedenim hlavniho
zkousejictho provadéjici praci na klinickém
hodnoceni jsou prfimymi ptijemci plateb za tyto
sluzby dle zvlastnich smluv.

Whereas, Institution is equipped and authorized
to undertake the Clinical Trial and has agreed to
perform the Clinical Trial under the terms and
conditions in accord with the Protocol and
hereinafter set forth in this Agreement, including
those applicable requirements imposed by the
BARDA Contract, as specified in this Agreement;

Vzhledem k tomu, Ze zdravotnické zafizeni ma pro
provedeni klinického hodnoceni nezbytné
vybaveni aoprdvnéni avzhledem ktomu, Ze
souhlasi s provedenim klinického hodnoceni,
vsouladu sustanovenim protokolu aniZe
uvedenych ustanoveni této smlouvy vcetné
pfislusnych pozadavkd smlouvy BARDA, jak je
uvedeno v této smlouvé;

Now, therefore, in consideration of the premises
and the mutual promises and covenants
expressed herein, the Parties agree as follows:

A tak, s pfihlédnutim ke vzajemnym pfislibdm
a zavazkim zde uvedenym se smluvni strany
dohodly nasledovné:

1. Performance of the Clinical Trial

1. Provadéni klinického hodnoceni
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1.1 The Parties agree that the Protocol, | 1.1 Smluvni strany se dohodly, Ze protokol,
including any subsequent Protocol véetné  vSech  naslednych  dodatkd
amendments, incorporated by reference as k protokolu, ktery tvofi ptilohu A této
Annex A if not attached hereto but known smlouvy a vSechny smluvni strany se s nim
to all parties, and the other Annexes are sezndmily, stejné jako vSechny ostatni
binding on the Parties and constitutes an prilohy této smlouvy, jsou pro smluvni
integral part of this Agreement. The Parties strany zavazné a tvofi nedilnou soucdst této
have agreed the Protocol shall be available smlouvy. Smluvni strany se dohodly, Ze
with the Principal Investigator. protokol bude kdispozici u hlavniho

zkousejiciho.

1.2 Institution agrees to use its best efforts and | 1.2  Zdravotnické zafizeni se zavazuje provadét
professional expertise to perform the klinické hodnoceni sodbornou pédi,
Clinical Trial in accordance with the v souladu s ustanovenim protokolu,
Protocol, all applicable legal and regulatory v souladu sustanovenim vSech platnych
requirements, the identified timelines and zakonlU a predpist, dle dohodnutého
the terms and conditions of this Agreement. Casového harmonogramu av souladu
Institution and Principal Investigator may s ustanovenim této smlouvy. Zdravotnické
not start the Clinical Trial without prior zafizeni ahlavni zkousSejici nesmi zadit
approval of the ethics committee, provadét klinické hodnoceni bez
notifications and further legally required pfedchoziho souhlasu etické komise, bez
approvals. predchoziho splnéni vSech oznamovacich

povinnosti adokud nebudou ziskany
vSechny zakonem predepsané souhlasy
a schvaleni.
The Clinical Trial shall be conducted on the Klinické hodnoceni bude provedeno na
basis of an approval issued by the State zakladé povoleni Statniho Ustavu pro
Institute for Drug Control issued on 16 July kontrolu Iéciv, vydaného dne 16. ¢ervence
2018 of the Approval No. 2018 pod ¢.j. sukls163081/2018, souhlasu
sukls163081/2018, approval issued by the Multicentrické etické komise Fakultni
Multicentrics Ethics Commitee of Faculty nemocnice Kralovské Vinohrady vydaného
hospital Kralovske Vinohrady issued on 4 dne 4. dubna 2018, pod ¢.j. MEK/02/0/2018
April 2018 of the Approval No. asouhlasu Etické komise zdravotnického
MEK/02/0/2018 and the Approval of the zafizeni vydaného dne 9. kvétna 2018, pod
Local Ethics Commitee issued on 9 May ¢.j. 9.5.2018/650, které tvofi prilohu €. E, €.
2018 of the Approval No. 9.5.2018/650 F a ¢. G této smlouvy.
incorporated by reference as Annex No. E,
No. F and No. G of this Agreement.
1.3 In the event that the Principal Investigator | 1.3 V pfipadé, Ze hlavni zkousejici jiz nebude

becomes no longer affiliated with
Institution, Institution shall provide written
notice to CRO as soon as possible and at the
latest within three (3) days of such
departure. Janssen shall have the right to

zaméstnancem zdravotnického zafizeni,
zavazuje se zdravotnické zafizeni o této
skutecnosti neprodlené pisemné
informovat smluvni vyzkumnou organizaci
(CRO), ato nejpozdéji do tfi (3) dnl od
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approve any new Principal Investigator
designated by Institution. The Institution
shall ensure that the new Principal
Investigator agrees to the terms and
conditions of this Agreement. In the event
Janssen does not approve such new
Principal Investigator, CRO or Janssen may
terminate this Agreement in accordance
with Section 2.2 below and Institution shall
take all necessary steps to accommodate
Janssen’s decision. If Principal Investigator
is to be temporarily absent from Institution
for more than 10 days, but not more than
14 days, Institution will designate a Sub-
investigator to temporarily supervise the
Clinical Trial on the Principal Investigator’s
behalf. Institution will document this
designation and notify CRO in writing of
such designation prior to its
commencement. If Principal Investigator is,
or is to be, absent for more than 14 days,
CRO or Janssen may terminate Agreement if
Institution and Janssen cannot agree on
a replacement Principal Investigator within
a 14-day period.

ukonéeni pracovniho poméru s hlavnim
zkousejicim. Spolecnost Janssen ma pravo
schvalovat vSechny nové hlavni zkousejici,
jmenované  zdravotnickym  zafizenim.
Zdravotnické zafizeni zajisti, Ze novy hlavni
zkousejici  bude  pisemné  souhlasit
s ustanovenim a podminkami této smlouvy.
V pfipadé, Ze spolecnost Janssen nového
hlavniho zkousejictho neschvali, mohou
CRO nebo spolecnost Janssen tuto smlouvu
vypovédét v souladu s ustanovenim ¢lanku
2.2 nize a zdravotnické zafizeni se zavazuje
podniknout veskeré nezbytné kroky
nezbytné k tomu, aby se tomuto rozhodnuti
spolecnosti  Janssen podrobilo. Pokud
nebude hlavni zkousejici ve zdravotnickém
zafizeni docasné pfitomen, a to vice nez na
dobu 1 dn(, avsak méné neZ na dobu 14
dnd, jmenuje zdravotnické zatizeni zastupce
zkousejiciho, ktery bude docasné jménem
hlavniho zkousejiciho klinické hodnoceni
fidit. Zdravotnické zafizeni pisemnou
formou zdokumentuje toto jmenovani
zastupce zkusejiciho apisemné otomto
jmenovani uvédomi CRO, ato jesté pred
tim, neZ tento zastupce zacne svoji funkci
vykondvat. Pokud nebude hlavni zkousejici
pfitomen ve zdravotnickém zafizeni déle
nez 14 dni, maji CRO a spolecnost Janssen
pravo tuto smlouvu vypovédét, pokud se do
14 dnl spole¢nost  Janssen se
zdravotnickym zafizenim nedohodne na
nahradnim hlavnim zkousejicim.

1.4

Institution may appoint such other
individuals and investigational staff as it
may deem appropriate as co-investigator
and/or investigational staff to assist in the
conduct of the Clinical Trial. All co-
investigators and investigational staff will
be adequately qualified, timely appointed
and an updated list will be maintained.
Principal Investigator shall be responsible
for leading such team of co-investigators
and investigational staff, who in all respects
shall be bound in writing to the same terms

1.4

Zdravotnické zatizeni mulze pro Uucely
provadéni klinického hodnoceni na zakladé
vlastniho uvazeni jmenovat spoluzkousejici
a/nebo dalsi ¢éleny tymu, ktery provadi
klinické hodnoceni. Vsichni spoluzkousejici
aclenové tymu provadéjiciho klinické
hodnoceni musi mit potiebné vzdélani,
musi byt do klinického hodnoceni fadné
a prokazatelné jmenovani a seznam vsech
clen  tymu  provadéjictho  klinické
hodnoceni musi byt aktualni a pravidelné
aktualizovany. Hlavni  zkousejici je
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and conditions as the Principal Investigator.
Institution is responsible for the services
performed by such staff (including the
Principal Investigator) and undertakes in
particular to have the services executed by
competent persons. In the event that
Institution uses the services of others to
conduct the Clinical Trial pursuant to this
Agreement, Institution shall be responsible
for ensuring that all are appropriately
licensed and credentialed and in
compliance with the terms of this
Agreement. Institution shall be liable for
any breach of this Agreement by such
individuals.

odpovédny za tizeni tymu spoluzkousejicich
a ostatnich ¢lend tymu provadéjiciho
klinické hodnoceni, ktefi musi byt ve vsech
smérech pisemné zavazani k dodrzovani
stejnych ustanoveni a podminek jako hlavni
zkousejici.  Zdravotnické  zafizeni je
odpovédné za sluzby poskytované svymi
pracovniky (véetné hlavniho zkousejiciho)
azejména se zavazuje, Ze vsechny tyto

sluzby budou poskytovany fadné
zpUsobilymi  osobami. V pfipadé, Ze
zdravotnické zafizeni  vyuZiva pro

poskytovani sluzeb na zakladé této smlouvy
sluzeb tretich subjektl, je zdravotnické
zafizeni odpovédné za zajisténi toho, aby
véechny tyto treti subjekty mély radné
opravnéni a kvalifikaci pro poskytovani
prislusnych sluzeb a byly vdzani povinnosti
dodrzovat ustanoveni této smlouvy.
Zdravotnické zafizeni nese odpovédnost za
jakékoli poruseni ustanoveni této smlouvy
témito subjekty.

1.5 Institution shall ensure that designated staff | 1.5 Zdravotnické zafizeni se zavazuje zajistit,
attend all trainings conducted by Janssen or aby se urceni pracovnici provadéjici klinické
its designee in the proper performance of hodnoceni  zucastnili  vSech  skoleni
the Protocol, safety and reporting poradanych spolecnosti Janssen nebo jejim
requirements, and any other applicable zastupcem pro Ucely rfadného plnéni
guidelines relevant to the Clinical Trial and ustanoveni protokolu, dodrzovani
performance of the Protocol. bezpecnostnich a oznamovacich povinnosti

a ostatnich predpist, které se tykaji
klinického hodnoceni a dodrzovani
protokolu.

1.6 In case of Blinding the Clinical Trial; Useof | 1.6 V  pfipadé zaslepeného klinického

Randomization Codes

The Institution/Principal  Investigator
conducting ablinded study agrees to
maintain the blinding of the Study Product.
The Institution/Principal Investigator
understands that the randomization codes
will be released upon completion of the
Clinical Trial and finalization of the database
by Janssen. For multi-center studies, data
from all centers are required before the
Clinical Trial is considered complete. Should

hodnoceni; pouzivejte randomizacni kédy
Zdravotnické  zafizeni/Hlavni  zkousejici
provadéjici zaslepené klinické hodnoceni se
zavazuje dodrZovat zaslepeni studijniho
[éCiva. Zdravotnické zafizeni/Hlavni
zkousejici bere na védomi, Ze randomizacni
kédy budou zvefejnény po dokonceni
klinického hodnoceni apo uzavieni
databdze spoleénosti Janssen.
U multicentrickych klinickych hodnoceni
jsou vyZadovana data ze vSech center
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a medical emergency occur requiring the
Principal Investigator to break the code for
a specific subject, the Institution/Principal
Investigator agrees to notify CRO and
Janssen immediately.

predtim nez bude klinické hodnoceni
povazovano za dokoncené. Pokud bude
zdlvodu akutniho zdravotniho problému
nutné, aby zdravotnické zafizeni hlavni
zkousejici odhalil kéd konkrétniho pacienta
(subjektu hodnoceni) zavazuje se hlavni
zkousejici o této skutecnost neprodlené
informovat CRO a spolec¢nost Janssen.

1.7 For the performance of the Clinical Trial, | 1.7 Pro ucely provadéni klinického hodnoceni
Janssen or CRO or their respective affiliates se spolecnost Janssen a CRO nebo jejich
shall provide the Study Product and all odpovédni zdstupci, zavazuji poskytnout
Clinical Trial related documents (such as veskeré studijni |éCivo a veskeré dokumenty
case report forms) and any materials and tykajici se klinického hodnoceni (vcetné,
equipment listed in Annex B, together with mimo jiné, chorobopistl) ataké vsechny
conditions of use. Neither Institution nor materidly a vybaveni uvedené v pfiloze B,
Principal Investigator shall to make any use spolu s podminkami  jejich  pouziti.
of Study Product and Clinical Trial related Zdravotnické zafizeni ani hlavni zkousejici
documents, materials and equipment, nesmi studijni lécivo ani dokumenty,
other than for the performance 3 of Clinical materidly a vybaveni tykajici se klinického
Trial in strict accordance with the Protocol hodnoceni pouZivat kzddnému jinému
and this Agreement. ucelu nez k provadéni klinického

hodnoceni, ato vpfisném souladu
s ustanovenim protokolu a této smlouvy.

1.8 While dispensing with the Study Product | 1.8  Pri distribuci studijniho léCiva a provadéni
and conducting the Clinical Trial, the Parties klinického hodnoceni se smluvni strany
undertake to comply with applicable laws, zavazuji dodrZovat ustanoveni platnych
implementation regulations, good zakonl, provadécich predpisli, zasady
manufacturing, distribution, pharmacy and spravné vyrobni, distribucni, |ékarenské
clinical practice guidelines and the a klinické praxe ataké pokyny Statniho
instructions of the State Institute for Drug ustavu pro kontrolu Iéciv.

Control.

1.9 Janssen shall ensure supplies of the Study | 1.9  SpoleCnost Janssen se zavazuje zajistit
Product to the Institution pharmacy. dodavky studijniho 1éCiva do |ékarny

zdravotnického zafizeni.

1.10 Biological Samples and Additional | 1.10 Biologické vzorky a dalsSi vyzkum
Research Zdravotnické zafizeni ahlavni zkousejici

Institution and Principal Investigator shall
not, without the prior written consent of
Janssen, conduct any research or facilitate
third parties to conduct any research that is
not not required by the Protocol on (i) Trial
Subjects during the Clinical Trial (including

nesmi, bez predchoziho
souhlasu spolec¢nosti Janssen, provadét
zadny vyzkum, ktery neni vyZadovan
protokolem (ani nesmi tfetim stranam
umoznit zadny takovy vyzkum provadét): (i)
na subjektech hodnoceni béhem klinického

pisemného
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any additional research technique,
procedure, questionnaire, or observation),
or (ii) biological samples collected from Trial
Subjects during the Clinical Trial, or (iii) the
data derived from the Clinical Trial.
Hereinafter, the research described in the
previous sentence shall be referred to as
“Additional Research”. In any case where
Janssen gives such approval, the approved
Additional Research shall be considered
either an amendment to the original
Protocol, or shall be the subject of another
written agreement between Institution,
CRO and Janssen. Institution and Principal
Investigator shall conduct all Additional
Research in compliance with all applicable
regulations, including requirements for
obtaining appropriate EC approval and
subject informed consent. Without limiting
any other remedy available by law to
Janssen, if Institution conducts Additional
Research in breach of this section, and such
Additional Research results in an Invention
(as defined in Section 8 below), Institution
hereby grants to Janssen or its designee an
irrevocable, worldwide, paid up, royalty-
free, exclusive license, with right of
sublicense, to make, have made, use, have
used, sell have sold, and import any such
invention that results from such Additional

Research. This Section shall survive
termination or expiration of this
Agreement.

hodnoceni (to se tykd jakychkoli
vyzkumnych technik, postup(l, dotaznikl ¢i
pozorovani); ani (ii) s vyuzitim bilogickych
vzork( odebranych od subjektl hodnoceni
béhem klinického hodnoceni; ani (iii)
pouzivat kvyzkumu Udaje odvozené
z klinického hodnoceni. Vyzkum popsany
v predchozi vété bude v této smlouvé dale
oznacovan jako ,dalsi vyzkum®. V pripadé,
Ze spolecnost Janssen schvali dalsi vyzkum,
bude tento schvdleny dalsi vyzkum
povazovan bud za dodatek k plvodnimu
protokolu nebo bude predmétem
samostatné pisemné smlouvy uzaviené
mezi zdravotnickym zafizenim, hlavnim
zkousejicim, CRO a spolecnosti Janssen.
Zdravotnické zafizeni se zavazuje provadét
veskery dalsi vyzkum v souladu
s ustanovenim vsech platnych zakond, a to
véetné pozadavkl tykajicich se ziskani
pfislusného souhlasu ze strany etické
komise a ziskani informovaného souhlasu
od subjektl hodnoceni. Aniz by tim byla
dotceny ostatni opravné prostiedky, které
ma spole¢nost Janssen na zakladé platnych
zakonU kdispozici, pokud zdravotnické
zatizeni porusi ustanoveni o zdkazu dalSiho
vyzkumu dle tohoto clanku smlouvy
a takovy dalsi vyzkum povede k objevu (ve
smyslu clanku 8 niZe), udéluje timto
zdravotnické zafizeni spolec¢nosti Janssen
nebo jejimu zastupci neodvolateln3,
celosvétovd, bezplatna avyhradni licenéni
prava (s moznosti poskytovat dalsi licence
tretim subjektiim) kjakémukoli vyuZiti,
Upravé, prodeji ¢i dovozu veskerych objevd,
ke které vzejdou ztakového dalsiho
vyzkumu. Ustanoveni tohoto ¢lanku plati
ipo fadném C¢i predcasném ukonceni
platnosti této smlouvy.

1.11

Delegation by Janssen to CRO

Janssen has contracted with CRO, a clinical
research organization, to supervise, monitor
and manage the Clinical Trial in accordance
with applicable laws and with this

1.11

Povéreni CRO spolecnosti Janssen

Spole¢nost Janssen uzaviela smlouvu
s CRO, smluvni vyzkumnou organizaci,
jejimz predmétem je dohled, monitoring
afizeni klinického hodnoceni v souladu
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Agreement. Janssen has authorized CRO to
handle Janssen communications with the
Institution and Principal Investigator with
respect to the Study and this Agreement.
Janssen shall notify Institution and Principal
Investigator should this situation change at
any point. Without prejudice to any rights of
Janssen under this Agreement, Institution
acknowledges that CRO is the VAT recipient
of services under this Agreement.

s platnymi  zdkony atouto smlouvou.
Spolecnost Janssen povéfila CRO, aby pro ni
zajistovala komunikaci se zdravotnickym
zafizenim a hlavnim zkousejicim ve vécech
tykajicich se tohoto klinického hodnoceni
atéto smlouvy. Spolecnost Janssen se
zavazuje zdravotnické zafizeni a hlavniho
zkousejiciho uvédomit, pokud dojde ke
zméné situace. Aniz by tim byla dotcena
jakdkoli prava spolecnosti Janssen na
zakladé této smlouvy, bere zdravotnické
zatizeni na védomi, ze CRO je z hlediska DPH
povaZovan za pfijemce sluzeb na zakladé
této smlouvy.

2, Term and Termination 2, Doba platnosti smlouvy a jeji ukonéeni

2.1 The Agreement becomes valid on the date | 2.1  Tato smlouva nabyva platnosti k datu, kdy ji
of signature by the last Party and shall enter podepiSe iposledni smluvni  strana
into effect upon its publication into the aucinnosti  kdatu jejiho  zverejnéni
Register of Contracts in the Czech Republic. v Registru smluv Ceské republiky. Tato
The Agreement shall remain in force and smlouva je plné platnd aucinnd az do
effect until the Clinical Trial has been ukonceni klinického hodnoceni, coZ musi
completed as acknowledged in writing by byt potvrzeno pisemné ze strany CRO.
CRO. The Parties estimate that the Clinical Smluvni strany odhaduji, Ze klinické
Trial will end on (i) or (ii) six hodnoceni skondi (i) nebo (ii)
(6) months following final database lock, Sest (6) mésicll po konecném uzamceni
unless sooner terminated in accordance databaze, pokud nebude tato smlouva
with the terms hereof. Duration of this ukonéena predcasné, na zakladé vni
Agreement may be extended by written uvedenych ustanoveni. Tato smlouva muzZe
accord of the Parties. byt prodlouZzena na zdkladé pisemné

dohody smluvnich stran.
2.2 This Agreement may be terminated by any | 2.2  Tato smlouva muzZe byt kteroukoli smluvni

party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days’
prior written notice to the other parties.
Reasons for termination of this Agreement
may include but are not limited to:

(i) breach of contract, including failure
to comply with the Protocol and
applicable laws and regulations;

(ii)  receipt of safety information that
makes it prudent to do so; or

stranou kdykoli a na zakladé jejiho vlastniho

rozhodnuti vypovézena, ato
s patnactidenni (15) wvypovédni lh{tou.
Vypovéd musi byt pisemné zaslana

ostatnim smluvnim stranam. Smlouvu lze

vypovédét, mimo jiné, zndsledujicich

dlvodu:

(i) poruseni ustanoveni smlouvy, véetné
poruseni  ustanoveni  protokolu,
platnych zakon( a predpisU;

(ii)  zjisténi bezpecnostnich informaci, po
jejichz vyhodnoceni je
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(iii)  if no subjects have been recruited at
the Study Site within three (3)
months following the Clinical Trial
initiation at the site.

Notwithstanding the above, CRO or Janssen
may immediately terminate, within its sole
judgment, the Clinical Trial if such
immediate termination is necessary based
upon considerations of patient safety or
upon receipt of data suggesting lack of
sufficient efficacy; or in accordance with
any U.S. Government directive. Upon
receipt of notice of termination, Institution
agrees to promptly terminate conduct of
the Clinical Trial to the extent medically
permissible for any individual who
participates in the Clinical Trial (“Trial
Subject”).

In the event of termination hereunder,
other than as aresult of a material breach
by Institution and/or Principal Investigator,
the total sums payable by CRO pursuant to
this Agreement shall be equitably prorated
for actual work performed to the date of
termination, with any unexpended funds
previously paid by CRO to Institution being
refunded to CRO.

nejbezpecnéjsim resenim vypovézeni
smlouvy; nebo

(iii) pokud do klinického hodnoceni
v prislusném centru nebude do tti (3)
mésich  od zahdjeni klinického
hodnoceni zafazen zadny pacient.

Bez ohledu na shora uvedené mohou CRO
nebo spolecnost Janssen, na zakladé svého
vlastniho uvazeni, kdykoli ukoncit
provadeéni klinického hodnoceni
s okamzitou platnosti, pokud je to nezbytné
zdlvodu bezpecnosti subjektdl hodnoceni
nebo pokud zjiSténd data naznacuji, Ze
studijni |éCivo neni ucinné; nebo podle
jakéhokoli nafizeni vlddy USA. Po obdrzeni
vypovédi se zdravotnické zafizeni zavazuje
neprodlené ukoncit provadéni klinického
hodnoceni, tak jak je to zlékarského
hlediska co nejrychleji moiné, uvsech
pacientll, ktefi se klinického hodnoceni
Ucastni (dale jen ,,subjekty hodnoceni”).

V pfipadé ukonceni platnosti této smlouvy
zjiného dlvodu neZ zavainého poruseni
ustanoveni smlouvy zdravotnickym
zafizenim a/nebo hlavnim zkousejicim,
bude odména splatnd CRO na zakladé této
smlouvy vyplacena v pomérné vysi, za
skutecné poskytnuté sluzby k datu ukonceni
platnosti této smlouvy asoucasné se
zdravotnické zafizeni zavazuje vratit CRO
véechny dfive poskytnuté a neutracené
zalohy.

2.3

Upon the earlier of the termination of the
Clinical Trial and termination of this
Agreement, (a) Institution shall
immediately deliver to CRO and Janssen all
data generated as aresult of the Clinical
Trial, all clinical specimens collected, all
documents and data provided by CRO or
Janssen and their respective affiliates, and
all Janssen Confidential Information, as
defined in Section 7.2 below, (b) Institution
shall return to CRO or Janssen or their

2.3

V ptipadé ptedcasného ukonceni klinického
hodnoceni a vypovédi této smlouvy: (a) je
zdravotnické zafizeni povinno neprodlené
predat CRO a spolecnosti Janssen vsechna

data ziskand v souvislosti s klinickym
hodnocenim, veskeré odebrané klinické
vzorky, veskeré dokumenty adata
poskytnuté CRO, spolecnosti Janssen

a jejich opravnénymi zastupci a sesterskymi
spolecnostmi a veskeré dlvérné informace
spolecnosti Janssen ve smyslu definovaném
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respective affiliates or destroy upon
instructions of the CRO or its affiliates, all
unused Study Product, and (c) Institution
shall treat materials and equipment
provided by Janssen or CRO or their
respective affiliates in accordance with
Annex B, and if Annex B requires the return
of any materials and/or equipment,
Institution/Principal Investor shall return

vélanku 7.2 nize; a(b) je zdravotnické
zafizeni povinno vratit CRO, spolecnosti
Janssen ajejich opravnénym sesterskym
spolecnostem veskeré nevyuzité studijni
léCivo nebo toto studijni |écivo zlikvidovat
podle pokynl CRO ¢i jejich sesterskych
spolecnosti; (c) zdravotnické zafizeni je
povinno nakladat sveskerymi materidly
a vybavenim poskytnutym firmou Janssen,

them upon the instructions of CRO or its CRO, jejich opravnénymi zastupci Ci
affiliates. This provision does not apply to sesterskymi spole¢nostmi v souladu
those documents that should be s ustanovenim pfilohy Ba pokud

maintained and retained by the Principal
Investigator at the Study Site, as defined in
the Protocol and as required by applicable
laws and regulations. The destruction of the
documents referred to in the last sentence
requires the prior consent of Janssen.

ustanoveni pfilohy B vyZaduji vraceni téchto
materialG a/nebo vybaveni, je zdravotnické
zafizeni/hlavni zkousSejici povinen je vratit
na zakladé pokyni CRO nebo jejich
sesterskych spolecCnosti. Toto ustanoveni se
nevztahuje na dokumenty, které hlavni
zkousejici musi mit k dispozici a ulozeny
v misté provadéni klinického hodnoceni,
vsouladu sustanovenim protokolu ana

zakladé pozadavkd platnych  zakond
a predpist. Likvidace dokument
uvedenych vposledni vété vyZaduje

predchozi souhlas spole¢nosti Janssen.

2.4 Upon early termination of the Agreement, if | 2.4 V pfipadé vypovédi smlouvy, pokud se
the Clinical Trial is a multi-center trial, if jednd o multicentrické klinické hodnoceni
possible, upon the Janssen’s request, apokud je to moiné, zavazuje se
Institution shall ensure that Principal zdravotnické zafizeni zajistit, ze hlavni
Investigator shall refer the Trial Subjects to zkousejici, na Zadost spolecnosti Janssen,
other trial sites designated by Janssen. odkdze subjekty hodnoceni do ostatnich

center, kde klinické hodnoceni probih3,
kterd urci spolecnost Janssen.

3. Ethics Committee (EC) — Informed Consent | 3. Eticka komise (EC) - Informovany souhlas —
— Authorizations Povoleni

3.1 Inaccordance with the laws and regulations | 3.1 V souladu s ustanovenim platnych zakoni

applicable at the Study Site, Institution and
Principal Investigator shall be responsible
for obtaining approval of the Protocol and
its amendments, informed consent form,
Clinical Trial recruitment procedures (e.g.
announcements, financial compensation if
any) and any other relevant documents in

a predpis(, které se vztahuji na centrum,
kde klinické hodnoceni probiha, jsou
zdravotnické zafizeni a hlavni zkousejici
povinni nechat si schvdlit protokol, jeho
dodatky, formular informovaného
souhlasu, postupy tykajici se naboru
pacientll do klinického hodnoceni (napf.
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connection with the Clinical Trial, from the
appropriate EC prior to commencement of
the Clinical Trial. In the event the EC
requires changes in the Protocol, informed
consent form or Clinical Trial recruitment
procedures, such changes shall not be
implemented until Janssen is notified and
gives its written approval, which approval
may require Janssen to obtain approval
from US Government.

The Protocol and any of its addenda, the
informed consent form and any advertising
shall not be revised without the prior
written by EC and Janssen (which approval
may require Janssen to obtain approval
from US Government).

oznameni, pripadné finanéni odmény
apod.) aostatni dokumentaci souvisejici
s klinickym hodnocenim opravnénou

etickou komisi, ato jesté pred zapocetim
klinického hodnoceni. V ptipadé, Ze si etickd
komise vyzada provedeni zmén v protokolu,
informovaném souhlasu nebo postupem
naboru subjektd do klinického hodnoceni,
nebudou tyto zmény provedeny bez
predchoziho pisemného souhlasu
spolecnosti Janssen, kterou je také nutné
o takové skutecnosti informovat, stim, Ze
tento souhlas muUzZe vyZzadovat, aby
spolecnost Janssen predtim ziskala souhlas
od vlady USA.

Protokol ajeho  dodatky, formular
informovaného souhlasu a jakdkoli reklama
nesmi byt upravovany ¢i ménény bez
pfedchoziho pisemného souhlasu etické
komise aspolecnosti Janssen (stim, Ze
tento souhlas muUZe vyZzadovat, aby
spolecnost Janssen predtim ziskala souhlas
od vlady USA).

3.2

Principal Investigator shall be responsible
for adequately informing the Trial Subject
and for obtaining an informed consent form
signed by or on behalf of each Trial Subject,
which informed consent form shall be
approved by EC and Janssen (which
approval may require Janssen to obtain
approval from US Government), prior to
Trial Subject participation in Clinical Trial.
The informed consent form shall include the
right for CRO, Janssen and its designees and
applicable government authorities
including BARDA to review raw Clinical Trial
data, including original subject records, in
all monitoring and auditing activities
required to ensure quality assurance and
compliance with the Protocol as well as all
legal and regulatory requirements,
including, but not limited to compliance
with applicable standards regarding the
treatment of human subjects. The informed

3.2

Hlavni zkousejici nese odpovédnost za
poskytovani dostatecnych informaci
subjektlim hodnoceni a za zajisténi podpisu
informovaného souhlasu kazdym
jednotlivym subjektem hodnoceni nebo
jeho oprdvnénym zastupcem. Formulaf
informovaného souhlasu musi byt pred
zafazenim  subjektu  hodnoceni do
klinického hodnoceni predem schvalen
etickou komisi a spole¢nosti Janssen (s tim,
Ze tento souhlas muZe vyZadovat, aby
spolecnost Janssen predtim ziskala souhlas
od vlady USA). Ve formulafi informovaného
souhlasu musi byt uvedeno pravo smluvni
vyzkumné organizace (CRO), spolecnosti
Janssen, jejich zastupch a opravnénych
statnich aradd vcéetné aradu BARDA,
nahlizet do dat zklinického hodnoceni,
véetné pdvodnich zaznamu pacientl béhem
vSech monitorovacich cinnosti a auditd
provadénych za ucelem zajisténi kvality
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consent form shall also include the right for
Janssen and its affiliates to conduct
additional reviews of the data to study the
safety and efficacy of the Study Product and
other products and treatments, to develop
a better understanding of disease or to
improve the efficiency of future clinical
studies.

a zajisténi dodrzovani ustanoveni protokolu
ataké vsech platnych zakon( a predpist
véetné, mimo jiné, dodrzovani pfislusnych
standardl tykajicich se lécby lidskych
subjektl hodnoceni. Informovany souhlas
musi také spolecnosti Janssen a jejim
sesterskym spolec¢nostem poskytovat pravo
provadét dalsi dodatecné kontroly dat za
ucelem prozkoumani bezpecnosti
a ucinnosti studijniho 1é¢iva a ostatnich
pripravk(l alécebnych postupl ataké za
ucelem lepsiho pochopeni onemocnéni ci
zkvalitnéni budoucich klinickych hodnoceni.

3.3. Janssen shall be responsible for the | 3.3. SpolecnostJanssen je odpovédna za splnéni
fulfilment of all other authorization véech formalit apovoleni tykajicich se
formalities related to the conduct of the provadéni tohoto klinického hodnoceni
Clinical Trial (such as submitting a clinical (vCetné napfiklad podani Zadosti o povoleni
trial application) and related to the klinického hodnoceni) a vyroby, dodavek
manufacturing, supply or importation of the adovozu studijniho 1éc¢iva, adile za
Study Product, and if required, for obtaining zajisSténi obdrzeni pisemného povoleni od
the written authorization from the opravnénych organ( statniho dozoru ve
competent health authorities prior to zdravotnictvi, ato pred zahajenim
commencement of the Clinical Trial. klinického hodnoceni.

4, Reporting of Data and Adverse Events 4, Oznamovani vysledki a ohlasovani

neZadoucich reakci

4.1 Institution shall provide on a monthly basis | 4.1  Zdravotnické zafizeni bude kaidy mésic
to CRO and Janssen on properly completed predkladat CRO a spolecnosti Janssen na
(written or electronic) case report forms all radné vyplnénych (v pisemné nebo
Clinical Trial results and other data required elektronické podobé) formularich zaznam
by the Protocol. pacientll vesSkeré vysledky klinického

hodnoceni a dalsi Udaje podle poZadavk(
protokolu.

4.2  Electronic Data Capture (“EDC”) 4.2 Elektronické pofizovani dat (,,EDC")
Institution/Principal Investigator  will Zdravotnické  zafizeni/hlavni  zkousejici
submit Clinical Trial data using the budou data zklinického hodnoceni

electronic system provided by the Janssen.

predavat prostfednictvim elektronického

Institution/Principal  Investigator  shall systému, ktery poskytne spolecnost
prevent unauthorized access to the data by Janssen.  Zdravotnické  zafizeni/hlavni
maintaining physical security of the zkousejici jsou povinni zabranit
computers and ensuring that neopravnénému pristupu k udajlim
investigational  staff  maintains  the fyzickym zabezpecenim pocitacl
confidentiality of their  passwords. a zajisténim toho, aby pracovnici podilejici
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Institution/Principal Investigator shall also
comply with CRO’s instructions for data
entry into the system, which includes that
investigational staff using the system
understands that their electronic signatures
are the legally binding equivalent of
handwritten signatures, and they attest to
the accuracy and completeness of the data
entered.

Principal Investigator/Institution agree to
collect all Clinical Trial data (electronic or
paper) in source documents prior to
entering it into the electronic case report
form (“eCRF”). The eCRF, shall be
completed within five (5) working days after
visit procedures have been completed or
test results are available, unless otherwise
specified in the Protocol. Principal
Investigator/Institution also agree to
provide appropriate responses to queries
received within five (5) working days of
receipt, unless otherwise specified in the
Protocol.

In the event Principal
Investigator/Institution do not enter Data
into the eCRF or respond to queries in the
timeframe set forth for each above, Janssen
may, in its sole discretion, immediately take
corrective actions. These actions may
include but are not limited to, temporary
suspension of  screening/enrollment,
additional monitoring visits, consideration
of site audit, and possible termination of
site participation in the Clinical Trial.

se na provadéni klinického hodnoceni
nesdélovali své pristupové udaje tretim
subjektim. Zdravotnické zafizeni/hlavni
zkousejici se dale zavazuji dodrzovat pokyny
CRO tykajici se zadavani dat do systému.
S tim souvisi také to, Ze pracovnici podilejici
se na provadeéni klinického hodnoceni musi
byt sezndmeni se skutecnosti, Ze
elektronicky podpis je pravné zavaznou
formou rukou psaného podpisu a Ze timto
podpisem potvrzuji spravnost a Uplnost
zadavanych dat.

Zdravotnické zafizeni/hlavni zkousejici se
zavazuji shromazdovat veskera data
z klinického hodnoceni v plvodni zdrojové
formé (elektronické nebo fyzické -
papirové), ato pred jejich prepsanim do
elektronickych zaznam( pacientt (,,eCRF”).
Formuldre eCRF musi byt vyplnény do péti
(5) pracovnich dnl po provedeni vysetfeni
predepsanych na dané navstévé, respektive
do péti (5) pracovnich dnl poté co budou
k dispozici vysledky jednotlivych vysetreni,
pokud neni v protokolu stanoveno jinak.
Hlavni zkousejici/zdravotnické zafizeni se
ddle zavazuji fddné odpovidat na obdrzené
dotazy, a to do péti (5) pracovnich dnd od
jejich obdrzeni, pokud neni v protokolu
stanoveno jinak.

V pfipadé, Ze hlavni zkousejici/zdravotnické
zafizeni nezadaji data do formularl eCRF
nebo neodpovi na dotazy ve shora uvedené
IhGté, mazZe spolecnost Janssen, na zaklade
svého vlastniho uvdzieni, okamzité uplatnit
napravna opatfeni. Mezi tato napravna
opatfeni, mimo jiné, patfi docasné
pozastaveni skriningu/ndboru, provedeni
dalSich monitorovacich ndvstév, moznost
provedeni auditu vcentru, kde klinické
hodnoceni probihd a moznost ukondit ucast
centra na klinickém hodnoceni.

4.3

Investigator/Institution  also
report to Janssen/CRO

Principal
agrees to

4.3

Hlavni zkousejici a zdravotnické zatizeni se
dale  zavazuji  nahlasit  spolecnosti
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immediately but not later than twenty-four
(24) hours after learning of any serious

adverse events and other important
medical events, as identified in the
Protocol, affecting any Trial Subject in the
Clinical Trial. Principal

Investigator/Institution further agrees to
follow up such report with detailed, written
reports in compliance with all applicable
legal and regulatory requirements. Should
a serious adverse event be reported late,
i.e. contrary to the Protocol, Janssen may
reduce the compensation to be payed to
the Institution for activities hereunder by an
amount of CZK 1,500 for each such late
report. This amount will be deducted from
the total payments under Annex B.

Janssen/CRO do dvaceti ¢tyf (24) hodin
poté, co se otakové skuteCnosti dozvi,
veskeré nezadouci reakce a dalsi
medicinské udalosti uvedené v protokolu,
které postihly kteréhokoli pacienta,
Ucastniciho se klinického hodnoceni. Hlavni
zkousejici a zdravotnické zafizeni se dale
zavazuji k takovému ozndmeni poskytnout
podrobné, pisemné zpravy, vsouladu se
viemi  platnymi  zdkony  a predpisy.
V pfipadé pozdniho ohlaseni zavainé
nezadouci reakce, tedy v pfipadé rozporu
s ustanovenim protokolu, je spolecnost
Janssen  oprdvnéna  snizit odménu
Zdravotnickému zatizeni za ¢innosti dle této
smlouvy 01,500 K& za kazidé jednotlivé
pozdni ohlaseni. Tato ¢astka bude odectena
od celkové platby podle pfilohy B.

4.4 Timely, accurate and complete data | 4.4 Aby bylo moZiné zajistit v€asnou vyplatu
submission and query responses are odmeény v souladu s ustanovenim pfilohy
necessary to ensure payment in accordance B— Platebni kalendar této smlouvy, je
with the Payment Schedule, Annex B of this nezbytné nutné vcéas odevzdavat fadné
Agreement. a presné vyplnéna data a véas odpovidat na

dotazy.

5. Monitoring of Clinical Trial — Audit — 5. Monitoring klinického hodnoceni — Audit —

Inspections Kontroly
5.1 Monitoring — Audit 5.1 Monitoring — Audit

During and after the term of this
Agreement, Institution agrees to permit
representatives of CRO/Janssen and/or the
competent health or  government
authorities (including, if applicable, the US
FDA and BARDA) to examine at any
reasonable time during normal business
hours

(i)  the facilities where the Clinical Trial is
being conducted;

(i)  raw Clinical Trial data including
original Trial Subject records and
safety data, if allowed under the
terms of the informed consent form
and the applicable laws; and

Po celou dobu platnosti této smlouvy i po
jejim uplynuti, se zdravotnické zafizeni
zavazuje umoznit zastupclm
CRO/spolecnosti Janssen a/nebo
opravnénym zdravotnickym nebo vladnim
uradim (vcetné, iradu FDA Spojenych statl
americkych a BARDA) provadét béhem
radné pracovni doby kontrolu

(i) prostor, kde je klinické hodnoceni
provadéno;

(ii)  nezpracovanych dat zklinického
hodnoceni, véetné original( zaznamu
pacientll (subjektd hodnoceni) a dat
o bezpecnosti, pokud je to na zakladé
ustanoveni platnych zakon(
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(iii) any other relevant information
necessary to confirm that the Clinical
Trial is being conducted in
conformance with the Protocol and in
compliance with applicable legal and
regulatory requirements, including
privacy and security laws and
regulations.

Institution acknowledges that BARDA, or
a representative thereof, reserves the right
to accompany Janssen on site visits and/or
audits of Institution facilities, as the U.S.
Government deems necessary.

a informovaného souhlasu povoleno;
a

(iii)  vesSkerych  dalSich  relevantnich
informaci nezbytnych k potvrzeni, ze
klinické hodnoceni probiha v souladu
s protokolem av souladu s platnymi
zakony aregulatornimi pozadavky,
véetné zdkonu a predpisd na ochranu
soukromi a bezpecnosti.

Zdravotnické zatizeni bere na védomi, Ze
urad BARDA nebo jeho zastupce si vyhrazuji
pravo doprovazet zastupce spoleénosti
Janssen na navstévach v centru klinického
hodnoceni a/nebo pfi auditech prostor
zdravotnického zafizeni podle toho, jak to
vldda USA bude poklddat za nezbytné.

actions requested by CRO to cure
deficiencies noted during an audit or
inspection. In addition, CRO and Janssen or
its designees and BARDA shall have the right

5.2 Institution shall ensure that Principal | 5.2 Zdravotnické zafizeni zajisti, Ze hlavni
Investigator or its authorized zkousejici nebo jeho opravnény zastupce se
representative shall store and print, sign zavazuji uchovavat, vytisknout, podepisovat
and date all original sources of Data (i.e. auvadét datum na veskeré plvodni
medical documentation) in accordance with zdrojové dokumentaci, ze které data
applicable legislation. vychazi (tedy zdravotnické dokumentaci),

ato vsouladu sustanovenim platnych
zakon(.

5.3 Inspections 5.3  Kontroly
Institution shall immediately notify CRO if Zdravotnické  zafizeni se  zavazuje
a competent health authority schedules or, neprodlené informovat CRO, pokud
without scheduling, begins an inspection opravnény organ statniho dozoru ve
and shall promptly, upon issuance, provide zdravotnictvi oznami provedeni planované
CRO acopy of any health authority’s kontroly nebo takovou kontrolu zahdji bez
correspondence resulting from any such prfedchoziho ozndmeni. Soucasné se
inspection. zdravotnické zafizeni ahlavni zkouSejici

zavazuji poskytnout CRO neprodlené kopie
veskeré komunikace s oprdvnénymi organy
statniho dozoru ve zdravotnictvi, ktera se
takové kontroly tyka.

5.4 Institution agrees to take any reasonable | 5.4 Zdravotnické zafizeni se zavazuje pfijmout

veskera primérend opatrfeni pozadovana
CRO za ucelem odstranéni nedostatk
zjisténych béhem kontroly nebo auditu.
Navic maji CRO, Janssen ajimi urcéeni
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to review and approve any correspondence
to a competent health authority generated
as aresult of such health authority’s
inspection prior to submission by Institution
or Principal Investigator and, to the extent
not prohibited by law or by the applicable

health authority, the right to have
arepresentative  present during any
inspection.

zastupci i ufad BARDA pravo provadét
kontrolu a schvalovani veskeré
korespondence s orgdny statniho dozoru ve
zdravotnictvi, kterd se tyka nebo souvisi
s kontrolou provadénou prislusnych
organem statniho dozoru, ato jesté
predtim neZz zdravotnické zafizeni nebo
hlavni zkousejici takovou korespondenci
odeslou a pokud to neni zakazano platnymi
zakony, predpisy nebo doty¢nym orgdnem
statniho dozoru ve zdravotnictvi, maji CRO,
spolec¢nost Janssen a jimi ureni zastupci téz
pravo mit pfi provadéni jakékoli kontroly
pfitomného svého zdstupce.

5.5 The provisions of paragraphs 5 shall survive | 5.5 Ustanoveni ¢lanku 5 maji pretrvavajici
the termination or expiration of this platnost a plati i po fadném ci predéasném
Agreement. ukonéeni platnosti této smlouvy.

6. Compliance with Applicable Laws 6. DodrZovani platnych zakond

6.1 The Parties agree to conduct the Clinical | 6.1 Smluvni strany se zavazuji po celou dobu
Trial and maintain records and data during platnosti této smlouvy (i po ukonceni jeji
and after the term of this Agreement in platnosti), provadét klinické hodnoceni
compliance with all applicable legal and avést dokumentaci adata vsouladu
regulatory requirements including, as s ustanovenim vsech platnych zakonl
applicable, US-based requirements, as well a predpisl, véetné pfislusnych poZadavkd
as with generally accepted conventions platnych v USA atéZz vsouladu s obecné
such as the Declaration of Helsinki and ICH- uznavanymi  konvencemi, jako jsou
GCP guidelines. napfriklad Helsinska deklarace a pokyny pro

spravnou klinickou praxi ICH-GCP.

6.2  No party shall perform any actions that are | 6.2 Zadna ze smluvnich stran nesmi provadét

prohibited by local and other applicable
anti-corruption laws (collectively “Anti-
Corruption Laws”) that may be applicable
to one or more parties to the Agreement.
Without limiting the foregoing, no party
shall make any payments, or offer or
transfer anything of wvalue, to any
government  official or government
employee, to any political party official or
candidate for political office or to any other
third party related to the transaction in
amanner that would violate Anti-
Corruption Laws.

zadné skutky, které by odporovaly mistnim
¢ jinym  pfislusSnym  protikorupénim
zakonUm (dale jen ,,protikorupéni zakony*),
které se mohou na jednu nebo vice
smluvnich stran této smlouvy vztahovat.
Aniz by tim byla dotdena platnost shora
uvedenych ustanoveni nesmi Zzddna ze
smluvnich stran provést Zadnou platbu ani
nabidnout ¢i poskytnout Zddnému statnimu
urednikovi, zaméstnanci statnich Grada,
predstaviteli politické strany, kandidatovi
na politickou funkci ¢i Zadné treti strané
jakoukoli hodnotnou véc, pokud je to
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v rozporu s protikorupénimi zakony.

6.3  Privacy and Data Security 6.3 Ochrana osobnich udaja azabezpeéeni

udaju

6.3.1 Each party agrees that its collection, | 6.3.1 Jednotlivé smluvni strany souhlasi, Ze
processing and disclosure of any data shromazdovani, zpracovani asdélovani
relating to an identified or identifiable jakychkoliv udajl tykajicich se
individual (“Personal Information”) in identifikované ¢i identifikovatelné osoby
connection with this Agreement is and will (,osobni udaje“) vsouvislosti s touto
be in compliance with applicable data smlouvou probiha a bude probihat ve shodé
protection laws, including,  where s platnymi zakony o ochrané udajd, podle
applicable, the EU General Data Protection potfeby  vietné obecného  nafizeni
Regulation (the “GDPR”), and that it has o ochrané udajl EU (,GDPR”), a Ze obdrzely
obtained all rights and consents necessary vSechna opravnéni a souhlasy nezbytné ke
to collect, process and disclose the Personal shromazdovani, zpracovani asdélovani
Information.  When  collecting  and osobnich informaci. Smluvni strany souhlasi
processing Personal Information, the stim, Ze pti shromazdovani a zpracovani
parties agree to take appropriate measures osobnich udaja pfijmou vhodna opatreni
to safeguard the Personal Information, to k ochrané osobnich udajl, zachovani
maintain the confidentiality of Trial Subject dlvérnosti Udajll o zdravotnim stavu
related health and medical information, to o subjektd  hodnoceni, budou tadné
properly inform the concerned data informovat  doty¢né subjekty  udajl
subjects about the collection and o shromazdovani a zpracovani  jejich
processing of their Personal Information, to osobnich adaji, poskytnou subjektlim
grant data subjects reasonable access to udaji priméreny pfistup k jejich osobnim
their Personal Information, to address other udajlim, budou vénovat pozornost dalSim
data subject rights as per applicable law, pravim subjektl udaji v souladu s platnym
and to prevent access by unauthorized zakonem a zabrani v pfistupu
persons. neopravnénym osobam.

6.3.2 Institution and Principal Investigator will | 6.3.2 Zdravotnické zafizeni ahlavni zkousejici
implement appropriate technical and uskutecni odpovidajici technickd
organizational measures to ensure a level of aorganizacéni opatreni k zajisténi takové
security for Personal Information processed Urovné zabezpeceni osobnich  udajd
in connection with the Agreement that is zpracovavanych v souvislosti s touto
appropriate to the risk. smlouvou, jakd odpovida riziku.

6.3.3 Institution and Principal Investigator | 6.3.3 Zdravotnické zafizeni ahlavni zkouSejici

represents, warrants and covenants that
Personal Information related to Trial
Subjects, when supplied to Sponsor, will be
pseudonymized to replace any information
that directly identifies a Trial Subject with
a subject identification code. Principal
Investigator will not provide Sponsor with
the key or code that enables Trial Subjects

vyjadruji, zarucCuji a zavazuji se, Ze osobni
Udaje tykajici se subjekttd hodnoceni, pokud
jsou dodany zadavateli, budou
pseudonymizovany nahrazenim  udajd,
které primo identifikuji subjekt hodnoceni,
identifikacnim koédem subjektu. Hlavni
zkousejici neposkytne zadavateli kli¢ nebo
kod, ktery umoznuje subjekty hodnoceni
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to be re-identified. Institution and Principal
Investigator will notify Sponsor immediately
if Institution and/or Principal Investigator
discovers that any Data (defined in Section
7.1) concerning Trial Subjects provided to
Sponsor does not satisfy this requirement.
Principal Investigator will cooperate with all
Sponsor requests to mitigate any harm
resulting from any such disclosure of Data.
In such an event, Institution and Principal
Investigator will deliver corrected Data to
Sponsor as promptly as possible at no extra
expense to Sponsor.

znovu identifikovat. Zdravotnické zafizeni
ahlavni  zkousejici  ihned  vyrozumi
zadavatele, jestlize zdravotnické zafizeni
a/nebo hlavni zkousejici zjisti, Ze udaje
(definované v bodé 7.1) tykajici se subjektl
hodnoceni poskytnuté zadavateli tento
pozadavek nespliuji. Hlavni zkousejici bude
spolupracovat na  uspokojeni  vSech
pozadavkd zadavatele na zmirnéni djmy,
ktera je dlsledkem takového sdéleni udaju.
V takovém pripadé zdravotnické zafizeni
a hlavni zkousejici dodaji opravené udaje
zadavateli co nejdfive bez dodatecnych
vydaja.

6.3.4 In case of a breach of security leading to the | 6.3.4 V ptipadé poruseni bezpecnosti vedouciho
accidental or unlawful destruction, loss, k neimysinému nebo nezakonnému
alteration, unauthorized disclosure of, or znieni, ztraté, zméné, neoprdvnénému
access to, Personal Information data sdéleni nebo pfistupu k osobnim ddajim
transmitted, stored or otherwise processed pfeddvanym, uchovdvanym nebo jinak
(“Privacy Incident”), Institution and/or zpracovavanym (,incident tykajici se
Principal Investigator will immediately after ochrany osobnich uadaji“) zdravotnické
becoming aware of a Privacy Incident notify zatizeni a/nebo hlavni zkousejici ihned po
Sponsor. Such notification shall specify the zjisténi incidentu tykajicitho se ochrany
nature of the Privacy Incident, the osobnich Udaji vyrozumi zadavatele. Toto
categories and approximate number of data oznameni bude uvadét povahu incidentu
subjects and Personal Information records tykajictho se ochrany osobnich adajq,
impacted by such Privacy Incident. kategorie a priblizny pocet subjektd udaji
Institution and Principal Investigator agree a zdznamU osobnich Udaji dotéenych timto
to fully cooperate with Sponsor, investigate incidentem tykajicim se ochrany osobnich
and resolve any such Privacy Incident and Udajli.  Zdravotnické zafizeni a hlavni
provide Sponsor any information necessary zkousejici souhlasi stim, ze budou plné
to provide notifications. spolupracovat se zadavatelem, vysetfi

avyresi jakykoliv incident tykajici se
ochrany osobnich Udaji a poskytnou
zadavateli vesSkeré informace nezbytné
k poskytnuti oznameni.

6.3.5 Institution and Principal Investigator agree | 6.3.5 Zdravotnické zatizeni a hlavni zkousejici

to fully cooperate with respect to any data
protection impact assessments and/or prior
consultations that may be required with
respect to the processing of Personal
Information under the Agreement.

souhlasi s tim, Ze budou plné
spolupracovat, pokud jde vyhodnoceni
dopadu zabezpecéeni Udaji a/nebo pred
uskutecnénim konzultaci, které mohou byt
vyzadovany v souvislosti se zpracovanim
osobnich udajli podle této smlouvy.
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to other affiliates of the Johnson & Johnson
group of companies and their respective
agents worldwide. Accordingly, Personal
Information may be transmitted to
countries outside the European Economic
Area (EEA), such as the United States, which
the EU has determined currently lack

6.3.6 Institution and Principal Investigator shall | 6.3.6 Zdravotnické zafizeni ahlavni zkouSejici
not engage any third party, including any nebudou angaZovat treti stranu vcietné
affiliate or subcontractor, as data processor poboéek nebo  subdodavateld jako
(as defined wunder applicable data zpracovatele udajl (jak jej definuje platny
protection law) for the performance of their zakon o zabezpeceni Udajli) za ucelem
respective activities under this Agreement, provadéni jejich prislusnych ¢innosti podle
without Sponsor’s prior written approval. In této smlouvy bez predchoziho pisemného
the event Sponsor consents to such third souhlasu  zadavatele. V pfipadé, Ze
party data processor, Institution and zadavatel souhlasi se zapojenim
Principal Investigator (i) shall be responsible zpracovatele udajt treti strany,
for ensuring that any permitted third-party zdravotnické zafizeni a hlavni zkousejici (i)
data processor complies with this budou zodpovédni za zajisténi, Ze povoleny
Agreement, the applicable data protection zpracovatel Udajl treti strany dodrZuje tuto
law and regulations, and (ii) shall be fully smlouvu, platné zdkony a predpisy pro
liable to Sponsor for all actions of such zabezpeceni udaja, a(ii) budou vUCi
third-party data processors. zadavateli plné odpovédni za veskeré

¢innosti  takovych zpracovateld udaj(
tretich stran.

6.3.7 Personal Information related to Principal | 6.3.7 Osobni  Udaje  tykajici se hlavniho
Investigator and any investigational staff zkousejictho a pripadného zkousejiciho
(e.g. name, hospital or clinic address and personalu (napf. jméno, adresa nemocnice
phone number, curriculum vitae) may be atelefonni Cdislo, Zivotopis) mohou byt
transferred to Johnson & Johnson’s predany pobockam spolec¢nosti
affiliates for purposes of drug monitoring, Johnson & Johnson za U¢elem monitorovani
implementation,  documentation and [éku, implementace, dokumentace
control of clinical trials, as well as for a kontroly klinickych hodnoceni a také
contacting them and their respective kontaktovani téchto osob nebo jejich
agencies around the world in case of other pfislusnych agentur na celém svété
future studies or investigations in which v pfipadé dalSich budoucich studii nebo
they may be involved. The parties also agree vyzkumU, do kterych se mohou zapojit.
to use Personal Information provided by the Smluvni strany také souhlasi s tim, Ze budou
Principal Investigator for managing internal pouzivat osobni udaje poskytnuté hlavnim
studies and ensuring that contact zkousejicim pro ucely provadéni internich
information is contained in a faithful and studii a zajisténi toho, Ze kontaktni Udaje
complete way in other systems, in budou vérné a Uplné obsazeny v ostatnich
compliance with this Section. systémech v souladu s timto bodem.

6.3.8 Sponsor may transmit Personal Information | 6.3.8 Zadavatel mlze predat osobni Udaje jinym

pobockdm  skupiny Johnson & Johnson
ajejich prislusnym zastupcdm na celém
svété. Vsouladu stim mohou byt osobni
Udaje preddvany do zemi mimo Evropsky
hospodarsky prostor (EHP), napf. do
Spojenych statl, o kterych EU rozhodla, Ze
v soucasnosti nemaji dostatecné zakony na
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appropriate privacy laws providing an
adequate level of privacy protection.
Notwithstanding the above, Sponsor and its
affiliates of the Johnson & Johnson group of
companies and respective agents will apply
adequate privacy safeguards to protect
such Personal Information as required in
the EEA. Personal Information may also be
disclosed as required by individual
regulatory agencies or applicable law, such
as to report serious adverse events.

ochranu osobnich udaji, které by
zajistovaly odpovidajici droveri ochrany
osobnich 0daji. Bez ohledu na vyse
uvedené poutZiti zadavatel ajeho pobocky
skupiny Johnson & Johnson a jejich ptislusni
zastupci uplatni odpovidajici opatfeni na
ochranu osobnich udajl, aby tyto osobni
Udaje byly chranény tak, jak je to
pozadovano vramci EHP. Osobni udaje
mohou byt také sdéleny na Zadost
jednotlivych regulacnich aradl nebo podle
platného zdkona, napf. pro oznameni
o zavaznych nezadoucich prihodach.

6.3.9 Sponsor has provided certain details | 6.3.9 Zadavatel poskytuje urcité podrobnosti
regarding its Personal Information handling tykajici se postupll nakladani s osobnimi
practices, concerning Personal Information udaji ohledné osobnich udajh tykajicich se
related to Principal Investigator and any hlavniho zkousejiciho a zkousejiciho
investigational staff, including data subject personalu vcetné prav subjektld udajl
rights, in Annex H. Principal Investigator v pfiloze H. Hlavni zkousejici souhlasi s tim,
agrees to inform all investigational staff Ze bude informovat veskery zkousejici
from who Personal Information is collected personal, ktery se v prQbéhu klinického
during the course of the Clinical Trial in hodnoceni podilel na shromazdovani
scope of this Agreement about Personal osobnich informaci v rozsahu této smlouvy,
Information handling practices as specified o postupech nakladani s osobnimi Gdaji, jak
in Annex H. je stanoveno v priloze H.

6.4 Inthe eventthatany part of this Agreement | 6.4 V pfipadé, Ze bude zjisténo, Ze néktera
is determined to violate applicable laws and z Casti této smlouvy porusSuje ustanoveni
regulations the parties agree to negotiate in platnych zdkonl a predpisl, zavazuji se
good faith revisions to the provision or smluvni strany vdobré vife projednat
provisions that are in violation. In the event zménu pfislusnych ustanoveni. V pfipadé,
the parties are unable to agree to new or Ze se smluvni strany nedokazou dohodnout
modified terms as required to bring the na novém ustanoveni nebo na zméné
entire Agreement into compliance, either stdvajicich ustanoveni tak, aby byla cela
party may terminate this Agreement on smlouva uvedena do souladu s platnymi
sixty (60) calendar days’ prior written notice zakony apredpisy, ma kterakoli ze
to the other party. smluvnich stran prdvo tuto smlouvu

pisemné vypovédét, zaslanim vypovédi
druhé smluvni strané svypovédni lhGtou
Sedesati (60) dna.

6.5 Combating Human Trafficking 6.5 Boj proti obchodovani s lidmi

Janssen strictly prohibits employees,
subcontractors, subcontractor employees,
and agents from engaging in human

Spolecnost Janssen prisné zakazuje, aby se
zaméstnanci, subdodavatelé, zaméstnanci
subdodavatelll azastupci podileli na
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trafficking-related activities. These activities
include engaging in sex trafficking,
procuring commercial sex acts (even if this
practice is legal in the jurisdiction where it
transpires), using force, fraud, or coercion
to subject aperson to involuntary
servitude, or obtaining labor from a person
by threats of serious harm to that person or
another person, among others. As
a subcontractor to Janssen, Institution and
its subcontractors under this Agreement,
shall not engage in practices relating to
trafficking in persons, including:

e Destroying or denying access to
an employee’s identity or
immigration documents;

e Using misleading or fraudulent
practices to recruit employees
such as failing to disclose key
terms and  conditions  of
employment;

e Using recruiters that do not
comply with local labor laws;

e Charging employees’ recruitment

fees;
e Failing to provide return
transportation to certain

employees who are brought to
the country for the purpose of
working on this Agreement;

e Providing housing that fails to
meet country standards; and

e Failing to provide an employment
contract or work document
where required by law.

Credible information concerning actual or
potential violations of this provision shall
be reported by Institution, its employees
and subcontractors and agents. Reports
can be made to Janssen or anonymously to

and its email address at

¢innostech souvisejicich s obchodovanim
s lidmi. Mezi takové Cinnosti patfi mimo jiné
podileni se na obchodovani slidmi za
ucelem sexualniho zneuzivani,
zprostiedkovani sexualnich tkond za penize
(i kdyby takovd cinnost byla legdlni
v jurisdikci, kde k ni dochazi), pouziti sily,
podvodu nebo donuceni scilem pfimét
osobu knucené praci nebo pfinuceni
nékteré osoby k praci hrozbou zplsobeni
zavazné Skody této nebo jiné osobé. Jakozto
subdodavatelé spolecnosti Janssen se
zdravotnické zafizeni ahlavni zkousejici
i jejich subdodavatelé podle této smlouvy
nesméji podilet na dcinnosti souvisejici
s obchodovanim s lidmi, jako napfiklad:

e Niceni identifikacnich nebo
imigracnich dokumentu
zaméstnance nebo odepreni
pristupu k témto dokumentim.

e Pouzivani zavadéjicich nebo

podvodnych postupl pfi ndaboru
zaméstnancl, jako napfriklad
nesdélovani dllezitych fakt(
a podminek zaméstnani.

e VyuZivani ndborard, ktefi nedodrzuji
mistni pracovnépravni predpisy.

e PoZadovani od zaméstnancl
uhrazeni poplatkd za nabor.

o Neposkytnuti dopravy zpét urcitym
zaméstnanclm, kteti byli prepraveni
do dané zemé za Ucelem préce podle
této smlouvy.

e Poskytnuti ubytovani nespliujiciho
standardy v dané zemi.

e Neposkytnuti pracovni smlouvy nebo
dokladu o pracovnim poméru tam,
kde to zakony vyZaduiji.

Zdravotnické zafizeni, jeho zaméstnanci
i jeho subdodavatelé a zastupci musi hlasit
vérohodné informace o skutecnych nebo
potencidlnich porusenich tohoto
ustanoveni. Lze tak ucinit ozndmenim
spolecnosti Janssen nebo anonymné na
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—_. Retaliation or threats of

retaliation against anyone who raises
a concern under this policy or who assists
with an internal or governmental audit or
investigation is prohibited.

Institution shall cooperate fully with
Janssen and any appropriate governmental
authorities in audits or investigations
relating to such violations.

Janssen will take appropriate disciplinary
action for violations of these rules, up to
and including discharge of Institution, and
its subcontractors and agents.

W a na e-mailovou adresu
. Zakazuje se odveta nebo
vyhroZzovdni odvetou komukoli, kdo
upozorni na problém podle téchto zasad

nebo bude pomadhat pfi vnitfni nebo viadni
kontrole nebo vysetrovani.

Zdravotnické zafizeni bude piné
spolupracovat se spolecnosti Janssen
a jakymikoli pfislusnymi vladnimi arady pfi
kontrolach nebo vysetfovanich tykajicich se
takovych poruseni ustanoveni.

Pfi poruseni téchto pravidel uplatni
spolecnost Janssen pfislusna disciplinarni
opatreni, vcéetné pripadného ukonceni
vztahU se zdravotnickym zatizenim, jeho
subdodavateli a zastupci.

6.6 Janssen strives to partner with ethical | 6.6 Spole¢nost Janssen usiluje oto, aby jejimi
companies who promote good business partnery byly spolecnosti jednajici podle
practices that further Janssen values, for zasad etiky a prosazujici spravnou obchodni
example: ethics and integrity in business praxi, které podporuji hodnoty spolecnosti
dealings, the protection of human rights, Janssen, jako je napfiklad etika a integrita
labor laws that protect employees and v obchodnim jednani, ochrana lidskych
prescribe minimum wages and safe work prav, pracovnépravni predpisy, které chrani
places, equal employment and non- zaméstnance a stanovuji povinnou
discrimination, supplier diversity and minimalni mzdu a bezpecnost pracovisté,
engagement of small businesses, and rovné prileZitosti vzaméstnani azakaz
appropriate  treatment of  private diskriminace, diverzita dodavatel
information. In executing its work under the azadavani zakazek malym podnikim
Agreement, Institution shall promote these a rovnéz spravné zachazeni se soukromymi
mores and comply with any applicable laws informacemi. Pfi vykondvani prace podle
in these areas, and, to the extent feasible, této smlouvy bude zdravotnické zatizeni
Institution shall only subcontract work prosazovat tyto moralni zasady a dodrZovat
under this Agreement to companies that veskeré prislusné zakonné predpisy v téchto
also demonstrate these standards. oblastech a rovnéz, v maximalnim mozném

rozsahu, bude zadavat subdodavatelské
zakdzky praci podle této smlouvy
spole¢nostem, které prokadzi dodrzovani
téchto zasad.

7. Ownership of Data — Confidentiality — | 7. Vlastnictvi dat — Micenlivost — Registrace —
Registry — Publication Publikovani

7.1  Ownership of Data 7.1  Vlastnictvi dat
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All results of services performed under this
Agreement, including case report forms and
other data, including without limitation,
written, printed, graphic, video and audio
material, and information contained in any
computer data base or computer readable
form, generated by the Institution and/or
Principal Investigator or other personnel
involved with the Clinical Trial in the course
of conducting the Clinical Trial (the “Data”)
shall be the sole property of Janssen or its
designee. On the understanding that all
such data generated by Institution and/or
Principal Investigator answers the definition
of a database according to Section 88 et
seqq. of Act No. 121/2000 Coll., on
copyright, the entitlements relating to
copyright and on amendment to certain
acts, as amended (“Copyright Act”),
Institution undertakes to grant the Janssen
or its designee the right to exercise and
exploitation or utilization of the entire
content of the database or a qualitatively or
quantitatively = majority  thereof in
accordance with Section 90(1) of the
Copyright Act. Janssen or its designee may
use the Data as it sees fit, although only in
accordance with regulations for protection
of personal data and other applicable legal
regulations and the terms and conditions of
this Agreement. Any copyrightable work
created in connection with the performance
of the Clinical Trial and containing in the
Data (except any publication by the
Principal Investigator as provided for in
Section 7.4) shall be considered a “work
made for hire” to the fullest extent
permitted by law, and owned by Janssen or
its designee. The Institution may not use
the Data for any commercial purposes
including the filing of a patent application or
regulatory filing or the filing of the Data in
support of any pending or future patent
application either for its own benefit or for
the benefit of any for-profit entity, including
use of Data in support of research for or in

Veskeré vysledky sluzeb vykondvanych
podle této smlouvy, vcéetné zaznami
pacienta (CRF) a ostatnich dat, coZ zahrnuje
véetné, mimo jiné, veskeré pisemné, tisténé
¢i grafické materidly, videa c¢i zvukové
zaznamy aveskeré informace obsazené
v jakékoli  pocitatové databdzi nebo
v jakékoli formatu, ktery lze precist
s pomoci pocitace, vytvorené ¢i ziskané
zdravotnickym zafizenim a/nebo hlavnim
zkousejicim ¢i ostatnimi osobami
podilejicimi se na provadéni klinického
hodnoceni béhem provadéni klinického
hodnoceni (dale jen ,data“) jsou vyluénym
vlastnictvim spolec¢nosti Janssen nebo jejiho
opravnéného zastupce. Vzhledem k tomu,
Ze veskera takova data porizena
zdravotnickym zafizenim a/nebo hlavnim
zkousejicim naplnuji definici databaze ve
smyslu ustanoveni paragrafu 88
a nasledujicich zakona cislo 121/2000 Sb.
o pravu autorském, o pravech souvisejicich
s pravem autorskym a o zméné nékterych
zakon( (dale jen ,autorsky zakon“)
zavazuje se zdravotnické zafizeni
poskytnout spolecnosti Janssen nebo jeho
opravnénému zastupci pravo na vytézovani
nebo na zuzitkovani celého obsahu
databdze nebo jeji kvalitativné nebo
kvantitativné podstatné casti, v souladu
s ustanovenim paragrafu 90 odstavce (1)
autorského zakona. Spolecnost Janssen
nebo jeji opravnény zastupce mohou data
pouzivat podle svého vlastniho uvazeni,
avsak vyluéné vsouladu s ustanovenim
platnych zakon( a pfedpisi o ochrané
osobnich Gdaji, vsouladu s ostatnimi
platnymi zakony a v souladu s ustanovenim
této smlouvy. Veskera autorska dila
vytvorend v souvislosti s provadénim
tohoto klinického hodnoceni a obsahuijici
data (s vyjimkou publikaci hlavniho
zkousejiciho ve smyslu ustanoveni ¢lanku
7.4) jsou povaZovana za ,dilo vytvorené na
zakazku”, a to v maximalni mife povolené
platnymi zdkony  ajsou majetkem
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collaboration with a for-profit entity. The
provisions of this paragraph shall survive
the termination or expiration of this
Agreement.

spole¢nosti Janssen nebo jejiho
opravnéného  zastupce. Zdravotnické
zafizeni a/nebo hlavni zkousejici nesmi tato
data vyuzivat pro zadné komercni ucely,
véetné poddvani zadosti o ziskani patentové
ochrany ani data pouZivat jako dikazy ke
stdvajicim nebo budoucim Zadostem
o ziskani patentované ochrany nebo pro
podani urcena regulacnim organim, ato
ani ve svUj vlastni prospéch ani ve prospéch
jakéhokoli jiného subjektu. Stejné tak nesmi
zdravotnické  zafizeni a/nebo  hlavni
zkousejici vyuzivat data na podporu
vyzkumu provddéného pro nebo ve
spolupraci s ostatnimi subjekty. Ustanoveni
tohoto odstavce plati i po ukonéeni nebo
vyprseni platnosti této smlouvy.

7.2

Trade Secret / Confidentiality

All information, including, but not limited
to, information relating to the Study
Product, the Protocol, the Investigator’s
brochure, the Study design, operations of
Janssen or its affiliates, patent applications,
formulaes, manufacturing processes, basic

7.2

Obchodni tajemstvi / Miéenlivost

Veskeré informace, véetné, mimo jiné,
informaci tykajicich se studijniho |éciva,
protokolu, pfirucky pro zkousejiciho,
struktury klinického hodnoceni, provozu
spolecnosti Janssen nebo jejich sesterskych
spole¢nosti, zZadosti o udéleni patentové

scientific data, prior clinical research data ochrany, vzorcl, vyrobnich postupd,
and formulation information, supplied by zakladnich védeckych dat, udaju
Janssen or CRO to the Institution or the z predchozich klinickych hodnoceni

Principal Investigator or other staff involved
with the Clinical Trial and not previously
published (“Janssen Confidential
Information”) as well as the Data, the
number of the Trial Subjects, the detailed
financial budget of the Clinical Trial, the
amount of compensation provided to the
Trial Subjects (if any), insurance policy and
insurance certificate are equally considered
confidential and the same is in the exclusive
ownership of the Janssen. Janssen

ainformace osloZeni |écivych pfipravka,
které spolecnost Janssen nebo CRO
poskytnou zdravotnickému zatizeni,
hlavnimu zkousSejicimu ¢i ostatnim osobdm
podilejicim se na provadéni klinického
hodnoceni a které dosud nebyly zverejnény
(dale jen ,dtvérné informace spolecnosti
Janssen”), stejné jako data zklinického
hodnoceni, informace o poctu subjektl
hodnoceni, podrobné informace
o finan¢nim rozpoctu klinického hodnoceni,

considers the Confidential Information, informace o pfipadnych nahradach
Data, the number of the Trial Subjects, the vyplacenych subjektim hodnoceni,
detailed financial budget of the Clinical informace o pojisténi avlastni pojistna
Trial, the amount of compensation provided smlouva jsou rovnéz povaZzovany za
to the Trial Subjects (if any), insurance divérné informace ajsou vylucnym

policy and insurance certificate to be its
trade secret (jointly as the “Trade Secret”)

vlastnictvim firmy Janssen. Spolec¢nost
Janssen povazuje davérné informace, data,
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pursuant to Section 504 of Act No. 89/2012
Coll., the Civil Code, as amended (“Civil
Code”). Both during and after the term of
this Agreement, Institution shall use its best
efforts to maintain in confidence and use
the same only for the purposes envisaged
by this Agreement:

(i) Janssen’s Trade Secret;

(i)  the Confidential Information;

(iii) information which  areasonable
person would conclude is the
confidential and proprietary property
of Janssen and its affiliates and which
is disclosed by or on behalf of Janssen
to the Institution and/or the Principal
Investigator; and

(iv)  the Data.

The above obligations shall not apply to
information that is the subject matter of
Clause 7.2(ii) - (iv) and which:

a) was published without a fault on the
part of the Institution or the Principal
Investigator;

b) the use or disclosure of which has
been approved in writing by Janssen;
or

c) has been published in accordance
with Clause 7.5 of the Agreement.

The Institution undertakes not to disclose
information that represents the Janssen’s
Trade Secret to an applicant pursuant to Act
No. 106/1999 Coll., on free access to

informace o poctu subjektl hodnoceni,
podrobny rozpocet klinického hodnoceni,
nahrady vyplacené subjektim hodnoceni,
informace o pojisténi a potvrzeni o uzavreni
pojistky za své obchodni tajemstvi (dale jen
,obchodni tajemstvi“) ve smyslu ¢lanku 504
zakona Cislo 89/2012 Sb., Obchodni zakonik,
ve znéni pozdéjsich predpist (déale jen
,obchodni zakonik“). Po celou dobu
platnosti této smlouvy ataké po jejim
ukonceni se zdravotnické zafizeni zavazuje
vyvinout maximalni Usili za Ucelem
zachovani micenlivosti o nize uvedenych
informacich avyuZivat tyto informace
vyhradné pro Uucely stanovené touto
smlouvou:

(i) Obchodni  tajemstvi  spolecnosti
Janssen;

(ii)  Duavérné informace;

(iii)  informace, které by primérny clovék
povazoval za duvérné ainformace,
které jsou vlastnictvim firmy Janssen
ajejich  sesterskych  spolecnosti
a které jsou spole¢nosti Janssen nebo
jejim  jménem  zdravotnickému

zafizeni a/nebo hlavnimu
zkousejicimu sdéleny; a
(iv) data.

VysSe uvedené povinnosti se nevztahuji na
informace, které jsou predmétem clanku
7.2(ii) - (iv) a které:

a) byly zverejnény bez pochybeni na
strané zdravotnického zafizeni nebo
hlavniho zkousejiciho;

b) jejichz pouziti nebo sdéleni bylo
pisemné  schvaleno  spolecnosti
Janssen; nebo

c) byly zverejnény v souladu
s ustanovenim ¢lanku 7.5 smlouvy.

Zdravotnické  zafizeni se  zavazuje
nesdélovat informace, které jsou
obchodnim tajemstvim firmy Janssen,
Zadatellm o sdéleni informaci ve smyslu
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information, as amended.

Institution  acknowledges that the
disclosure of such Janssen Confidential
Information by Janssen to BARDA or
licensors of Janssen or its affiliates does not
affect the confidential nature of such
information.

The provisions of this paragraph shall
survive the termination or expiration of this
Agreement.

zakona ¢islo 106/1999 Sb., o svobodném
pristupu k informacim, ve znéni pozdéjsich
predpisu.

Zdravotnické zafizeni bere na védomi, Ze
pokud spolecnost Janssen preda tyto své
dlvérné informace ufadu BARDA nebo
svym poskytovatellm licenci nebo svym
sesterskym spolecnostem, nijak to neovlivni
dlvérnou povahu téchto informaci.

Ustanoveni tohoto odstavce plati ipo
ukonceni nebo vyprseni platnosti této
smlouvy.

7.3.

Register of Contracts in the Czech Republic
The Institution undertakes to ensure the
publication of the Agreement with the
exception of Trade Secret and other
information that should be excluded from
such publication (e.g. personal data)
through the Register of Contracts as
a public administration information system
pursuant to section 5(1) of Act No.
340/2015, on special conditions for the
effectiveness of some contracts, the
disclosure of these contracts and on
registers of contracts (the “Act on Register
of Contracts”). The Institution is obliged to
publish the Agreement within 15 days
following the date of last signature of the
Agreement. Institution shall then pass to
CRO a confirmation from the administrator
of the Register of Contracts, unless the CRO
is notified directly by the administrator of
the Register of Contracts.

If the Institution fails to fulfill the obligation
referred to above, CRO shall proceed to
publish the Agreement in the Register of
Contracts with the exception of Trade
Secret of Janssen and other information
(e.g. personal data), which should be
excluded from the publication, so as to
maintain the deadline according to section
5(2) of the Act on Register of Contracts.

7.3.

Registr smluv v Ceské republice
Zdravotnické zafizeni se zavazuje zajistit
zverejnéni této smlouvy v upravené verzi po
odstranéni obchodnich tajemstvi
a ostatnich informaci, které zni pred
zvetejnénim musi byt odstranény (zejména
osobni udaje) Vv registru smiuv,
spravovaném organem verejné spravy, a to
v souladu s ustanovenim ¢lanku 5(1) zakona
Cislo 340/2015 Sb. o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiovani
téchto smluv a o registru smluv (dale jen
,zakon o registru smluv”). Zdravotnické
zafizeni je povinno zverejnit smlouvu do 15
dnG od data, kdy ji podepise iposledni
smluvni strana. Zdravotnické zafizeni poté
pfedd CRO potvrzeni registru smluv
o zvefejnéni, ledaze CRO vyrozumi pfimo
registr smluv.

Pokud zdravotnické zafizeni nesplni shora
uvedenou povinnost, zverejni tuto smlouvu
vregistru smluv CRO, ato vupravené
podobé, bez obchodnich tajemstvi
spolecnosti Janssen a ostatnich informaci
(zejména osobnich udajt), které budou ze
smlouvy pred jejim zverfejnénim
odstranény. Zverejnéni musi probéhnout
tak, aby byla dodrZena Ihdta uvedena
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Prior to any publication of the Agreementin
the Register of Contracts pursuant to this
Section 7.3, the Parties undertake:

(i) to discuss with the other Party the
accuracy of the content of the
Agreement to be published, after
Trade Secret and other information
to be excluded, as indicated above,
from  publication have been
rendered illegible, and published
metadata, before sending a data
message to the administrator of the
Register of Contracts with an
electronic image of the remainder of
the content of the Agreement;

(i) to notify the other Party before
making any further submissions to
Register of Contracts on its own
initiative or as aresponse to the
administrator of the Register of

Contracts.

After complying with the obligations set
forth above, the Party which sends the
Agreement to the administrator of the
Register of Contracts is also obliged to let
the administrator of the Register of
Contracts know the databox details of the
other Party.

(i)

v ¢lanku 5 (odst. 2) zdkona o registru smluv.

Pfed zverejnénim této smlouvy v registru
smluv na zakladé ustanoveni tohoto ¢lanku
7.3, se smluvni strany zavazuiji:

projednat s druhou smluvni stranou
spravnost obsahu smlouvy, ktera ma
byt zvetejnéna, poté co ve smlouvé
byla obchodni tajemstvi
ainformace, které maji byt na
zakladé shora uvedenych ustanoveni
vylouéeny ze zvefejnéni, upraveny
tak, aby nebyly C(Citelné adale
projednat informace data kterd maiji
byt zverejnéna, ato predtim nez
bude pfislusSnému spravci registru
smluv odeslana datova zprava
s textem smlouvy odesldna
elektronicky (jako soubor ve formatu
obrazku);

informovat druhou smluvni stranu
pred jakymkoli dalsim podanim do
registru smluv na zakladé své vlastni
iniciativy nebo na zakladé vyzvy ze
strany spravce registru smluv.

(ii)

Po splnéni shora uvedenych zavazk( se
smluvni strana, kterd poslala tuto smlouvu
spravci registru smluv, zavazuje poskytnout
spravci registru smluv také informace
o datové schrance druhé smluvni strany.

7.4

Registry

Prior to the initiation of enrollment, Janssen
will have the right to publicly register
protocol summaries and site contact details
from company sponsored trials of both
investigational medicinal products and
marketed medicinal products that meet at
least one of the following criteria: (i)
required to be registered by Janssen or one
of its affiliates pursuant to and in
accordance with applicable laws and

7.4

Registrace

Pfed zahajenim naboru pacientd ma
spole¢nost Janssen pravo zapsat do verejné
pristupnych systém( zakladni informace
o protokolu klinického hodnoceni, véetné
uvedeni  kontaktnich informaci  na
zdravotnickd zatizeni, kterd se podili na
testovani zkusebnich studijnich [éCiv nebo
jiz proddvanych I|éCiv Zadavatele, pokud
spliuji alespon jedno znize uvedenych
kritérii: (i) jedna se oinformace, které je
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regulations; (ii) required by the ICMJE for
studies intended to be published in the
international  peer-reviewed literature
(http://www.icmje.org); or (iii) from
company sponsored trials of both
investigational and marketed medicines and
products that are adequately-designed and
well-controlled, whether or not required by
(i) or (ii) of this section above. In accordance
with the legislation of the Czech Republic,
the Clinical Trial description shall be
published on the internet site of State
Institute for Drug Control www.sukl.cz and
will also be available on the website
https://www.clinicaltrialsregister.eu/index.
html and www.ClinicalTrials.gov, as
required by the legislation of the EU and the
USA. In addition equivalent websites and
Janssen’s official websites may be used for
registration purposes.

Any person accessing a clinical trial listing
for aclinical trial on www.clinicaltrials.gov
may elect to complete an online eligibility-
screening questionnaire. For Trial Subjects
screened as potentially eligible in the
Institution's and/or Principal Investigator’s
geographical area, Principal Investigator will
receive a report with the completed screen
and the Trial Subject's contact information.
Institution shall ensure that Principal
Investigator to follows-up on the report and
to document such follow-up in source
records.

spole¢nost Janssen nebo nékterd zjejich
sesterskych  spolecnosti na  zakladé
ustanoveni platnych zakonl a predpist
povinna uvést; (ii) jednd se oinformace,
které organizace ICMJE vyZaduje zvefejnit
pro ucely hodnoceni védecké prace (peer-
review) (http://www.icmje.org); nebo (iii)
jednd se oinformace zkontrolovanych
klinickych hodnoceni studijnich 1éciv, IéCiv,
ktera jsou jiz v prodeji a dalSich produktd,
jejichz zadavatelem je spolecnost Janssen,
bez ohledu na to, zda tyto informace spadaji
do vySe uvedenych kategorii (i) ¢i (ii) tohoto
¢lanku. Vsouladu s pravnim Fadem Ceské
republiky musi byt popis klinického
hodnoceni zvefejnén na internetovych
strankach Statniho Ustavu pro kontrolu IéCiv
(SUKL) - www.sukl.cz a sou¢asné budou tyto
informace  kdispozici na  webovych
strankach
https://www.clinicaltrialregister.eu/index.h
tml awww.Clinical Trials.gov, tak jak je
vyzadovano pravnim fadem EU a USA. Pro
Ucely registrace mohou byt vyuzivany dalsi
podobné oficidlni webové stranky nebo
webové stranky spolecnosti Janssen.

Kazda osoba, ktera navstivi odkaz na klinické
hodnoceni na  webovych  strankach
www.clinicaltrials.gov se mlze rozhodnout,
zda vyplni online dotaznik pro posouzeni jeji
zpUsobilosti  k zafazeni do  klinického
hodnoceni. U pacientli, ktefi projdou
skriningem jako potencidlné vhodné
subjekty pro zarazeni do klinického
hodnoceni  vzemépisné oblasti kde
zdravotnické  zafizeni/hlavni  zkousejici
pusobi, obdrzi hlavni zkousejici zpravu
svyplnénymi  informacemi o skriningu
a kontaktni informace na daného pacienta.
Zdravotnické zatizeni zajisti, Ze hlavni
zkousejici bude archivovat tyto zpravy
a uchovavat veskerou komunikaci, ktera
s nimi souvisi spolu s ostatni dokumentaci
ke klinickému hodnoceni.
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7.5

Publication

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on
behalf of the Institution, Principal
Investigator or other personnel associated
with this Clinical Trial, Janssen or its
designee shall have the first right without
approval from the Institution or Principal
Investigator to publish and/or present in
public the results of the Clinical Trial,
including Data, whether by means of
submission to peer reviewed literature, an
oral presentation at a congress or by any
other means of publication. Janssen or its
designee may post the results of the Clinical
Trial to a clinical trial results web site in the
form of a Clinical Study Report Synopsis in
ICH-E-3 format, if applicable. If publication
of the Clinical Trial Data to the peer
reviewed literature has not occurred within
eighteen (18) months of conclusion,
abandonment or termination of the Clinical
Trial at all sites, the Institution shall have the
right to publish the results of the Clinical
Trial and any background information that is
necessary to include in any publication of
Clinical Trial results or necessary for other
scholars to verify such Clinical Trial results
subject to the terms of this Agreement;
provided that, at least ninety (90) days prior
to the earlier of submission for publication
or publication of such results, Institution
and Principal Investigator shall provide
Janssen for review and approval a copy of
the manuscript, abstract, poster or other
materials  offered for  distribution,
communication or oral presentation. If
requested in writing by Janssen, Institution
or Principal Investigator shall delete from
such publication Janssen__Confidential
Information. If requested in writing by
Janssen, Institution and/or  Principal
Investigator will withhold such publication
for up to an additional one hundred twenty
(120) days to allow for filing of a patent

7.5

Publikovani

Co se tyCe dat nebo ostatnich informaci
vytvorenych nebo ziskanych v souvislosti se
sluzbami poskytnutymi na zakladé této
smlouvy zdravotnickym zafizenim, hlavnim
zkousejicim ¢i jinymi osobami spojenymi
stimto klinickym hodnocenim, plati, Ze
spolecnost Janssen nebo jeji zastupce maji

pravo jako prvni ibez  souhlasu
zdravotnického zafizeni nebo hlavniho
zkousejiciho zverfejnit a/nebo verejné

prezentovat vysledky klinického hodnoceni,
véetné dat, ato jak formou publikace
vramci recenzentského systému (peer
review), Ustni prezentace na kongresu nebo
jakoukoli  jinou formou publikace.
Spolecnost Janssen nebo ji uréeny zastupce
ma pravo zverejnit vysledky klinického
hodnoceni na webovych strankach
klinického  hodnoceni jako  souhrnnou
zpravu (synopsi) o klinickém hodnoceni, ve
formatu ICH-E-3. Pokud nedojde ke
zvetejnéni  dat zklinického hodnoceni
vramci recenzentského systému (peer
review) do osmnacti (18) mésicd od
uzavreni, zruSeni nebo ukonceni klinického
hodnoceni ve vSech centrech, po uplynuti
této doby maji zdravotnické zafizeni a hlavni
zkousejici  pravo  publikovat vysledky
klinického hodnoceni avsechny nezbytné
nutné informace pro publikovani vysledkd
klinického hodnoceni nebo pro ovéreni
vysledk( klinického hodnoceni odbornymi
pracovniky pfi dodrzeni podminek této
smlouvy; avsak s tim, Ze nejméné devadesat
(90) dni pred predloZenim téchto vysledkd
ke zverejnéni nebo pred jejich zverejnénim
(podle toho, co mda nastat dfive)
zdravotnické zarizeni ahlavni zkousejici
predloZi spole¢nosti Janssen ke kontrole
a schvaleni kopii rukopisu, vytahu, plakatu
nebo jinych materidld navrhovanych
k distribuci, = komunikaci nebo  Ustni
prezentaci. Na zdkladé pisemné Zadosti
spolecnosti Janssen zdravotnické zatizeni
nebo hlavni zkousejici odstrani ztakové
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application.

Institution and Principal Investigator
acknowledge that Janssen shall provide
BARDA and licensors of Janssen or its
affiliates any such publication containing
Data for review and approval and that such
disclosure by Janssen or its affiliates to
BARDA or licensors of Janssen or its affiliates

does not constitute a publication for
purposes of this Section 7.5 of the
Agreement. Institution and Principal

Investigator will include a statement in any
publication that creation of the Data was
supported by Janssen and BARDA and that
no false or misleading data or information
has been included therein.

Accordingly, such publication shall include
the following acknowledgment:

“This project has been funded in
whole or in part with U.S.
Government funds from the Office
of the Assistant Secretary for
Preparedness and Response,
Biomedical Advanced Research
and Development Authority, under
Contract #HHS0100201500014C.”

publikace davérné informace spoleénosti
Janssen. Na zdakladé pisemné Zadosti
spolecnosti Janssen zdravotnické zafizeni
a/nebo hlavni zkousejici odloZi zverejnéni
takové publikace o dalSich az sto dvacet
(120) dni, aby bylo mozno ptipadné podat
patentovou pfihlasku.

Zdravotnické zafizeni ahlavni zkousejici
berou na védomi, Ze spolecnost Janssen
predlozi Uradu BARDA a svym
poskytovateldm  licenci nebo  svym
sesterskym spolec¢nostem veskeré takové
publikace obsahujici data ke kontrole
aschvaleni aze predani téchto informaci
spole¢nosti Janssen nebo jejimi sesterskymi
spolecnostmi uUrfadu BARDA nebo svym
poskytovatellm licenci nebo  svym
sesterskym spolecnostem nepredstavuje
zvetejnéni ve smyslu tohoto ¢lanku 7.5 této
smlouvy. Zdravotnické zafizeni a hlavni
zkousejici se zavazuji uvést v jakékoli takové
publikaci prohldseni o tom, Ze vytvoreni dat
podporovala spole¢nost Janssen a urad
BARDA aZe publikace nezahrnuje Zadna
faleSnd nebo zavadéjici data nebo
informace.

Takovd publikace tedy musi obsahovat
nasledujici prohlaseni:

,Tento projekt byl ¢astecné nebo
celkové financovan vladou USA
z prostiedk( poskytnutych Uradem
pro pokrocily biomedicinsky
vyzkum a vyvoj (Biomedical
Advanced Research and
Development  Authority) pfi
kancelafi naméstka tajemnika pro
pfipravenost a reakce (Office of the

Assistant Secretary for
Preparedness and Response) pod
Cislem smlouvy

#HHS0100201500014C.“

7.6

Institution shall ensure the compliance of all

7.6

Zdravotnické zafizeni zajisti, Ze vSichni
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co-investigators and other personnel
(including Principal Investigator) involved
with the Clinical Trial with the provisions of
this Section 7 of this Agreement.

spoluzkousejici a ostatni osoby podilejici se
na provadéni klinického hodnoceni (véetné
hlavniho zkousejiciho) budou dodrZovat
ustanoveni tohoto ¢lanku 7 této smlouvy.

Patents

Patenty

It is recognized and understood that the
inventions and technologies of Janssen and
its affiliates, Institution and Principal
Investigator existing as of the Effective Date
are their separate property respectively,
and are not affected by this Agreement. All
rights to any discovery or Invention,
whether patentable or not, conceived or
conceived and reduced to practice as
aresult of the work conducted under this
Agreement (an “Invention”) shall be the
sole property of Janssen or its designee.
Institution shall—promptly disclose to
Janssen any Invention. Institution agrees to
assign (and shall cause all Clinical Trial
investigators and other personnel involved
with the Clinical Trial to assign) to Janssen or
its designee the sole and exclusive
ownership of all Inventions. Janssen shall
have the sole right, but not the obligation,
to file, prosecute and enforce any patents
related to any Invention. Institution shall
execute, and shall cause its employees and
all Clinical Trial investigators and other
personnel involved with the Clinical Trial to
execute, all documents necessary to
transfer all right, title and interest in and to
any Invention to Janssen or its designee and
shall be responsible for performing all those
activities and making all payments and
compensation for all such Inventions made
by its employees and/or professors, as
provided for under applicable law, to permit
Janssen or its designee to own and use all
such Inventions.

Vsechny smluvni strany berou na védomi
asouhlasi stim, Ze veskeré vynalezy
a technologie, které byly k datu ucinnosti
této smlouvy ve vlastnictvi spolecnosti
Janssen, jejich sesterskych spolec¢nosti,
zdravotnického zafizeni nebo hlavniho
zkousejiciho, zUstavaji vyhradnim
vlastnictvim svych vlastnikd a nejsou
ustanovenim této smlouvy dotéeny. Veskera
prava kobjevim avynalezim zjisténym
(patentovatelnym i nepatentovatelnym),
vytvofenym nebo uvedenym do praxe na
zakladé poskytovani sluzeb dle této smlouvy
(dadle jen ,objevy”), budou vylucnym
vlastnictvim spole¢nosti Janssen nebo
spole¢nosti Janssen urceného zastupce.
Zdravotnické zafizeni  se zavazuje
neprodlené informovat spole¢nost Janssen
o vSech objevech. Zdravotnické zafizeni se
zavazuje postoupit na spolecnost Janssen
nebo na zdastupce urceného spolecnosti
Janssen vyluéna vlastnicka prava ke vsem
objevlim a soucasné se zavazuji zajistit, aby
taktéz ucinili vSichni zkouSejici a ostatni
osoby podilejici se na provadéni klinického
hodnoceni. Spole¢nost Janssen ma vylucné
pravo, nikoli vSak povinnost, poddvat
Zadosti o patent, postihovat zneuziti
patentu avymadhat patentova prava ke
viem objevim. Zdravotnické zafizeni
a hlavni zkousejici se zavazuji podepsat (a
zajistit, aby také vsichni jeho zaméstnanci,
zkousejici a ostatni osoby podilejici se na
provadéni klinického hodnoceni podepsali)
vSechny dokumenty nezbytné k pfevodu
vlastnickych  prav  iprav  duSevniho
vlastnictvi ke vSem objeviim na spole¢nost
Janssen nebo spole¢nosti Janssen uréeného
zastupce ajsou odpovédni za provedeni
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vSech téchto cinnosti, véetné provedeni
vyplaty veskerych ¢astek a odmén za tyto
objevy ucdinéné jejich zaméstnanci a/nebo
profesory, v souladu s ustanovenim
platnych zakonU tak, aby spolecnosti
Janssen nebo spolecnosti Janssen urceny
zastupce mohli ziskat vlastnicka prava
ktémto objevim amohli vSechny tyto
objevy bez omezeni pouZivat.

Institution  warrants  that  Principal Zdravotnické zafizeni ruci za to, Zze hlavni
Investigator and all others performing zkousejici  avSechny  ostatni  osoby
services under this Agreement are poskytujici sluzby na zakladé této smlouvy,
employees or agents of Institution and are jsou zaméstnanci nebo zastupci

obligated to assign to Institution all
inventions and discoveries made in the
course of their employment or agency,
either by written agreement or by the terms
of their employment.

zdravotnického zafizeni ajsou povinni na
zdravotnické zafizeni prevést veskeré
objevy avynalezy ucinéné béhem jejich
zaméstnaneckého poméru, ato bud na
zakladé pisemné smlouvy nebo na zakladé
jejich zaméstnaneckého vztahu.

The provisions in this Section shall survive Ustanoveni tohoto clanku plati ipo
the termination or expiration of this ukonceni nebo vyprseni platnosti této
Agreement. smlouvy.

9. Compensation 9. Odména

9.1 The budget and compensation to be paid | 9.1 Rozpoceta odmény vyplacené za provedeni
for the Clinical Trial is contained in Annex B. klinického hodnoceni jsou uvedeny v pfiloze
Payment shall be due and payable in B. Platba bude provedena ve Ihltach
accordance with the schedule set forth in uvedenych v pfiloze B.
Annex B.

9.2  All payments will be made against invoices | 9.2  VSechny platby budou provedeny na

duly issued by the Institution in accordance zakladé  faktur, rfadné vystavenych
with calculations produced by CRO. zdravotnickym  zafizenim, na zdkladé
Amounts in Annex B do not include VAT. informaci  poskytnutych CRO. Castky

VAT will be added in accordance with the
laws in effect on the date of the issuance of
invoice by Institution. Payments will be
reimbursed for every 3 calendar month
period. Breach of the obligation to create
a calculation for billing purposes will not
affect the Institution's right to payment
under this Agreement and Annex B, which
right arises by completion of the respective

uvedené v pfiloze B nezahrnuji DPH (dan
z pfidané hodnoty). K fakturované castce
bude DPH pfipocteno v platné zakonem
stanovené vysi kdatu vystaveni faktury
zdravotnickym zafizenim. Platby budou
provadény vidy za obdobi 3 kalendarnich
meésich. Poruseni povinnosti pfipravit
podklady (vypocty) pro fakturaci nema vliv
na pravo zdravotnického zafizeni na vyplatu
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visit (activity). Should CRO delay in
producing the calculation more than thirty
(30) days after the end of the 3 calendar
month period, the Institution is entitled to
issue an invoice on the basis of available
information. The source material for
invoicing and all notices shall be sent as
follows: 1QVIA RDS Czech Republic s.r.o.,
address: Pernerova 691/42, Karlin, 186 00
Praha 8, Czech Republic, attention:
63623872FLZ3001/0XA71051. Invoice due
date is 30 days after the issuance by the
Institution. The date of taxable delivery is
the date of delivery of the invoice to the
CRO.

dle této smlouvy a pfilohy B, které vznika na
zakladé provedeni prislusné navstévy
(C¢innosti). V pripadé, Ze se CRO s dodanim
podkladll pro fakturaci zpozdi o déle nezZ
tficet (30) dni po uplynuti predchoziho
Sestimésicniho (3) obdobi, ma zdravotnické
zafizeni prdvo vystavit fakturu na zakladé
dostupnych informaci. Podklady pro
fakturaci aveskerou korespondenci je
nutné zaslat na ndasledujici adresu: IQVIA
RDS Czech Republic s.r.o., adresa:
Pernerova 691/42, Karlin, 186 00 Praha 8,

Ceska republika, k rukam:
63623872FLZ3001/0XA71051.  Splatnost
faktur je 30 dni od data wvystaveni
zdravotnickym zafizenim. Datum

uskutecnéni zdanitelného plnéni je datum
dodani faktury CRO.

9.3

The Parties acknowledge and agree that the
compensation and support provided by CRO
to Institution pursuant to this Agreement
represents the fair market value for the
research services conducted by Institution,
has been negotiated in an arms-length
transaction, and has not been determined
in a manner that takes into account the
volume or value of any referrals or other
business otherwise generated between
Janssen and its affiliates and Institution or
Principal Investigator. Nothing contained in
this Agreement shall be construed in any
manner as an obligation or inducement for
the Institution or Principal Investigator to
recommend that any person or entity
purchase the Janssen’s products or those of
any entity affiliated with Janssen.

9.3

Smluvni strany berou na védomi a souhlasi

stim, Ze odména apodpora, kterou
zdravotnickému zafizeni na zakladé této
smlouvy poskytuje CRO, predstavuji

poctivou trzni odménu za sluzby v oblasti
vyzkumu  poskytované  zdravotnickym
zafizenim aZe vySe této odmény byla
vzdjemné projednana anebyla stanovena
zpUsobem, ktery bere v vahu objem nebo
hodnotu ostatnich vzdjemnych obchodnich
transakci mezi spolecnosti Janssen, jejimi
sesterskymi spole¢nostmi, zdravotnickym
zafizenim ahlavnim zkousejicim. Z&adné
zustanoveni této smlouvy nesmi byt
vykladano jako zavazek, povinnost nebo
pobidka k tomu, aby zdravotnické zatizeni
nebo hlavni zkousejici doporucovali
jakymkoli osobam ¢i subjektim produkty
spoleCnosti  Janssen  nebo  produkty
jakychkoli subjekt(i, které jsou néjakym
zplUsobem se spolecnosti Janssen spojeny.

9.4

Institution shall not bill any third party for
any Study Product or other items or services
furnished by CRO or Janssen in connection
with the Clinical Trial, or any services
provided to Trial Subjects in connection

9.4

Zdravotnické zafizeni nesmi fakturovat
tfetim subjektiim za poskytnuti studijniho

[éCiva ¢i jinych véci nebo sluzeb
poskytnutych  CRO nebo spolec¢nosti
Janssen v souvislosti s klinickym
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with the Clinical Trial for which payment is
made as part of the Clinical Trial.

hodnocenim, ani za sluzby poskytnuté
subjektim, ucastnicim se  klinického
hodnoceni, za které jiz byla v rdmci tohoto
klinického  hodnoceni  zdravotnickému
zatizeni ¢i hlavnimu zkousSejicimu vyplacena
odmeéna.

9.5 The Institution is hereby notified that the | 9.5 Zdravotnické zafizeni timto bere na védomi,
Principal Investigator will receive direct Ze hlavni zkousejici obdrzi pfimé platby za
payment for his/her services under his/her poskytnuté sluzby dle své vlastni Smlouvy
separate Clinical Trial Agreement with CRO o klinickém hodnoceni uzaviené sCRO
and Janssen. The Institution represents and a spolecnosti Janssen. Zdravotnické zafizeni
warrants that Principal Investigator is able prohlasuje, Zze hlavni zkousejici muize
to enter into an agreement directly with takovou smlouvu sCRO aspolec¢nosti
CRO and Janssen and to receive direct Janssen pfimo uzaviit aobdriet primé
payment for his/her services without platby za poskytnuté sluzby, aniz by doslo
violating the  Principal Investigator k poruseni pracovni smlouvy hlavniho
employment contract or arrangement with Zkousejiciho se zdravotnickym zafizenim
the Institution or any Institution policies. nebo internich predpisd zdravotnického
The Institution shall ensure that the zafizeni. Zdravotnické zafizeni zajisti, Ze
Principal Investigator provides it with hlavni  zkousSejici  poskytne pisemné
written confirmation that by entering into potvrzeni, Ze uzavienim takové smlouvy
such agreement Principal Investigator will neporusuje hlavni zkousejici Zzadné pravni
not be in violation of the applicable laws. predpisy.

9.6 In the event of early termination of this | 9.6 V pfipadé pred¢asného ukonceni této
Agreement or the Clinical Trial, the smlouvy nebo klinického hodnoceni bude
Institution shall be reimbursed with zdravotnickému zatizeni uhrazena pomérna
proportionate part of the remuneration ¢ast odmény vsouladu s ptilohou B této
according to the Annex B to this Agreement, smlouvy, odpovidajici dokoncenym
according to the activities completed in a provedenym ¢innostem v souladu
accordance with the Protocol. s ustanovenim protokolu.

10. Indemnification 10. Odskodnéni

10.1 Janssen shall defend, indemnify and hold | 10.1 Spole¢nost Janssen se zavazuje
harmless Institution, its trustees, officers, zdravotnické zafizeni, jeho povérence,
agents and employees (including the vedouci pracovniky, zastupce
Principal Investigator and co-investigators) a zaméstnance (vCetné hlavniho

from any and all losses, costs, expenses,
liabilities, claims, actions and damages,
based on a personal injury to a Trial Subject
directly caused by use of the Study Product
in accordance with the Protocol during the
course of the Clinical Trial.

zkousejiciho a spoluzkousejicich) chranit,
odskodnit azprostit odpovédnosti za
vSechny ztraty, naklady, vydaje, skutky,
naroky a Skody v souvislosti s Ujmou, ktera
pacientovi muZe vzniknout v pfimém
disledku uZiti studijniho léciva béhem
provadéni klinického hodnoceni nebo

Clinical Trial Agreement between Janssen and Institution— EMEA contract template (v.Sept.2015)
Medicinal Product

Adapted for Czech Republic August 2017
Nemocnice Na Bulovce/

Version Redacted//291018

Page 35 of 54




Protocol 63623872FLZ3001

v pfimém duasledku fadné provedeného
zakroku nebo vysetfeni, které jsou
predepsané protokolem.

10.2 The above obligation of Janssen, as statedin | 10.2 Shora uvedend povinnost spole¢nosti
Section 10.1, shall not apply and Janssen Janssen dle ¢lanku 10.1 neplati a spole¢nost
shall not be liable for any indemnification or Janssen nebude odpovédna za jakékoli
expenses, and, in fact, Institution shall odskodnéni ¢i vydaje a naopak zdravotnické
defend, indemnify and hold harmless zafizeni se zavazuje spolecnost Janssen
Janssen, for actions or claims in any way aCRO chranit, odSkodnit azprostit
arising from or caused by the willful, odpovédnosti za vSechny spory a naroky
reckless, or negligent acts or omissions, or vzniklé  nebo  zpUsobené  Umysinym
professional malpractice of Institution or zavinénim, nedbalosti nebo profesnim
any of its trustees, officers, agents or pochybenim na strané zdravotnického
employees (including the  Principal zafizeni, jeho spravcl a povérencq,
Investigator and co-investigators), or arising vedoucich pracovnik(, zastupcl
from or caused by any of their failures to a zaméstnanc( (vCetné hlavniho
comply with the Protocol, with CRO’s or zkousejictho  a spoluzkousejicich) nebo
Janssen’s written recommendations and vzniklych ¢i zptsobenych tim, Ze tyto osoby
instructions related to the use of the Study porusi ustanoveni protokolu, pisemné
Product, or with any applicable legal and pokyny nebo doporuéeni CRO nebo
regulatory requirements. spole¢nosti Janssen tykajici se pouzivani

studijniho Ié¢iva nebo ustanoveni platnych
zakon( a predpisu.

10.3 The obligation of the indemnifying party | 10.3 Povinnost odskodnujici smluvni strany na

hereunder shall apply only if the other party
provides prompt notification upon receipt
of notice of any claim or suit, permits the
indemnifying party and its attorneys and

personnel to handle and control the
defense of such claims or suits, including
pretrial, trial or settlement, and the

indemnified party fully cooperates and
assists in such defense, provided that the
indemnifying party shall not be relieved of
its obligations hereunder if the indemnified
party’s failure to notify the indemnifying
party does not prejudice the defense of
such claim. The indemnified party further
agrees that it will not settle or compromise
any such claim or suit without the prior
written consent of the indemnifying party.

zakladé ustanoveni tohoto ¢lanku plati
pouze v pfipadé, pokud druha smluvni
strana neprodlené po obdrzeni ozndmeni
o vznesena naroku nebo zahajeni soudniho
fizeni, otéto skutenosti informuje
odskodnujici  smluvni stranu aumozni
odskodnujici smluvni strané, jejim pravnim
zastupclm a zaméstnanciim prevzit
kontrolu nad obhajobou v souvislosti
stimto narokem nebo soudnim ftizenim,
véetné poskytnuti moznosti mimosoudniho
vyrovnani, vedeni soudniho sporu nebo
urovnani sporu apokud druhd smluvni
strana s odskodnujici smluvni stranou pfi
obhajobé bude spolupracovat a poskytne
nezbytnou soucinnost, za predpokladu, Ze
odskodnujici strana nebude zprosténa
svych povinnosti na zdkladé tohoto
odstavce, pokud poruseni povinnosti
odskodriované strany, informovat
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odskodnujici  stranu  nebude  branit
obhajobé proti takovému  naroku.
Odskodriovana smluvni strana dale souhlasi
a zavazuje se nepokouset se urovnat tento
narok nebo soudni spor vyrovnanim nebo
pfiznanim viny, bez predchoziho pisemného
souhlasu odskodnujici smluvni strany.

10.4

CRO expressly disclaims any liability to
Institution and/or Principal Investigator in
connection with the Study Product,
including any liability for any claim arising
out of acondition caused by or allegedly
caused by any Study procedures associated
with such product except to the extent that
such liability is caused by the negligence,
willful misconduct or breach of this
Agreement by CRO.

CRO shall not be responsible to the
Institution or Principal Investigator for any
lost profits, lost opportunities, or other
consequential damages, nor shall Institution
or Principal Investigator be responsible to
CRO for any lost profits, lost opportunities,
or other consequential damages arising
under this Agreement.

10.4

CRO vyslovné odmita jakoukoli
odpovédnost vici zdravotnickému zafizeni
a/nebo hlavnimu zkousejicimu v souvislosti
se studijnim 1é¢ivem, napftiklad jakoukoli
odpovédnost za pripadné naroky na
nahradu Skody vzniklé v souvislosti se
stavem, ktery byl zplsoben nebo udajné
zpUsoben jakymikoli ukony provadénymi
v klinickém hodnoceni v souvislosti se
studijnim  |é¢ivem s vyjimkou rozsahu,
vnémz takovd odpovédnost vznikla
v disledku nedbalého jednani, umysiného
poruseni povinnosti nebo poruseni této
smlouvy na strané CRO.

CRO neponese vlc¢i  zdravotnickému
zafizeni a hlavnimu zkouSejicimu Zadnou
odpovédnost za jakykoli usly zisk, ztratu
prilezitosti nebo jiné nasledné skody vzniklé
pfi ¢innostech podle této smlouvy a stejné
tak zdravotnické zafizeni ani hlavni
zkousejici neponesou vadi CRO
odpovédnost za jakykoli usly zisk, ztratu
prileZitosti nebo jiné nasledné skody vzniklé
pfi ¢innostech podle této smlouvy.

11. Insurance 11. Pojisténi
11.1 Institution shall secure and maintain in full | 11.1 Zdravotnické zafizeni se zavazuje zajistit

force and effect through the performance
of the Clinical Trial and following
termination of the Clinical Trial to cover any
claims arising from the Clinical Trial liability
insurance for damages caused in
connection with the provision of health care
in accordance with the regulations
governing the provision of health services,
including:

apo celou dobu provadéni klinického
hodnoceni (ataké po ukonceni klinického
hodnoceni na pokryti pripadnych narok
vyplyvajicich  z klinického  hodnoceni)
udrZovat v platnosti pojisténi odpovédnosti
za sSkodu  zpUsobenou v souvislosti
s poskytovanim zdravotni péce, v souladu
s platnymi predpisy, kterymi se fidi
poskytovani zdravotnich sluzeb. Toto
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pojisténi musi, mimo jiné, kryt:
(i) medical professional and/or medical (i) odpovédnost zplsobenou vykonem
malpractice liability; and zdravotnického povolani a/nebo
odpovédnost zpUsobenou za
pochybeni pfi vykonu zdravotnického
povolani a
(i)  general liability. (ii) obecnou odpovédnost za Skodu.

11.2 Janssen shall ensure that Regulatory | 11.2 Spolec¢nost Janssen je povinna zajistit, Ze
Sponsor secures and maintains in full force Zadavatel bude mit uzaviené apo celou
and effect through the performance of the dobu provadéni klinického hodnoceni
Clinical Trial (and following termination of (ataké po ukonceni klinického hodnoceni
the Clinical Trial to cover any claims arising na pokryti pfipadnych narokd vzniklych
from the Clinical Trial) insurance coverage v souvislosti s klinickym hodnocenim) bude
required for clinical trials or as otherwise udrzovat platné pojisténi vyzadované pro
required by applicable law in amounts klinickd hodnoceni nebo jinak vyZadované
appropriate to the conduct of Janssen’s and platnymi  zakony, sdostateCnou  vysi
Regulatory Sponsor’s business activities and pojistné castky ktomu, aby spolecnost
in compliance with the applicable legal and Janssen a Zadavatel mohli fadné vykonavat
regulatory requirements. Sponsor hereby svou podnikatelskou ¢innost v souladu
represents that in accordance with s ustanovenim platnych zdkonu
applicable legal regulations §52 Act on a pozadavkll organli statniho dozoru.
Drugs No. 378/2007 Coll.,, as amended, Zadavatel prohlasuje, Ze vsouladu
Clinical Trial insurance extending coverage s ust. § 52 odst. 3 pism. f) zak. ¢. 378/2007
to the Principal Investigator and the Sb. zajistii na celou dobu provadéni
Sponsor has been taken out covering any klinického hodnoceni pojisténi pro pfipad
health injury sustained by a Study Subject as Skody vzniklé na zdravi subjektl hodnoceni
a result of their participation in the Clinical v dasledku provadéni klinického hodnoceni
Trial. A copy of the Certificate of Insurance pro sebe apro zkousejiciho. Kopie
is enclosed hereto as Annex No. C. pojistného certifikatu tvofi pfilohu €. C této

smlouvy.

11.3 Each party required to maintain insurance | 11.3 Kazda ze smluvnich stran, kterd na zakladé
pursuant to this Agreement shall provide této smlouvy mda povinnost uzavfit
the other party/parties with certificates of pojisténi, se zavazuje poskytnout ostatnim
insurance  evidencing the required smluvnim stranam potvrzeni o uzavieni
insurance coverage, if so requested in takového pojisténi, jako dikaz o dostatecné
writing. pojistné ochrané. Takové potvrzeni si

jednotlivé strany vzajemné predlozi na
zakladé pisemné Zadosti.

12. Financial Disclosure — Conflict of Interest — | 12.  Zverejnéni financnich informaci — Stret
Debarment zajmi — Zakaz Cinnosti

12.1 Institution agrees to provide all information | 12.1 Zdravotnické  zafizeni se  zavazuje
to CRO or Janssen necessary to comply with poskytovat CRO aspolecnosti Janssen
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any disclosure requirements mandated by
any competent health authority (including,
if applicable, the US FDA and BARDA),
relevant trade association or similar body,
or other applicable national or local laws,
including any information required to be

veskeré informace nutné k tomu, aby CRO
aJanssen mohli plnit svou oznamovaci
povinnost vici organdm statniho dozoru ve
zdravotnictvi (véetné, mimo jiné, irad FDA
Spojenych statd Americkych a BARDA),
opravnénym obchodnim asociacim ¢i jinym

disclosed in connection with any financial podobnym orgdnim ¢ oznamovaci
relationship between Janssen, its affiliates povinnosti predepsané jinymi platnymi
and their agents on one hand, and on the statnimi  ¢i  mistnimi  zdkony, vcetné
other hand, Institution/Principal informaci, které musi byt zvefejnény
Investigator/any co-investigator involved in v souvislosti s finanénimi  vztahy meazi
the Clinical Trial/any other agent or spolecnosti  Janssen, jejimi sesterskymi
employee of Institution or Principal spoleCnostmi a zastupci na strané jedné

Investigator. This disclosure requirement
may require disclosure of information
involving immediate family members of
those involved in the Clinical Trial.

a zdravotnickym zafizenim/hlavnim
zkousejicim/spoluzkousejicimi a/nebo
véemi ostatnimi zastupci ¢ zaméstnanci
zdravotnického  zafizeni ¢ hlavniho
zkousejiciho, ktefi se podili na provadéni
klinického hodnoceni. Na zakladé téchto
pozadavkll na zvefejnéni dlvérnych
informaci, mGzZe byt nutné zverejnit také
informace tykajici se pfimych rodinnych
prislusnikl osob vySe uvedenych, které se
ucastni klinického hodnoceni.

12.2 Institution confirms that there is no conflict | 12.2 Zdravotnické zafizeni potvrzuje, Ze si neni
of interest between the Parties that would védomo 7adného stfetu zajm0 mezi
inhibit or affect Institution’s performance smluvnimi stranami, které by mohlo ovlivnit
under this Agreement and confirm that its poskytovani sluzeb zdravotnickym
performance under this Agreement does zafizenim na zakladé této smlouvy
not violate any other agreement with third a soucasné potvrzuje, Ze poskytovani sluzeb
parties. Institution’s will promptly inform na zakladé této smlouvy neporusuje jeho
CRO if any conflict of interest arises during ostatni smluvni vztahy s tfetimi stranami.
the performance of this Agreement. Zdravotnické  zafizeni se  zavazuje

neprodlené informovat CRO v pfipadé, kdy
béhem plnéni ustanoveni této smlouvy
zjisti, Ze doslo ke stfetu zajmu.

12.3 Institution confirms that Principal 12.3 Zdravotnické zafizeni timto potvrzuje, Ze

Investigator:

(i) is not suspended or debarred by
a competent health authority or
governmental entity; and

hlavni zkousejici:

(i)  nema opravnénym organem dohledu
nad poskytovanim zdravotni péce
nebo vladnim orgdnem pozastavenou

(i) bhas not been sentenced for nebo zakazanou ¢innost; a
malpractice related to the conduct of (ii)  nebyl odsouzen za pochybeni pfi
clinical trials. vykonu zdravotnického povolani
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Institution shall not employ, contract with
or retain any person or organization directly
or indirectly to perform services under this
Agreement if such a person or organization:

(i) is suspended or debarred by
a competent health authority, or

(ii)  has been sentenced for malpractice
related to the conduct of clinical
trials; or

(iii) excluded from participation under

this Agreement under U.S. Executive

Orders and Laws, including but not

limited to E.O. 13224 and P.L. 107-56,

which prohibit transactions with, and

the provision of resources and
support  to, individuals  and
organizations associated with

terrorism.

Upon written request from CRO, Institution
shall, within ten (10) days, provide written
confirmation that it has complied with the
foregoing obligation. This shall be an
ongoing representation and warranty
during the term of this Agreement and
Institution shall immediately notify CRO of

any change in the status of the
representation and warranty set forth in
this Section.

v souvislosti s provadénim klinickych
hodnoceni.

Zdravotnické zafizeni nesmi zameéstnat,
uzavtit smlouvu ani pti poskytovani sluzeb
na zakladé této smlouvy pfimo ¢i nepfimo
spolupracovat szZddnou osobou nebo
organizaci, ktera:

(i) ma oprdvnénym orgdnem dohledu
nad poskytovanim zdravotni péce
pozastavenou nebo zakazanou
¢innost; nebo

(ii) byla odsouzena za pochybeni pfi

vykonu zdravotnického povolani

v souvislosti s provadénim klinickych

hodnoceni; nebo

byla vylouCena z Ucasti na Cinnosti

podle této smlouvy podle natizeni

vlady azadkonnych predpisli USA,

véetné napfiklad nafizeni vlady E.O.

13224 aP.L. 107-56, zakazujici

transakce s osobami a organizacemi

spojenymi s terorismem, stejné jako
poskytovani zdroju a podpory
takovym osobdm a organizacim.

(iii)

Na zakladé pisemné Zadosti CRO se
Zdravotnické zafizeni zavazuje do deseti
(10) dnli pisemné potvrdit, Ze dodrZuji shora
uvedenou povinnost. Toto potvrzeni
predstavuje trvalé prohldseni a zaruku po
celou dobu platnosti této Smlouvy
a Zdravotnické  zafizeni je  povinno
neprodlené informovat CRO v pfipadé, kdy
dojde k jakékoli zméné ve vztahu k zarukam
a prohlaseni vyZzadovanych na zakladé
ustanoveni tohoto ¢lanku.

13. Independent Contractor

13. Nezavislost smluvniho vztahu

Institution is acting in the capacity of an
independent contractor hereunder and not as
employee or agent of CRO or Janssen.

Zdravotnické zafizeni jedna na zdakladé této
smlouvy ztitulu nezavislych smluvnich partnerd
anikoli jako zaméstnanec nebo zastupce CRO
nebo spolecnosti Janssen.

14. Publicity

14. Reklama
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None of the parties shall use the name of any
other party for promotional purposes without the
prior written consent of the party whose name is
proposed to be used, nor shall either party
disclose the existence or substance of this
Agreement except as required by law.

Zadna ze smluvnich stran této smlouvy nesmi
pouzivat ndzev druhé smluvni strany pro
propagacni areklamni ucely bez predchoziho
pisemného souhlasu smluvni strany, jejiz nazev
ma byt pouzit. Soucasné Zadna ze smluvnich stran
nesmi zvefejnit Zadné informace o obsahu této
smlouvy, svyjimkou informaci vyZadovanych
platnymi zakony.

15. Notice

15. Korespondence

Any notices given hereunder shall be sent by first
class mail, by fax or personally delivered to the
addresses of the Parties listed in the header of this
Agreement.

Notices to CRO shall include a copy to:

IQVIA, Inc.

Office of the General Counsel

P.O. Box 13979

Research Triangle Park, North Carolina 27709-
3979

USA

Attention: General Counsel

email: [

Veskera korespondence na zakladé této smlouvy
musi byt odeslana doporucenou postou, faxem
nebo byt osobné doruc¢ena na adresy smluvnich
stran uvedené v zahlavi této smlouvy.

Pfi veskeré korespondenci s CRO je nutno zaslat
kopii na adresu:

IQVIA, Inc.

Office of the General Counsel

P.O. Box 13979

Research Triangle Park, North Carolina 27709-
3979

USA

Attention: General Counsel

e-mail: [

16. Assignment

16. Postoupeni prav

Each of CRO and Janssen shall have the right to
assign this Agreement to any of its respective
affiliates and in addition, Janssen may assign this
Agreement to any third party. In the event of such
an assignment, CRO or Janssen, as the case may
be, shall use reasonable efforts to provide prior
written notice thereof to Institution. Institution
shall not assign its rights or duties under this
Agreement to another without prior written
consent of CRO and Janssen. Any assignment in
violation of this Section 16 will be null and void.
Subject to the foregoing, this Agreement shall bind
and inure to the benefit of the respective Parties
and their successors and assigns.

CRO ispolecnost Janssen maji pravo postoupit
tuto smlouvu na své sesterské spolecnosti
a spolecnost Janssen ma navic pravo tuto smlouvu
postoupit na jakoukoli tfeti stranu. V pfipadé
takového postoupeni se CRO a spolecnost Janssen
zavazuji vyvinout pfimérené Usili smérujici k tomu,
aby zdravotnické zafizeni o takovém postoupeni
predem pisemné informovali. Zdravotnické
zafizeni nesmi postoupit Zadné své povinnosti na
zakladé této smlouvy na treti subjekt bez

predchoziho pisemného souhlasu CRO
a spolecnosti Janssen. Jakykoli pokus
o postoupeni  prav  apovinnosti  vrozporu

s ustanovenim tohoto clanku 16 je neplatny
a neudinny. S ohledem na shora uvedené omezeni
je tato smlouva zavazna a pravoplatna pro
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vSechny smluvni strany, jejich prdvni ndstupce
a osoby, na které byla postoupena.

17. Miscellaneous 17. RuUzna ustanoveni

17.1 This Agreement may not be altered, | 17.1 Tuto smlouvu je mozné ménit ¢i upravovat
amended or modified except by a written pouze formou pisemnych  dodatkd,
document signed by the Parties. podepsanych viemi smluvnimi stranami.

17.2 If aprovision of the Agreement conflicts | 17.2 V pfipadé rozporu mezi ustanovenim této
with aprovision of the Protocol, the smlouvy a ustanovenim protokolu plati
Protocol takes precedence on matters of ustanoveni protokolu ve vécech tykajicich
medicine, science and conduct of the se mediciny, védy a provadéni klinického
Clinical Trial. This Agreement takes hodnoceni. V ostatnich spornych ptipadech
precedence in any other conflicts plati ustanoveni této smlouvy.

17.3 If any of the provisions defined under the | 17.3 Pokud nékteré zustanoveni priloh k této
Annexes conflicts with any of the provisions smlouvé je vrozporu s ustanovenim této
of this Agreement, the terms of the Annexes smlouvy, plati prednostné ustanoveni pfiloh
will take precedence. k této smlouvé.

17.4 Institution understands and agrees that this | 17.4 Zdravotnické zafizeni bere na védomi
Agreement is being signed by CRO in its own a souhlasi, Ze tato smlouva je podepisovana
name as acontracting party receiving CRO jednak jejim vlastnim jménem jako
services under this Agreement and in smluvni strany, kterd je pfijemcem sluzeb
addition, in a separate capacity, CRO also na zakladé této smlouvy a souéasné je zvlast
signs this Agreement in the name of Janssen podepsdana CRO jednajici jako zdastupce
and for Janssen’s benefit upon power of spoleCnosti  Janssen ave  prospéch
attorney enclosed hereto as Annex No. D of spolecnosti Janssen na zakladé plné moci,
this Agreement. kterd tvofi pfilohu €. D této smlouvy.

17.5 If any part of this Agreement is found to be | 17.5 Pokud se nékterd ¢ast této smlouvy stane
unenforceable, the rest of this Agreement nevymahatelnou, neovlivni to zbyla
will remain in effect. ustanoveni této smlouvy, kterd zUstava plné

platna a ucinna.

17.6 This Agreement constitutes the complete | 17.6 Tato smlouva predstavuje Uplnou dohodu
agreement of the parties with respect to the smluvnich stran v oblasti jejiho predmétu.
subject matter hereof. It expressly Tato smlouva vyslovné nahrazuje veskera
supersedes any prior or contemporaneous predchozi nebo soucasnd Ustni nebo
oral or written representations or pisemna ujedndni ¢i dohody mezi smluvnimi
agreements. Annexes form an integral part stranami. Pfilohy jsou nedilnou soucasti
of the Agreement. této smlouvy.

17.7 The following provisions and any otherterm | 17.7 NiZe uvedena ustanoveni aveskerd dalsi

or condition which by its nature is clearly

ustanoveni apodminky, ze kterych
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intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this
Agreement: 1.6,5,6,7,8,10,11, 12, 14,16

jednoznacné vyplyva pretrvavajici platnost
i po radném Cci predcasném ukonceni této
smlouvy, maji pretrvdvajici platnost a plati
ipo fadném Ci predcasném ukonceni

and 17. platnosti této smlouvy: 1.6, 5, 6,7, 8,10, 11,
12,14,16a17.

17.8 This Agreement is executed in four | 17.8 Tato smlouva je vyhotovena ve Ctyfech
counterparts, of which the CRO/Janssen stejnopisech. Dva  stejnopisy  obdrzi
shall receive two copies and the Institution CRO/Janssen a zdravotnické zafizeni obdrzi
shall receive two counterparts. rovnéz dva stejnopisy.

18. Controlling Law 18. Ridici préavo

This Agreement shall be governed by and shall be
construed in accordance with the laws of the
Czech Republic. In the event of any dispute arising
between the Parties in relation to the terms of this
Agreement, the Parties shall use their best
endeavors to resolve the matter on an amicable
basis. Institution acknowledges that Janssen has
entered into an agreement with the U.S.
Government to conduct the Clinical Trial.
Accordingly, provisions in this Agreement required
by the U.S. Government shall be governed by and
shall be construed in accordance with the laws of
the United States without regard to any conflicts
of laws provisions with respect thereto. In the
event of any dispute arising between the parties in
relation to other terms of this Agreement, the
parties consent to the jurisdiction of Czech
Republic for the resolution of any dispute or
controversy between the parties hereto involving
such other terms that the parties are unable to
settle on an amicable using their best endeavors
to resolve the matter.

Tato smlouva ajeji vyklad se fidi zakony Ceské
republiky. V pfipadé sporu mezi smluvnimi
stranami ohledné ustanoveni této smlouvy, se
smluvni strany zavazuji vyvinout pfimérené usili
k vyfeSeni sporu formou pratelskych vzajemnych
jednani. Zdravotnické zafizeni bere na védomi, Ze
spolec¢nost Janssen uzaviela s vliddou USA smlouvu
o provedeni klinického hodnoceni. Ustanoveni
této Smlouvy, ktera jsou pozadovana vladou USA,
se proto budou Fidit avykladat vsouladu
s pravnim fadem Spojenych statll americkych,
svyjimkou jeho kolizni normy. V pfipadé
jakéhokoli sporu vzniklého mezi smluvnimi
stranami ve vztahu kdalSim ustanovenim této
smlouvy smluvni strany souhlasi s prislusnosti
soudt Ceské republiky pfi feseni veskerych svych
sporl nebo rozpord, které smluvni strany nejsou
pfes veSkerou snahu schopny vyreSit formou
pratelského vzdjemného jedndni.

This Agreement is executed in the Czech and
English languages, in case of any discrepancy
between these versions, the Czech version shall
prevail.

Tato smlouva je vyhotovena v ¢eském a anglickém
jazykovém znéni, pficemz v ptipadé rozporl mezi
nimi je ¢eska verze rozhodujici.

Parties declare that this Agreement is an
expression of their serious and free will, that they
read and understood the wording of the
Agreement, in testimony whereof duly authorized

Smluvni strany prohlasuji, Ze tato smlouva
vyjadfuje jejich vainy zajem a svobodnou vili, Ze
si tuto smlouvu precetly aporozuméli jejimu
znéni, na dlkaz cehoZz ji opravnéni zastupci
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representatives of the Parties attach their
signatures:

smluvnich stran podepsali:

Done at date

IQVIA RDS Czech Republic s.r.o.

Signature

Done at date

IQVIA RDS Czech Republic s.r.o. in the name of Janssen Pharmaceutica NV

Signature

Done at date

On behalf Nemocnice Na Bulovce |

Signature
Annexes: Prilohy:
Annex A - Protocol of Clinical Trial (available | Pfiloha A - protokol klinického hodnoceni

from the Principal Investigator) — TRADE SECRET
OF JANSSEN (exclude from publication)

Annex B - Financial Provisions — TRADE SECRET
OF JANSSEN (exclude from publication)

Annex C - Insurance Certificate — TRADE SECRET
OF JANSSEN (exclude from publication)

Annex D — Power of Attorney

Annex E- Authorization by State Institute for
Drug Control

Annex F — Approval by Multicenter Clinical Trials
Ethics Committee

Annex G — Approval by Local Ethics Committee
Annex H- Personal Information concerning
Principal Investigator and any Investigational
Staff

(k dispozici u hlavniho zkousejiciho) - OBCHODNi
TAJEMSTVi FIRMY JANSSEN (nezvefejiiovat)
Pfiloha B - Finanéni ustanoveni — OBCHODNI
TAJEMSTVIi FIRMY JANSSEN (nezvefejfiovat)
Pfiloha C- Pojistny certifikit — OBCHODNI
TAJEMSTVi FIRMY JANSSEN (nezvefejfiovat)
Pfiloha D- PIna moc

Pfiloha E — Povoleni Statniho ustavu pro kontrolu

Ié¢iv (SUKL)
Pfiloha F- Schvaleni multicentrické etické
komise

Pfiloha G — Schvaleni lokalni etické komise
Priloha H- Osobni udaje tykajici se hlavniho
zkousejiciho a zkousejiciho persondlu
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ANNEX A — Protocol of Clinical Trial
TRADE SECRET OF JANSSEN (exclude from publication)

Priloha A — protokol klinického hodnoceni

OBCHODNI TAJEMSTVi SPOLECNOSTI JANSSEN (nezvetejiiovat)

Incorporated herein by reference.
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ANNEX B - Financial Provisions Pfiloha B — Financ¢ni ustanoveni
TRADE SECRET OF JANSSEN (exclude from OBCHODNI TAJEMSTVi FIRMY JANSSEN
publication) (nezverejiovat)
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EXHIBIT 1 — COMPLETION CERTIFICATE

TRADE SECRET OF JANSSEN (exclude from publication)
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EXHIBIT 2 — PROOF OF DISPENSING MEAL-VOUCHERS

TRADE SECRET OF JANSSEN (exclude from publication)
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ANNEX H — Personal Information concerning
Principal Investigator and any Investigational
Staff

PRILOHA H - Osobni tdaje tykajici se hlavniho
zkousejiciho a zkousejiciho personalu

This notice explains the personal information
handling practices of Sponsor with respect to
information about Principal Investigator and any
investigational staff. It explains how Sponsor
collects personal information, and with whom
Sponsor may share it. It also explains the rights the
Principal Investigator and any investigational staff
have with regard to this personal information. This
notice applies to all personal information,
regardless of whether the information is stored
electronically or in hard copy.

Toto oznameni vysvétluje postupy zadavatele
tykajici se nakladdni s osobnimi Udaji ve vztahu
k idajim o hlavnim zkousejicim a zkousSejicim
personalu. Vysvétluje, jakym zplsobem zadavatel
shromazduje osobni Udaje as kym je zadavatel
muzZe sdilet. RovnéZ vysvétluje prava hlavniho
zkousejiciho a zkousejiciho personalu tykajici se
téchto osobnich Gdajd. Toto ozndmeni se vztahuje
na vsechny osobni dajd bez ohledu na to, zda jsou
informace uchovavany elektronicky nebo v tisténé
podobé.

This privacy notice should be provided by the
Principal Investigator to any investigational staff.

Toto ozndmeni o ochrané osobnich udaji musi byt
hlavnim zkousSejicim poskytnuto veskerému
zkousejicimu personalu.

Privacy Notice — Principal
investigational staff

Investigator and

Oznameni o ochrané osobnich udaju — hlavni
zkousejici a zkousejici personal

Personal Information Collection

Shromazd'ovani osobnich tudaja

Sponsor, and agents processing personal
information on behalf of Sponsor, collect and
process personal information about you. This
information may come directly from you, from the
Institution that you are affiliated with for purposes
of this clinical research, or from public or third-
party information sources.

Zadavatel a zdastupci zpracovavajici osobni udaje
jménem zadavatele shromazduji a zpracovavaji
osobni Udaje ovas. Tyto udaje mohou pochazet
pfimo od vas, ze zdravotnického zafizeni, pro které
pracujete pro ucely tohoto klinického vyzkumu,
nebo zverejnych zdroji informaci nebo zdrojl
informaci tfetich stran.

The types of personal information that Sponsor
collects depends on the role you have with
Sponsor and/or its affiliates, as well as applicable
laws, but may include the following categories of
information:

. Name;

. Contact information (e.g. address,
telephone number, e-mail address);

. Age and/or date of birth;

J Government identification number (if
applicable);

. Training and qualifications, including

information that you have a valid, active medical
or professional license, as applicable, and is not
debarred by a competent health authority;

o Organizational or institutional affiliations;

Typy osobnich  adajd, které  zadavatel
shromazduje, jsou zavislé na roli, kterou zastavate
vUci zadavateli a/nebo jeho pobockam, stejné jako
na platnych zdkonech, mohou vsSak zahrnovat
nasledujici kategorie Gdaju:

. Jméno;

. Kontaktni Udaje (tj. adresa, telefonni Cislo,
e-mailova adresa);

. Vék a/nebo datum narozeni;

J Cislo socidlniho pojisténi (v pripadé
potieby);

. Skoleni a kvalifikace véetné informaci

otom, Ze jste vlastniky platné, aktivni Iékarské
nebo (pfipadné) profesni licence a nejste
kompetentnim zdravotnickym Ufadem vylouceni
z vykonu ¢innosti;
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o Professional programs and activities in
which you may have participated;
o Financial information relating to, among

other matters, compensation and reimbursement
payments for clinical trial activities;

. Engagement or interaction with Sponsor
or its affiliates, or their products and services;
o Information obtained via surveys and

other direct interactions with you.

. Spojeni s organizaci nebo zdravotnickym
zafizenim;

. Profesni programy a Cinnosti, kterych jste
se mohli Ucastnit;

o Finanéni informace tykajici se, mimo jiné,
nahrad a proplacenych plateb za ¢innosti v ramci
klinického hodnoceni;

. Zavazek v0c¢i zadavateli nebo jeho
pobockam nebo interakce snimi nebo s jejich
produkty a sluzbami;

J Informace ziskané prostrednictvim
prizkumu a jinych pfimych interakci s vami.

How Sponsor Uses and Discloses Personal
Information

Jak zadavatel vyuziva a sdéluje osobni udaje

Personal information about you will be processed
for the following purposes to meet Sponsor’s
and/or its affiliates’ obligations under applicable
laws and regulations, and as necessary to fulfill the
Clinical Trial Agreement:

o To assess if you are suitable for acting as
Principal Investigator or investigational staff in
relation to the clinical trial;

o To provide training, and access to tools
and other resources that may be required for the
execution of the clinical trial;

o To manage the clinical trial, including to
monitor and audit clinical trial activities;

o To prepare and submit regulatory filings,
correspondence, and communications to
government authorities concerning the clinical
trial;

o To conduct safety reporting and

pharmacovigilance activities relating to the clinical
trial;

o To publish results of the clinical trial as
defined in the Clinical Trial Agreement;
o To disclose payments and other transfers

of value to the institution, Principal Investigator or
other investigational staff in order to comply with
transparency reporting laws, including but not
limited to the US Physician Payments Sunshine Act
and implementing regulations, as well as industry
codes of practice or standards to which Sponsor
and/or Sponsor’s affiliates are subject or

o As otherwise required under applicable
law, or necessary to fulfill the Clinical Trial

Osobni udaje ovas budou zpracovany pro
nasledujici Ucéely, aby umoznily splnit povinnosti
zadavatele a/nebo jeho pobocek stanovené
platnymi zakony a pfedpisy a nezbytné ke splnéni
smlouvy o klinickém hodnoceni:

J K vyhodnoceni, zda jste zpUsobili
k plisobeni jako hlavni zkousejici nebo zkousejici
personal v souvislosti s klinickym hodnocenim;

. K poskytnuti  Skoleni a pristupu
k nastrojim a dalSim zdrojim, které mohou byt
vyZadovany pro uskutecnéni klinického
hodnoceni;

. K fFizeni klinického hodnoceni vietné
monitorovani  aauditu  cinnosti  klinického
hodnoceni;

. K pfipravé a predavani podani regulacnim
organlim, korespondence azprdv statnim

organum tykajicich se klinického hodnoceni;

J K  podavani zprav o bezpecnosti
a provadéni cinnosti farmakovigilance tykajicich
se klinického hodnoceni;

. Ke zvefejnéni  vysledkd
hodnoceni, jak je definovano ve
o klinickém hodnocent;

J Ke zverejnéni plateb adalSich prevodi
hodnot zdravotnickému  zafizeni, hlavnimu
zkousejicimu a dalSimu zkousejicimu personalu za
ucelem dodrzeni souladu se zakony
o transparentnosti podavani zprav véetné, mimo
jiné, zdkona USA o platbach poskytnutych lékariim
(Physician Payments Sunshine Act) a provadécich
nafizeni, stejné jako s kodexy chovani a standardy

klinického
smlouveé
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Agreement.

odvétvi, kterym podléha zadavatel a/nebo
pobocky zadavatele nebo

. Jak je jinak pozadovano platnymi zdkony
nebo jak je nezbytné ke splnéni smlouvy

o klinickém hodnoceni.

Personal information about you will be processed
for the following purposes based on Sponsor’s and
its affiliates’ legitimate interest under law:

. To consider, from time to time, potential
sites and investigators for future clinical trials; and
. To conduct surveys, manage internal

studies, improve processes and practices related
to the execution of clinical trials and other
activities related to medical research.

Osobni Udaje ovads budou zpracovany pro
nasledujici uUcely podle legitimnich zajm
zadavatele a jeho pobocek podle zdkona:

. K (ob¢asnému) zvazeni moznych pracovist
a zkousejicich pro budouci klinickd hodnoceni; a

. K provadéni prGzkum, fizeni internich
studii, zlepSovani procesu a postupl tykajicich se
vykonavani klinickych hodnoceni a dalSich ¢innosti
tykajicich se lékarského vyzkumu.

To accomplish the abovementioned purposes,
personal information is made available to:

o Other affiliates of the Johnson & Johnson
Family of Companies and their respective agents.
Alist of the affiliates is available at
http://www.investor.jnj.com/sec.cfm;

o Government Authorities and ethics
committees in jurisdictions around the world;

. Agents, such as contract research
organizations or other third-party service
providers, processing Personal Information on
behalf of Sponsor.

K dosaZeni vySe uvedenych cild jsou osobni udaje
poskytnuty k dispozici:

. Dalsim pobockdm rodiny spolecnosti
Johnson & Johnson a jejich prislusnym zastupclm.
Seznam pobocek je kdispozici na adrese
http://www.investor.jnj.com/sec.cfm;

. Statnim organlim a etickym komisim
v jurisdikcich po celém svété;

. Zastupclim, jakymi jsou smluvni vyzkumné
organizace nebo dalsi poskytovatelé sluzeb tretich
stran, ktefi zpracovavaji osobni Udaje jménem
zadavatele.

Cross Border Transfer

Predavani pres hranice

Your personal information may be stored and
processed in any country where Sponsor and its
affiliates have facilities or agents, including the
United States. Some non-European Economic
Area (EEA) countries are recognized by the
European Commission as providing an adequate
level of data protection according to EEA
standards (the full list of these countries is
available here:
https://ec.europa.eu/info/law/law-topic/data-

protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en.

For transfers from the EEA to countries not
considered adequate by the European
Commission, Sponsor has ensured that adequate
measures are in place, including by ensuring that
the recipient is bound by the EU Standard
Contractual Clauses, or has certified to the EU-US
Privacy Shield, or has implemented an EU-

Vase osobni Udaje mohou byt uchovavany
a zpracovavany v zemi, kde ma zadavatel a jeho
pobocky sva zafizeni nebo zastupce, véetné USA.
Nékteré zemé, které nejsou cleny Evropského
hospodarského prostoru (EHP), jsou Evropskou
komisi  uznavany jako zemé poskytujici
dostatecnou uUroven zabezpeceni Udaji v souladu
se standardy EHP (Uplny seznam téchto zemi je
k dispozici zde:
https://ec.europa.eu/info/law/law-topic/data-
protection/data-transfers-outside-eu/adequacy-
protection-personal-data-non-eu-countries_en.)
Za Ucelem preddvani ze zemi EHP do zemi, které
nejsou Evropskou komisi povazovany za zemé
s dostateCnou  Urovni  zabezpeceni  Udajq,
zadavatel zajistil, Ze jsou zavedena dostatecna
opatfeni v€etné zajisténi, Ze je pfijemce vazan
standardnimi smluvnimi dolozkami EU nebo je
certifikovan vsouladu se Stitem pro ochranu
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approved code of conduct or certification, to
protect personal information. You may obtain
a copy of these measures by contacting our EU
Data Protection Officer in accordance with the
“Contacting Sponsor” section below.

osobnich Gdaji mezi EU a USA nebo zaved| kodex
chovani nebo certifikaci schvalené EU pro ochranu
osobnich informaci. Kopii téchto opatfeni mlzete
ziskat kontaktovanim referenta ochrany udaju
v EU podle bodu , Kontaktovani zadavatele” nize.

Data Subject Rights

Prava subjektu udaju

If you would like to review, correct, update,
restrict, or delete personal information that
Sponsor may have in its systems, or if you would
like to request to receive an electronic copy of
your personal information for purposes of
transmitting it to another company (to the extent
these rights are provided to you by applicable
law), you may contact Sponsor as specified in the
“Contacting Sponsor” section. Sponsor will
respond to the request in accordance with
applicable law. Please note, however, that certain
personal information may be exempt from
requests pursuant to applicable data protection
laws, or other laws and regulations.

Pokud chcete zkontrolovat, opravit, aktualizovat,
omezit nebo vymazat osobni Udaje, které muze
zadavatel uchovavat ve svych systémech, nebo
pokud si chcete vyzadat zaslani elektronické kopie
svych osobnich Udajli za ucelem jejich predani jiné
spolecnosti (v rozsahu téchto prav, které jsou vam
poskytnuty platnym zakonem), mUzete
kontaktovat zadavatele, jak je popsano v bodé
,Kontaktovani zadavatele”. Zadavatel bude na
poZadavek reagovat vsouladu s platnym
zakonem. Upozorfiujeme vsak, Ze urcité osobni
udaje mohou byt z pozadavk( vynaty na zakladé
platnych zakon( o zabezpeceni udajd nebo jinych
zakonU a predpisu.

Retention Period

Retencni obdobi

Sponsor will retain your personal Information for
as long as needed or permitted considering the
purpose(s) for which it was obtained. The
following criteria are used to determine the
proper retention period: (i) the length of time
Sponsor has an ongoing relationship with you; (ii)
whether there is alegal obligation to which
Sponsor or its affiliates are subject; and (iii)
whether retention is advisable in light of Sponsor’s
legal position (such as in regard to applicable
statutes of limitations, litigation, or regulatory
investigations).

Zadavatel bude vase osobni Udaje uchovavat tak
dlouho, jak bude tfeba nebo jak je pfipustné
sohledem na ucel(y), pro ktery (které) byly
ziskdny. K uréeni nalezitého reten¢niho obdobi se
uplatnuji nasledujici kritéria: (i) délka obdobi, po
které trva vztah zadavatele s vami; (ii) zda existuje
pravni zdvazek, kterému zadavatel nebo jeho
pobocky podléhaji; a (iii) zda je uchovavani
vhodné sohledem na prdvni pozici zadavatele
(napf. co se tyka platnych zakonnych Ih(t,
soudnich spord nebo regulacnich setfeni).

Contacting Sponsor

Kontaktovani zadavatele

The Sponsor can be contacted as specified below:
Sponsor can be contacted via the Site Manager. In
case the site manager has not been identified,
please use the contact information as defined in
the Notice section of the agreement with the
Clinical Site for the Clinical Study/Trial. Consult
with the Principal Investigator as necessary. You
may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at . In case of
contacting the Data Protection Officer,
information such as country location, as well as

Zadavatele Ize kontaktovat, jak je uvedeno nize:
Zadavatele je moZné kontaktovat prostrednictvim
Site Managera. V pfipadé, Ze Site Manager nebyl
ustanoven, prosime pouZijte kontakty uvedené
v ¢lanku , Korepondence” smlouvy o klinickém
hodnoceni uzaviené scentrem, kde se klinické
hodnoceni provadi. V pfipadé potfeby muzete
rovnéZz kontaktovat povérence pro ochranu
osobnich Udaju zodpovédného za prislusnou zemi
nebo region na adrese

V pfipadé kontaktovani povérence pro ochranu
osobnich udaji je tfreba do pozadavku zahrnout
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clinical trial number/name should be included to
allow the request to be managed appropriately.

informace, jako je zemé alokalita, stejné jako
Cislo/nazev klinického hodnoceni, aby mohl byt
pozadavek nalezité vyfizen.

Lodging and Complaint with a Regulator

Podani stiZznosti u regulatora

You may lodge acomplaint with asupervisory
authority competent for your country or region.
Contact information can be located here:
http://ec.europa.eu/justice/data-
protection/article-29/structure/data-protection-
authorities/index_en.htm

MuZete podat stiznost wuorganu dozoru
kompetentniho pro vasi zemi nebo region.
Kontaktni informace Ize nalézt zde:

http://ec.europa.eu/justice/data-
protection/article-29/structure/data-protection-
authorities/index_en.htm
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