Protocol CNTO1959CRD3001

CLINICAL TRIAL AGREEMENT

SMLOUVA (0] PROVEDENI KLINICKEHO

HODNOCENi

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

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

PAREXEL International (IRL) Limited an, with
registered offices at 70 Sir John Rogerson's Quay,
Dublin 2, Ireland

Represented by :Dora Csabai

(“CRO”),

and
Janssen Research & Development, LLC , with
registered offices at 920 Route 202 South, Raritan,

New Jersey 08869, United States of America

(“Janssen”),

PAREXEL International (IRL) Limited, spolecnosti se
sidlem na adrese 70 Sir John Rogerson's Quay,
Dublin 2, Irsko, jednajici Dora Csabai

(dale jen "CRO")

Janssen Research & Development, LLC, spolecnosti
se sidlem na adrese 920 Route 202 South, Raritan,
New Jersey 08869, Spojené staty Americké

(dale jen “Janssen”)

and

Fakultni nemocnice Kralovské Vinohrady

with registered offices at Srobarova 150/50 , 100
34 Praha 10, Czech republic

ID No 00064173

Tax ID: CZ 00064173

(“Institution”)

and

Doc.MUDr.Zdena Zadorova, PhD.,
XXXX

Czech Republic

(“Principal Investigator”)

Fakultni nemocnici Kralovské Vinohrady

se sidlem na adrese Srobarova 1150/50 , 100 34
Praha 10, Ceska republika

IC: 00064173

DIC: CZ 00064173

(dale jen “zdravotnické zafizeni”)

Doc. MUDr. Zdenou Zadorovou, Ph.D.,
XXXXX
Ceska republika

(dale jen “hlavni zkousejici”)

(CRO, Janssen, Institution and Investigator
collectively as the "Parties", individually a "Party")

(CRO, Janssen, zdravotnické zafizeni a hlavni
zkousejici budou dale spolecné 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 nabyva ucinnosti ke dni zvefejnéni v Registru
smluv  Ceské republiky (ddle jen "datum
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(“Effective Date”). ucinnosti").

Clinical Trial: XXXX

(“Clinical Trial”)

Klinické hodnoceni: XXXX

(dale jen “klinické hodnoceni”)

Sponsor: Janssen-Cilag International NV, Turnhoutseweg 30, 2340 Beerse, Belgium

Zadavatel: Janssen-Cilag International NV, Turnhoutseweg 30, 2340 Beerse, Belgie

Study Product: XXXX

(“Study Product”)

Studijni 1éCivo: XXX

(dale jen “studijni IéCivo”)

Protocol:

(“Protocol”) XXXX

Protokol: XXXX

(dale jen “protokol")

EUdraCT number: 2017-002195-13

Cislo EUdraCT: 2017-002195-13

Site of the: Fakultni nemocnice Kralovské Vinohrady, Il. Interni klinika, Srobarova
1150/50, 100 34 Praha 10

(“Study Site”)

Centrum, kde klinické hodnoceni probiha: Fakultni nemocnice Kralovské Vinohrady, Il. Interni

klinika, Srobarova 1150/50, 100 34 Praha 10
(dale jen “centrum, kde klinické hodnoceni probiha”)

Whereas, Janssen has appointed CRO to procure | Vzhledem k tomu, Ze spolecnost Janssen povéfila
the services under this Agreement and to provide | CRO zajisténim a poskytovanim sluzeb uvedenych
same to Janssen. v této smlouveé spolecnosti Janssen.

Whereas, CRO has requested Institution and | Vzhledem k tomu, Ze CRO si u zdravotnického
Principal Investigator to provide services to CRO as | zafizeni a hlavniho zkousejictho vyZadala
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described in this Agreement by conducting the
Clinical Trial, which is sponsored by Janssen-Cilag
International NV, Turnhoutseweg 30, 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;

poskytovani sluzeb pro CRO na zakladé ustanoveni
této smlouvy, a to v souvislosti s klinickym
hodnocenim studijniho |é¢iva, jehoZz zadavatelem
je Janssen-Cilag International NV, Turnhoutseweg
30, 2340 Beerse, Belgium (dale jen “zadavatel”) a
které bude provddéno v souladu s ustanovenim
protokolu (véetné naslednych dodatk( protokolu)
a priloh, které tvofi nedilnou soucast této
smlouvy;

Whereas, Institution is equipped and authorized to
undertake the Clinical Trial and Institution and
Principal Investigator have agreed to perform the
Clinical Trial under the terms and conditions in
accord with the Protocol and hereinafter set forth;
and

Vzhledem k tomu, Ze zdravotnické zafizeni ma pro
provedeni  klinického hodnoceni  nezbytné
vybaveni a oprdvnéni a vzhledem k tomu, Ze
zdravotnické zafizeni a hlavni zkousejici souhlasi s
provedenim klinického hodnoceni, v souladu s
ustanovenim protokolu a nize uvedenych
ustanoveni této smlouvy; a

Now, therefore, in consideration of the premises

A tak, s prihlédnutim ke vzajemnym pfisliblm a

and the mutual promises and covenants expressed | zavazkilm zde uvedenym se smluvni strany
herein, the Parties agree as follows: dohodly nasledovné:
1. Performance of the Clinical Trial 1. Provadéni klinického hodnoceni

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

zkousejiciho.

1.2 Institution and Principal Investigator agreeto | 1.2  Zdravotnické zafizeni a hlavni zkousejici se

use their best efforts and professional
expertise to perform the Clinical Trial in
accordance with the Protocol, all applicable
legal and regulatory requirements, the
identified timelines and the terms and
conditions of this Agreement. Institution and
Principal Investigator may not start the
Clinical Trial without prior approval of the
ethics committee, notifications and further
legally required approvals.

zavazuji provadét klinické hodnoceni s
odbornou péci, v souladu s ustanovenim
protokolu, v souladu s ustanovenim vsech
platnych  zdkond a  predpisd, dle
dohodnutého c¢asového harmonogramu a v
souladu s ustanovenim této smlouvy.
Zdravotnické zafizeni a hlavni zkousejici
nesmi zacit provadét klinické hodnoceni bez
pfedchoziho souhlasu etické komise, bez
pfedchoziho splnéni vSech oznamovacich
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povinnosti a dokud nebudou ziskany
vSechny zakonem predepsané souhlasy a

schvaleni.

1.3 In the event that the Principal Investigator | 1.3 V pfipadé, Ze hlavni zkousejici jiz nebude
becomes no longer affiliated with Institution, zameéstnancem zdravotnického zafizeni,
Institution shall provide written notice to zavazuje se zdravotnické zafizeni o této
CRO as soon as possible and at the latest skutecnosti neprodlené pisemné informovat
within three (3) days of such departure. CRO, a to nejpozdéji do tfi (3) dnl od
Janssen shall have the right to approve any ukonceni pracovniho poméru s hlavnim
new Principal Investigator designated by zkousejicim. Spole¢nost Janssen ma pravo
Institution. The new Principal Investigator schvalovat vSechny nové hlavni zkousejici,
shall be required to agree to the terms and jmenované zdravotnickym zafizenim. Novy
conditions of this Agreement. In the event hlavni zkousejici musi pisemné souhlasit s
Janssen does not approve such new Principal ustanovenim a podminkami této smlouvy. V
Investigator, and this disapproval is not pfipadé, Ze spolecnost Janssen nového
unreasonable CRO or Janssen may terminate hlavniho zkousSejiciho neschvali, a toto
this Agreement in accordance with Section neschvéleni nebude bezdlvodné, mohou
2.2 below and Institution shall take all CRO nebo spolecnost Janssen tuto smlouvu
necessary steps to accommodate Janssen’s vypovédét v souladu s ustanovenim ¢lanku
decision. 2.2 nize a zdravotnické zafizeni se zavazuje

podniknout  veSkeré nezbytné  kroky
nezbytné k tomu, aby se tomuto rozhodnuti
spolecnosti Janssen podrobilo.

1.4 |Institution and Principal Investigator may | Zdravotnické zafizeni a hlavni zkouSejici mohou

other individuals and
investigational staff as they 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 to the
same terms and conditions as the Principal
Investigator under this Agreement All
members of the Study team are bound - by
the internal regulations of the Institution - to
comply with conditions for conduct of
clinical  trials.Principal  Investigator is
responsible for the services performed by
such staff and undertakes in particular to
have it executed by competent persons. In
the event that Institution and/or Principal

appoint  such

pro ucely provadéni klinického hodnoceni na
zakladé vlastniho uvazeni jmenovat
spoluzkousejici a/nebo dalsi ¢leny tymu, ktery
provadi klinické hodnoceni. Vsichni spoluzkousejici
a Clenové tymu provadéjiciho klinické hodnoceni

musi mit potfebné vzdélani, musi byt do
klinického hodnoceni fadné a prokazatelné
jmenovani a seznam vSech (¢lend tymu

provadéjiciho klinické hodnoceni musi byt aktualni
a pravidelné aktualizovany. Hlavni zkousejici je
odpovédny za fizeni tymu spoluzkousejicich a
ostatnich ¢lenG tymu provadéjicich klinické
hodnoceni, ktefi musi byt ve vSech smérech
zavazani k dodrZovani stejnych ustanoveni a
podminek jako hlavni zkousSejici na zdkladé této
Smlouvy.

ni Clenové tymu provadejici klinické hodnoceni
jsou vnitfnimi pFedpisy zdravotnického zafizeni
zavazani k dodriovani podminek pro provadéni
klinickych  hodnoceni. Hlavni  zkousejici je
odpovédny za sluzby poskytované cleny tymu a
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Investigator uses the services of others to
conduct the Clinical Trial pursuant to this
Agreement, Institution and  Principal
Investigator shall be responsible for ensuring
that all are appropriately licensed and
credentialed and in compliance with the
terms of this Agreement. Institution and
Principal Investigator shall be liable for any

zavazuje se, ze vSechny tyto sluzby budou
poskytovany fadné zplsobilymi osobami. V
pripadé, Ze zdravotnické zafizeni a/nebo hlavni
zkousejici vyuzivaji pro poskytovani sluzeb na
zakladé této smlouvy sluzeb tretich subjektd, jsou
zdravotnické zatizeni a hlavni zkousejici odpovédni
za zajisténi toho, aby vSechny tyto treti subjekty
mély radné opravnéni a kvalifikaci pro poskytovani

breach of this Agreement by such | pfislusnych sluzeb a byly vazani povinnosti

individuals. dodrZovat ustanoveni této smlouvy. Zdravotnické
zafizeni a hlavni zkousejici nesou odpovédnost za
jakékoli poruseni ustanoveni této smlouvy témito
subjekty.

1.5 Principal Investigator shall ensure that |1.5 Hlavni zkousejici se zavazuje zajistit, aby se
designated staff attend all trainings ¢lenové tymu provadéjici klinické hodnoceni
conducted by Janssen or its designee in the zUcCastnili  vSech  Skoleni  poradanych
proper performance of the Protocol, safety spole¢nosti Janssen nebo jejim zastupcem
and reporting requirements, and any other pro uUcely tadného plnéni ustanoveni
applicable guidelines relevant to the Clinical protokolu, dodrzovani bezpeénostnich a
Trial and performance of the Protocol. oznamovacich  povinnosti a  ostatnich

predpisti, které se tykaji klinického
hodnoceni a dodrZovani protokolu.

1.6. The Institution acknowledges and agrees that | 1.6 Zdravotnické zafizeni bere na védomi a
a separate agreement will be concluded souhlasi, Ze mezi spole¢nosti Janssen, CRO a
between Janssen, CRO and the Principal hlavnim  zkousSejicim bude  uzavfena
Investigator governing the fees to be paid to samostatnd dohoda, jejimz predmétem
the Principal Investigator and Study team for bude odména hlavniho zkousejiciho a ¢lent
conduct of the Study. The Study Team tymu provadéjicich klinické hodnoceni.
includes, among others, a pharmacist and a Mezi cleny tymu provadéjici klinické
radiologist. hodnoceni patfi mimo jiné i farmaceut a

radiolog.

1.7. :The Principal Investigator agrees to maintain 1.7 Randomizacni koédy Hlavni zkousejici se

the blinding of the Study Product. The
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 a medical
emergency occur requiring the Principal
Investigator to break the code for a specific
subject, the Principal Investigator agrees to
notify CRO and Janssen immediately.

zavazuje dodrZovat zaslepeni studijniho
|éCiva. Hlavni zkousejici bere na védomi, Ze
randomizacni kody budou zverejnény po
dokoncéeni klinického hodnoceni a po
uzavieni databaze spolecnosti Janssen. U
multicentrickych klinickych hodnoceni jsou
vyzadovana data ze vSech center pred tim
neZz bude klinické hodnoceni povazovano za
dokoncené. Pokud bude z divodu akutniho
zdravotniho problému nutné, aby hlavni
zkousejici odhalil kéd konkrétniho pacienta
(subjektu hodnoceni) zavazuje se hlavni
zkousejici o této skutecCnosti neprodlené
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informovat CRO a spole¢nost Janssen.

1.8 For the performance of the Clinical Trial, | 1.8. Pro ucely provadéni klinického hodnoceni
Janssen or CRO or their respective affiliates se spolecnost Janssen a CRO nebo jejich
shall provide free of charge the Study odpovédni zastupci, zavazuji poskytnout
Product and all Clinical Trial related bezplatné veskeré studijni léCivo a veskeré
documents (such as case CRF) and any dokumenty tykajici se klinického hodnoceni
materials and equipment listed in Annex B, (v€etné, mimo jiné CRF) a také vsechny
together with conditions of use. Neither materidly a vybaveni uvedené v pfiloze B,
Institution nor Principal Investigator shall to spolu s podminkami jejich  poufZiti.
make any use of Study Product and Clinical Zdravotnické zatizeni ani hlavni zkousejici
Trial related documents, materials and nesmi studijni |é¢ivo ani dokumenty,
equipment , other than for the performance materidly a vybaveni tykajici se klinického
of Clinical Trial in strict accordance with the hodnoceni pouzivat k zadnému jinému
Protocol and this Agreement. ucelu nez k provadéni klinického hodnoceni,

a to v prisném souladu s ustanovenim
protokolu a této smlouvy.

1.9 While dispensing with the Study Product and | 1.9  Pfi distribuci studijniho |éciva a provadéni
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, 1ékarenské a
clinical practice guidelines and the klinické praxe a také pokyny Statniho Ustavu
instructions of the State Institute for Drug pro kontrolu IéCiv.

Control.
1.10 Janssen shall ensure delivery of Study | 1.10 Spole¢nost Janssen se zavazuje zajistit

Product and placebo to the Institution
pharmacy, where the authorized pharmacist
shall take over the delivery and check it (like
with other consignments, i.e. for potential
damage; compliance with any special
transportation requirements, confirmation
of receipt of the consignment), consequently
the Principal Investigator shall pick up the
Study Products against a requisition form
and assume full responsibility for them.
Janssen is required to announce in advance
when the consignment will be delivered to
the Institution pharmacy, by agreed mode.
Janssen shall arrange for disposal of the
Study Products at its own expense.

doddavky studijniho léciva a placeba do
Iékdrny zdravotnického zafizeni, kde zasilku
prevezme odpovédny lékarnik a provede jeji
kontrolu (ve stejném rozsahu jako kontrolu
jinych zasilek, tedy kontrolu zda zasilka neni
poskozena, zda byly dodrieny platné
zvlastni predpisy pro dopravu a potvrdi
prevzeti zasilky). Nasledné si studijni lécivo
vyzada hlavni zkousejici prostfednictvim
prislusné zadanky a pfevezme za néj plnou
odpovédnost. SpoleCnost  Janssen je
povinna vzajemné dohodnutym zplsobem v
pfedstihu oznamit, kdy bude zasilka
doru¢ena do lékarny zdravotnického
zafizeni. Spole€nost Janssen se zavazuje na
své vlastni naklady zajistit likvidaci
studijniho léciva.
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1.11 Additional Research: Institution and

Principal Investigator shall not, without the
prior written consent of CRO or Janssen,
conduct any research or facilitate third
parties to conduct any research not required
by the Protocol on (i) Trial Subjects during
the Clinical Trial (including any additional
research technique, procedure,
guestionnaire, 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
CRO or 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 and Principal Investigator and
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 and/or Principal
Investigator conducts Additional Research in
breach of this section, and such Additional
Research results in an Invention (as defined
in Section 8 below), Institution and Principal
Investigator (as applicable) hereby grant 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.

1.11 Dalsi vyzkum: Zdravotnické zatizeni a hlavni

zkousejici nesmi, bez predchoziho
pisemného souhlasu CRO nebo spole€nosti
Janssen, provadét zadny vyzkum, ktery neni
vyzadovan protokolem (ani nesmi tfetim
strandm umozZnit Zadny takovy vyzkum
provadét): (i) na subjektech hodnoceni
béhem klinického hodnoceni (to se tyka
jakychkoli vyzkumnych technik, postupd,
dotaznikl ¢i pozorovani); ani (ii) s vyuZitim
bilogickych vzorkd odebranych od subjekt(
hodnoceni béhem klinického hodnoceni; ani
(iii) pouzivat k vyzkumu uUdaje odvozené z
klinického hodnoceni. Vyzkum popsany v
predchozi vété bude v této smlouvé dale
oznacovan jako "dalsi vyzkum". V pfipadé,
ze CRO nebo spolec¢nost Janssen schvali
dalsi vyzkum, bude tento schvéleny 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 a hlavni
zkousejici se zavazuji provadét veskery dalsi
vyzkum v souladu s ustanovenim vsSech
platnych zdkon(, a to vcéetné poZadavkl
tykajicich se ziskani pfislusného souhlasu ze
strany etické komise a ziskani
informovaného souhlasu od subjektd
hodnoceni. Aniz by tim byly dotéeny ostatni
opravné prostredky, které ma spolecnost
Janssen na zakladé platnych zdkonl k
dispozici, pokud zdravotnické zafizeni
a/nebo hlavni zkousejici porusi ustanoveni o
zakazu dalSiho vyzkumu dle tohoto ¢lanku
smlouvy a takovy dalsi vyzkum povede k
objevu (ve smyslu ¢lanku 8 nize), udéluji
timto zdravotnické zafizeni a hlavni
zkousejici spole¢nosti Janssen nebo jejimu
zastupci neodvolatelna, celosvétova,
bezplatna a vyhradni licenéni prava (s
moznosti poskytovat dalsi licence tfetim
subjektiim) k jakémukoli vyuZiti, UGprave,
prodeji ¢i dovozu veskerych objevi, které
vzejdou 1z takového dalsiho vyzkumu.
Ustanoveni tohoto ¢lanku plati i po fadném
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¢i predCasném ukonceni platnosti této
smlouvy.
1.12 Delegation by Janssen to CRO. Janssen has | 1.12 Povéfeni CRO  spole€nosti  Janssen.

contracted with CRO, a clinical research
organization, to supervise, monitor and
manage the Clinical Trial in accordance with
applicable laws and with this 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 and
Principal Investigator acknowledge that CRO
is the VAT recipient of services under this
Agreement.

Spole¢nost Janssen uzavrela smlouvu s CRO,
smluvni  vyzkumnou organizaci, jejimz
pfedmétem je dohled, monitoring a fizeni
klinického hodnoceni v souladu s platnymi
zdkony a touto smlouvou. Spolecnost
Janssen povérila CRO, aby pro ni zajistovala
komunikaci se zdravotnickym zafizenim a
hlavnim zkousejicim ve vécech tykajicich se
tohoto klinického hodnoceni a této smlouvy.
Spolecnost Janssen se zavazuje zdravotnické
zafizeni a hlavniho zkousejiciho uvédomit
pokud dojde ke zméné situace. Aniz by tim
byla dotéena jakakoli prdva spole¢nosti
Janssen na zdkladé této smlouvy, berou
zdravotnické zafizeni a hlavni zkousejici na
védomi, Zze CRO je 1z hlediska DPH
povazovana za pfijemce sluzeb na zdakladé
této smlouvy.

2. Term and Termination 2. Doba platnosti smlouvy a jeji ukonceni
2.1 The Agreement becomes valid on the date of | 2.1  Tato smlouva nabyva platnosti k datu, kdy ji
signature by the last Party and shall enter podepise posledni smluvni strana a
into effect on the Effective Date. The ucinnosti k datu ucinnosti. Tato smlouva je
Agreement shall remain in force and effect plné platnd a Gcinnd az do ukonceni
until the Clinical Trial has been completed as klinického hodnoceni, coz musi byt
acknowledged in writing by CRO. The Parties potvrzeno pisemné ze strany CRO. Smluvni
estimate that the Clinical Trial will end on (i) strany odhaduji, Ze klinické hodnoceni
30 September 2024 or (ii) six (6) months skondi (i) 30. zafi 2024 nebo (ii) Sest (6)
following final database lock, unless sooner mésicl po konec¢ném uzamceni databaze,
terminated in accordance with the terms pokud nebude tato smlouva ukoncena
hereof. Duration of this Agreement may be prfedéasné, na zakladé v ni uvedenych
extended by written accord of the Parties. ustanoveni. Tato smlouva miZe byt
prodlouzena na zakladé pisemné dohody
smluvnich stran.
It is planned to include at least xx of Subjects Do klinického hodnoceni by dle planu mély
in the Clinical Trial. byt zafazeny nejméné xx subjekty
hodnoceni.
2.2 This Agreement may be terminated by either | 2.2 Tato smlouva muze byt kteroukoli smluvni

party at any time in the exercise of its sole
discretion upon fifteen (15) calendar days’

stranou kdykoli a na zakladé jejiho vlastniho
rozhodnuti vypovézena, a to s patnactidenni

232298 CNTO1959CRD3001 CZE C1002 InstPl CSA Zadorova Bilingual 20181213 1,0
Page 8 of 48




Protocol CNTO1959CRD3001

prior written notice to the other party.

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

(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. Upon receipt of notice of
termination, Institution and  Principal
Investigator agree 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 a result of a material breach by
Institution 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 or
Principal Investigator being refunded to CRO.

(15) vypovédni Ihdtou. Vypovéd musi byt

pisemné zaslana ostatnim  smluvnim

stranam. Smlouvu lze vypovédét, mimo jiné,

z nasledujicich davod:

(i) poruseni ustanoveni smlouvy, véetné
poruseni  ustanoveni  protokolu,
platnych zdkonU a predpis(;

(ii)  zjiSténi bezpecnostnich informaci, po
jejichz vyhodnoceni je
nejbezpecnéjSim fesenim vypovézeni
smlouvy; nebo

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

Bez ohledu na shora uvedené mohou CRO
nebo spolec¢nost Janssen, na zdkladé svého
vlastniho uvazeni, kdykoli ukoncit provadéni
klinického hodnoceni s okamzitou platnosti,
pokud je to nezbytné z divodu bezpecnosti
subjektd hodnoceni nebo pokud zjisténd
data naznacuji, Ze studijni |éfivo neni
ucinné. Po  obdrieni vypovédi se
zdravotnické zafizeni a hlavni zkousejici
zavazuji neprodlené ukoncit provadéni
klinického hodnoceni, tak jak je to z
Iékarského hlediska co nejrychleji mozné, u
vSech pacientli, ktefi se klinického
hodnoceni Ucastni (dale jen "subjekty
hodnoceni").

V pfipadé ukonceni platnosti této smlouvy z
jiného dlvodu neZ zavainého poruseni
ustanoveni smlouvy zdravotnickym
zafizenim nebo hlavnim zkousejicim, bude
odména splatna CRO na zakladé této
smlouvy vyplacena v pomérné vysi, za
skutecné poskytnuté sluzby k datu ukonceni
platnosti této smlouvy a soucasné se
zdravotnické zafizeni a hlavni zkousejici
zavazuji  vratit CRO vSechny dfive
poskytnuté a neutracené zalohy

2.3

Upon the earlier of the termination of the
Clinical Trial and termination of this
Agreement, (a) Principal Investigator shall

2.3

V pripadé predcasného ukonceni klinického
hodnoceni a vypovédi této smlouvy: (a) je
hlavni zkousejici povinen neprodlené predat
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immediately deliver to CRO and Janssen all
data generated as a result 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) Principal
Investigator shall return to CRO or Janssen
or their respective affiliates or destroy upon
instructions of the CRO or its affiliates, all
unused Study Product, and (c) Principal
Investigator 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, Principal
Investor shall return them wupon the
instructions of CRO or its affiliates. This
provision does not apply to those documents
that should be maintained and retained by
the Institution and 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.

CRO a spolecnosti Janssen vsechna data

ziskand v souvislosti s klinickym
hodnocenim, veskeré odebrané klinické
vzorky, veSkeré dokumenty a data

poskytnuta CRO, spolecnosti Janssen a
jejich oprdvnénymi zastupci a sesterskymi
spole¢nostmi a veskeré dlvérné informace
spolecnosti Janssen ve smyslu definovaném
v ¢lanku 7.2 nize; a (b) je hlavni zkousejici
povinen vratit CRO, spole¢nosti Janssen a
jejich opravnénym sesterskym
spoleC¢nostem veskeré nevyuzité studijni
léCivo nebo toto studijni Iécivo zlikvidovat
podle pokynd CRO ¢&i jejich sesterskych
spole¢nosti; (c) hlavni zkousejici je povinen
nakladat s veskerymi materidly a vybavenim
poskytnutym firmou Janssen, CRO, jejich
opravnénymi  zastupci ¢ sesterskymi
spole¢nostmi v souladu s ustanovenim
pfilohy B a pokud ustanoveni pfilohy B
vyzaduji vraceni téchto materiadld a/nebo
vybaveni, je hlavni zkouSejici povinen je
vratit na zakladé pokynt CRO nebo jejich
sesterskych spolecnosti. Toto ustanoveni se
nevztahuje na dokumenty, které
zdravotnické zafizeni a hlavni zkousejici
musi mit k dispozici a uloZzeny v misté
provadeéni klinického hodnoceni, v souladu s
ustanovenim protokolu a na zakladé
pozadavk( platnych zdkon(i a predpisu.
Likvidace dokument( uvedenych v posledni
vété vyzaduje predchozi souhlas spolecnosti
Janssen.

3. Ethics Committee (EC) — Informed Consent — | 3. Eticka komise (EC) - Informovany souhlas -
Authorizations Povoleni
3.1 In accordance with the laws and regulations | 3.1  V souladu s ustanovenim platnych zdkonu a

applicable at the Study Site, CRO and/or
Janssen 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
connection with the Clinical Trial, from the
appropriate EC prior to commencement of

predpis(, které se vztahuji na zdravotnické
zafizeni, jsou CRO a /nebo spole¢nost
Janssen povinni nechat si schvalit protokol,
jeho dodatky, formuldf informovaného
souhlasu, postupy tykajici se ndboru
pacientld do klinického hodnoceni (napf.
oznameni, pripadné finanéni odmény,
apod.) a ostatni dokumentaci souvisejici s
klinickym hodnocenim opravnénou etickou
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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
CRO is notified and gives its written
approval.

The Protocol and any of its addenda, the
informed consent form and any advertising
shall not be revised without the prior written
agreement of CRO and the EC.

komisi, a to jesté pred zapocetim klinického
hodnoceni. V pfipadé, Ze si etickda komise
vyzada provedeni zmén v protokoluy,
informovaném souhlasu nebo v postupu
naboru subjektl do klinického hodnoceni,
nebudou tyto zmeény provedeny bez
pfedchoziho pisemného souhlasu CRO,
kterou je také nutné o takové skutecnosti
informovat.

Protokol a jeho dodatky, formular
informovaného souhlasu a jakakoli reklama
nesmi byt upravovany ¢i ménény bez
predchoziho pisemného souhlasu CRO a
etické komise.

3.2 Principal Investigator shall also be | 3.2 Hlavni zkousejici nese dale odpovédnost za
responsible for adequately informing the poskytovani dostatecnych informaci
Trial Subject and for obtaining an informed subjektiim hodnoceni a za zajisténi podpisu
consent form signed by or on behalf of each informovaného souhlasu kazdym
Trial Subject, which informed consent form jednotlivym subjektem hodnoceni nebo
shall be approved by CRO and the EC, prior jeho opravnénym zastupcem. Formular
to the Trial Subject’s participation. The informovaného souhlasu musi byt pred
informed consent form shall include the zafazenim subjektu hodnoceni do klinického
right for CRO, Janssen and its designees and hodnoceni pfedem schvdlen CRO a etickou
applicable government authorities to review komisi. Ve formuldfi informovaného
raw Clinical Trial data, including original souhlasu musi byt uvedeno pravo CRO,
subject records, in all monitoring and spoleCnosti Janssen, jejich zastupcd a
auditing activities required to ensure quality opravnénych statnich arad(, nahlizet do dat
assurance and compliance with the Protocol z klinického hodnoceni, véetné plvodnich
as well as all legal and regulatory zaznamu pacientl béhem vsech
requirements. The informed consent form monitorovacich ¢innosti a auditl
shall also include the right for Janssen and its provadénych za Ucelem zajisténi kvality a
affiliates to conduct additional reviews of the zajisténi dodrzovani ustanoveni protokolu a
data to study the safety and efficacy of the také vsech platnych zakon( a predpist.
Study Product and other products and Informovany souhlas musi také spolecnosti
treatments, to develop a  better Janssen a jejim sesterskym spolecnostem
understanding of disease or to improve the poskytovat pravo provadét dalsi dodatecné
efficiency of future clinical studies. kontroly dat za ucelem prozkoumani

bezpecnosti a ucinnosti studijniho léCiva a
ostatnich pripravk( a Iécebnych postupl a
také za ucelem lepSiho pochopeni
onemocnéni ¢ zkvalitnéni  budoucich
klinickych hodnoceni.

3.3. Janssen shall be responsible for the | 3.3. Spolecnost Janssen je odpovédna za splnéni

fulfillment of all other authorization

vSech formalit a povoleni tykajicich se
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formalities related to the conduct of the
Clinical Trial (such as submitting a clinical
trial application) and related to the
manufacturing, supply or importation of the
Study Product, and if required, for obtaining
the written authorization from the
competent health authorities prior to
commencement of the Clinical Trial.

provadéni tohoto klinického hodnoceni
(v€etné napriklad podani Zadosti o povoleni
klinického hodnoceni) a vyroby, dodavek a
dovozu studijniho |éciva, a dale za zajisténi
obdrzeni pisemného povoleni od
opravnénych orgadnl statniho dozoru ve
zdravotnictvi, a to pred zahdjenim
klinického hodnoceni.

4, Reporting of Data and Adverse Events 4, Oznamovani___vysledki _a  ohlasovani
nezadoucich reakci
4.1 Principal Investigator agrees to provide CRO | 4.1 Hlavni zkousejici se zavazuje pravidelné a
and Janssen periodically and in a timely vCas preddvat CRO a spolecnosti Janssen
manner with all Clinical Trial results and veskeré vysledky klinického hodnoceni a
other data called for in the Protocol on ostatni data uvedend v protokolu, a to na
properly completed (written or electronic) radné vyplnénych zaznamech subjektu
case report forms. hodnoceni  (CRF), v pisemném (i
elektronickém formatu.
4.2  Electronic Data Capture ("EDC"): Institution | 4.2  Elektronické pofizovani dat ("EDC"):

shall support and Principal Investigator will
submit Clinical Trial data using the electronic
system provided by Janssen. Institution and

Principal Investigator  shall prevent
unauthorized access to the data by
maintaining physical security of the

computers and ensuring that investigational
staff maintains the confidentiality of their
passwords. Institution shall support and
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.

Zdravotnického zafizeni podpofi hlavniho
zkousejiciho v pfedavani dat z klinického
hodnoceni prostrfednictvim elektronického
systému, ktery  poskytne  spolecnost
Janssen. Zdravotnické zafizeni a hlavni
zkousejici jsou povinni zabranit
neopravnénému  pristupu  k  udajim
fyzickym  zabezpecenim  pocitacd a
zajisténim toho, aby c¢lenové studijniho
tymu podilejici se na provadéni klinického
hodnoceni nesdélovali své pristupové udaje
tfetim subjektim.  Zdravotnické zafizeni
podpofi hlavniho zkousejiciho v dodrzovani
pokynt CRO tykajici se zadavani dat do
systému. S tim souvisi také to, Ze clenové
studijniho tymu podilejici se na provadéni
klinického hodnoceni musi byt seznameni
se skutecnosti, Ze elektronicky podpis je
pravné zavaznou formou rukou psaného
podpisu a Ze timto podpisem potvrzu;ji
spravnost a Uplnost zadavanych dat.

Zdravotnického zafizeni podpofi hlavniho
zkousejiciho a hlavni zkousejici se zavazuje
shromaZdovat vesSkera data z klinického
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Institution shall support and Principal
Investigator 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 Institution shall support and
Investigator 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 Institution don’t support and
Principal Investigator do not enter Data into
the eCRF or respond to queries in the
timeframe set forth for each above, Janssen
may,possibilityat invitation of Janssen 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.

hodnoceni v plvodni zdrojové formé
(elektronické nebo fyzické - papirové), a to
pred jejich prepsdanim do elektronickych
zaznamQ pacientd (“eCRF”). Formulare
eCRF musi byt vyplnény do péti (5)
pracovnich dnl po provedeni vysetfeni
pfedepsanych na dané navstévé, respektive
do péti (5) pracovnich dnl poté co budou k
dispozici vysledky jednotlivych vysetfeni,
pokud neni v protokolu stanoveno jinak.
Zdravotnického zafizeni podpofi hlavniho
zkousejiciho a hlavni zkousejici se zavazuje
fadné odpovidat na obdrzené dotazy, a to
do péti (5) pracovnich dnl od jejich
obdrzeni, pokud neni v protokolu stanoveno
jinak.

V  pfipadé, Ze Zdravotnické zafizeni
nepodpofi hlavniho zkousejiciho a/nebo
hlavni zkousejici nezada data do formulari
eCRF nebo neodpovi na dotazy ve shora
uvedené |h(té, pfipadné na vyzvu
spole¢nosti  Janssen, mulZe spolecnost
Janssen, na zakladé svého vlastniho uvazeni,
okamZzité uplatnit ndpravna opatieni. Mezi
tato ndpravnd opatieni, mimo jiné, patfi
docasné pozastaveni skriningu/naboru,
provedeni dalSich monitorovacich navstév,
moznost provedeni auditu v centru, kde
klinické hodnoceni probihd a moznost
ukoncit Ucast zdravotnického zafizeni na
klinickém hodnoceni.

4.3

Institution shall support and Principal
Investigator also agree to report to
Jannsen/CRO 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. Institution shall support and Principal
Investigator further agree to follow up such
report with detailed, written reports in
compliance with all applicable legal and

4.3 Zdravotnického zafizeni podpofi

hlavniho
zkousejici a hlavni zkouSejici se zavazuje
nahlasit spole€nosti Janssen/CRO do dvaceti
Ctyf (24) hodin poté, co se o takové
skutecnosti dozvi, veskeré nezadouci reakce
a dalsi medicinské udalosti uvedené v
protokolu, které postihly kterykoliv subjekt
hodnoceni Ucastnici se klinického
hodnoceni. Zdravotnického zafizeni podpofi
hlavniho zkousejiciho a hlavni zkousejici se
zavazuje k takovému oznameni poskytnout
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regulatory requirements.

podrobné, pisemné zprdvy, v souladu se
vsemi platnymi zdkony a predpisy.

4.4 Timely, accurate and complete data| 4.4 Aby bylo moziné zajistit v€asnou vyplatu
submission and query responses are odmény v souladu s ustanovenim pfilohy B -
necessary to ensure payment in accordance Platebni kalendar této smlouvy, je nezbytné
with the Payment Schedule, Annex B of this nutné vcas odevzdavat fadné a presné
Agreement. vyplnénd data a vcas 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, Po celou dobu platnosti této smlouvy i po
Institution and Principal Investigator agree to jejim uplynuti, se zdravotnické zafizeni a
permit representatives of CRO/Janssen hlavni  zkousejici zavazuji umoznit
and/or the competent health authorities zastupcim CRO/spolecnosti Janssen a/nebo
(including, if applicable, the US FDA) to opravnénym zdravotnickym uradiim
examine at any reasonable time during (véetné, uradu FDA Spojenych statd
normal business hours Americkych) provadét béhem Fadné
(i) the facilities where the Clinical Trial is pracovni doby kontrolu

being conducted; (i) prostor, kde je/bylo klinické
(ii) raw Clinical Trial data including hodnoceni provadéno;
original Trial Subject records, if (ii) nezpracovanych dat =z klinického
allowed under the terms of the hodnoceni, véetné originald zaznama
informed consent form and the subjektl hodnoceni, pokud je to na
applicable laws; and zakladé ustanoveni platnych zakon( a
(iii) any other relevant information informovaného souhlasu povoleno; a
necessary to confirm that the Clinical (iii)  veskerych dalsich relevantnich
Trial is  being  conducted in informaci nezbytnych k potvrzeni, ze
conformance with the Protocol and in klinické hodnoceni probiha v souladu
compliance with applicable legal and s protokolem a v souladu s platnymi
regulatory requirements, including zakony a regulatornimi poZadavky,
privacy and security laws and véetné zakonl a predpisl na ochranu
regulations. soukromi a bezpecnosti.

5.2 Principal Investigator or its authorized | 5.2  Hlavni zkousejici se zavazuje, Ze on nebo jim
representative undertakes that shall store povéfeny clen tymu bude uchovévat,
and print, sign and date all original sources vytisknout, podepisovat a uvadét datum na
of Data (i.e. medical documentation) in veskeré plvodni zdrojové dokumentaci, ze
accordance with applicable legislation. které data vychazi (tedy zdravotnické

dokumentaci), a to v souladu s ustanovenim
platnych zakon(.

5.3 Inspections 5.3 Kontroly

Institution and Principal Investigator shall

Zdravotnické zafizeni a hlavni zkousejici se
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immediately notify CRO if a competent
health authority schedules or, without
scheduling, begins an inspection pertaining
to the Clinical Trial and shall promptly, upon
issuance, provide CRO a copy of any health
authority’s correspondence resulting from
any such inspection. If any governmental
authority takes, or gives notice of its intent
to take, any regulatory action alleging
improper or inadequate research practices
(including but not limited to the issuance of
a “Notice of Inspectional Observations” or a
“Warning Letter”) not specifically pertaining
to the Clinical Trial but which may adversely
impact the activities under this Agreement,
the Institution and/or Principal Investigator
shall promptly notify CRO of such contact or
notice and provide CRO with all documents
and correspondence related thereto, with
any third party confidential information
redacted.

zavazuji neprodlené informovat CRO, pokud
opravnény organ statniho dozoru ve
zdravotnictvi ozndmi provedeni planované
kontroly klinického hodnoceni podle této
smlouvy nebo takovou kontrolu zahaji bez
pfedchoziho ozndmeni. Soucasné se
zdravotnické zafrizeni a hlavni zkousejici
zavazuji poskytnout CRO neprodlené kopie
veskeré komunikace s oprdvnénymi organy
statniho dozoru ve zdravotnictvi, ktera se
takové kontroly tyka.

Pokud jakykoli statni urad uplatni (nebo
vyda upozornéni o svém zaméru uplatnit)
jakykoli opravny prostfedek v souvislosti s
Udajnymi nevhodnymi nebo nespravnymi
postupy pfi provadéni védeckého vyzkumu
(véetné, mimo jiné, vydani "Upozornéni na
pochybeni zjisténd pri kontrole - Notice of
Inspectional Observations” nebo “Dopis s
varovanim - Warning Letter”), které se sice
konkrétné netykaji tohoto Klinického
hodnoceni, ale mohou negativné ovlivnit
¢innosti provadéné na zakladé této
Smlouvy, jsou Zdravotnické zafizeni a/nebo
hlavni  zkousejici o vSech takovych
kontaktech ¢i upozornénich neprodlené
informovat CRO a poskytnout CRO veskeré
dokumenty a korespondenci, které se
tohoto pripadu tykaji, ve kterych musi byt
navic anonymizovany davérné informace
tretich stran.

5.4

Institution and Principal Investigator agree to
take any reasonable actions requested by
CRO to cure deficiencies noted during an
audit or inspection. In addition, CRO and
Janssen or its designees shall have the right
to review and comment on any
correspondence to a competent health
authority generated as a result 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 a representative
present during any inspection. Institution
shall give due consideration to reasonably

5.4

Zdravotnické zafizeni a hlavni zkousejici se
zavazuji  pfijmout veskerd pfimérena
opatfeni poZadovand CRO za ucelem
odstranéni nedostatkd zjisténych béhem
kontroly nebo auditu. Navic maji CRO,
spole¢nost Janssen a jimi uréeni zdstupci
pravo spolupracovat na pripravé veskeré
korespondence zdravotnického zafizeni s
organy statniho dozoru ve zdravotnictvi,
kterd se tykd nebo souvisi s kontrolou
provadénou pfislusnych orgdnem statniho
dozoru, a to jesSté predtim neZ zdravotnické
zafizeni nebo hlavni zkousejici takovou
korespondenci odesSlou a pokud to neni
zakdzano platnymi zakony, predpisy nebo
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requested changes or  modifications
requested by CRO to ensure the accuracy of
the information contained in the
correspondence.

doty¢nym organem stdtniho dozoru ve
zdravotnictvi, maji CRO, spolecnost Janssen
a jimi urceni zastupci téZ pravo mit pfi
provadéni jakékoli kontroly pfitomného
svého zdastupce. Zdravotnické zafizeni se
zavazuje vénovat patficnou pozornost
primérenym pozadavkim CRO na navrhy
zmén a Uprav tak, aby byla zajiSténa

spravnost informaci uvedenych v
korespondenci.

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 ¢i pred¢asném
Agreement. ukonceni platnosti této smlouvy.

6. Compliance with Applicable Laws 6. DodrZovani platnych zakont

6.1 The Parties agree to conduct the Clinical Trial | 6.1  Smluvni strany se zavazuji po celou dobu
and maintain records and data related to platnosti této smlouvy (i po ukonceni jeji
the Study during and after the term of this platnosti), provadét klinické hodnoceni a
Agreement in compliance with all applicable vést dokumentaci klinického hodnoceni a
legal and regulatory requirements, as well as data tykajici se klinického hodnoceni v
with generally accepted conventions such as souladu s ustanovenim vSech platnych
the Declaration of Helsinki and ICH-GCP zakon( a predpisl a téZz v souladu s obecné
guidelines. uzndvanymi  konvencemi, jako  jsou

napfiklad Helsinskd 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 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
value, 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 a manner that would violate
Anti-Corruption Laws.

zadné skutky, které by odporovaly mistnim
¢i jinym protikorupénim zdkonim (dale jen
"protikorupcni zakony"), které se mohou na
jednu nebo vice smluvnich stran této
smlouvy vztahovat. Aniz by tim byla dotfena
platnost shora uvedenych ustanoveni nesmi
zadna ze smluvnich stran provést zadnou
platbu ani nabidnout ¢i  poskytnout
zadnému statnimu uUrednikovi, zameéstnanci
statnich urad(, predstaviteli politické
strany, kandidatovi na politickou funkci ci
zadné treti strané jakoukoli hodnotnou véc,
pokud je to v rozporu s protikorupénimi
zakony.

6.3 Privacy and Data Security

6.3. Soukromi a zabezpeceni dat
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6.3.1 Each party agrees that its collection, | 6.3.1 VSechny smluvni strany berou na védomi a
processing and disclosure of any data souhlasi s tim, Ze veSkeré shromazdovani,
relating to an identified or identifiable zpracovani a sdélovani informaci tykajicich
individual  (“Personal Information”) in se identifikované nebo identifikovatelné
connection with this Agreement is and will osoby (ddle jen "Osobni Gdaje") v souvislosti
be in compliance with applicable data s touto Smlouvou, je a musi byt provadéno v
protection laws, including, where applicable, souladu s platnymi zakony na ochranu
the EU General Data Protection Regulation osobnich  Udaji, vcéetné, mimo jiné,
(the “GDPR”), and that it has obtained all Obecného nafizeni EU na ochranu osobnich
rights and consents necessary to collect, udaja  (dale jen "GDPR") a soucasné
process and disclose the Personal potvrzuji, Ze ziskaly veskerd prdva a souhlasy
Information. When collecting and processing nezbytné ke shromazdovani, zpracovani a
Personal Information, the parties agree to sdélovani téchto Osobnich u4daja. Pfi
take appropriate measures to safeguard the shromazdovani a zpracovani Osobnich
Personal Information, to maintain the udajli, se smluvni strany zavazuji pfijmout
confidentiality of Trial Subject related health vhodnd opatifeni pro zabezpeceni téchto
and medical information, to properly inform Udaja a zachovani ddvérnosti informaci o
the concerned data subjects about the zdravotnim stavu Subjektd hodnoceni.
collection and processing of their Personal Smluvni strany se soucasné zavazuji fadné
Information, to grant data subjects informovat Subjekty o tom, ze jejich Osobni
reasonable access to their Personal Udaje jsou shromazdovany a zpracovavany a
Information, to address other data subject umoznit jim pfistup ke svym Osobnim
rights as per applicable law, and to prevent udajim a vyuZivani ostatnich prav, ktera jim
access by unauthorized persons. v souvislosti s jejich Osobnimi udaji nalezi.

Soucasné se zavazuji pfijmout opatieni pro
zabranéni pfistupu neopravnénych osob k
témto informacim.

6.3.2 Institution and Principal Investigator will | 6.3.2 Zdravotnické zafizeni a hlavni zkousejici
implement appropriate technical and pfijmou takovad technickd a organizacni
organizational measures to ensure a level of opatreni k zajisténi bezpecnosti Osobnich
security for Personal Information processed udajli zpracovavanych v souvislosti s touto
in connection with the Agreement that is Smlouvou, ktera odpovidaji mite rizika jejich
appropriate to the risk. Zneuziti.

6.3.3 Institution and Principal Investigator | 6.3.3 Zdravotnické zafizeni a hlavni zkousejici
represents, warrants and covenants that prohlasuji, ruci za to a zavazuji se, Ze Osobni
Personal Information related to Trial Udaje tykajici se Subjektd hodnoceni budou

Subjects, when supplied to Janssen and/or
CRO, will be pseudonymized to replace any
information that directly identifies a Trial
Subject with a subject identification code.
Principal Investigator will not provide
Janssen or CRO with the key or code that
enables Trial Subjects to be re-identified.
Institution and Principal Investigator will
notify Janssen and/or CRO immediately if

pfed poskytnutim spolecnosti Janssen
a/nebo CRO pseudoanonymizovany tak, ze
veskeré informace, podle kterych je mozné
dotycny Subjekt hodnoceni pfimo
identifikovat budou nahrazeny ciselnym
kédem. Hlavni zkousejici nesmi spole¢nosti
Janssen ani CRO poskytnout kli¢ ani kéd
podle kterého by bylo moiné Subjekty
hodnoceni zpétné identifikovat.
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Institution and/or Principal Investigator
discovers that any Data (defined in Section
7.1) concerning Trial Subjects provided to
Janssen and/or CRO does not satisfy this
requirement. Principal Investigator will
cooperate with all Janssen and/or CRO
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 Janssen and/or
CRO as promptly as possible at no extra
expense to Janssen and/or CRO.

Zdravotnické zafizeni a hlavni zkousejici se
zavazuji neprodlené informovat spole¢nost
Janssen a/nebo CRO, pokud zjisti, Ze jakékoli
Udaje (definované v ¢&lanku 7.1) tykajici se
Subjektd hodnoceni, které byly spolecnosti
Janssen a/nebo CRO poskytnuty, tento
pozadavek nespliuji. Hlavni zkouSejici se
zavazuje poskytnout firmé Janssen a/nebo
CRO na jejich vyzadani soucinnost pfi
veskerych Cinnostech vedoucich ke zmirnéni
Skod vyplyvajicich ze sdéleni takovych
Udajd. V takovém pfipadé jsou Zdravotnické
zafizeni a hlavni zkouSejici  povinni
spoleénosti Janssen a/nebo CRO neprodlené
a bezplatné dodat opravené Udaje.

6.3.4 In case of a breach of security leading to the | 6.3.4 V pfipadé poruseni bezpecnosti Udaju, které
accidental or unlawful destruction, loss, povede k nahodnému nebo nezdkonnému
alteration, unauthorized disclosure of, or zniceni, ztraté, poskozeni, neopravnénému
access to, Personal Information data sdéleni ¢ pfistupu k  prevadénym,
transmitted, stored or otherwise processed uchovavanym ¢i  jinak  zpracovdvanym
(“Privacy Incident”), Institution and/or Osobnim Gddajim (dale jen "Naruseni
Principal Investigator will immediately after soukromi"), jsou Zdravotnické zafizeni
becoming aware of a Privacy Incident notify a/nebo hlavni zkousejici povinni o takovém
Janssen and/or CRO. Such notification shall NarusSeni soukromi informovat spolecnost
specify the nature of the Privacy Incident, Janssen a/nebo CRO, a to okamzité, jakmile
the categories and approximate number of se o tomto NaruSeni soukromi dozvi. V
data subjects and Personal Information tomto upozornéni musi byt uveden
records impacted by such Privacy Incident. charakter Naruseni soukromi, kategorie a
Institution and Principal Investigator agree to pfiblizny pocet subjektd udajli a Osobnich
fully cooperate with Janssen and/or CRO, informaci, které jsou timto Narusenim
investigate and resolve any such Privacy soukromi dotceny. Zdravotnické zafizeni a
Incident and provide Janssen and/or CRO hlavni zkousejici se zavazuji poskytnout
any information necessary to provide spoleénosti Janssen a/nebo CRO plnou
notifications. souCinnost pfi proSetfovani a feSeni

veskerych Naruseni soukromy a poskytovat
spole¢nosti Janssen a/nebo CRO veskeré
informace, které jsou nutné k informovani
dotcenych osob.

6.3.5 Institution and Principal Investigator agree to | 6.3.5 Zdravotnické zafizeni a hlavni zkousejici se

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.

zavazuji poskytnout plnou soucinnost pfi
posuzovani dopadl ochrany osobnich udajl
a/nebo pfi predbéznych konzultacich, které
mohou byt vyZadovdny v souvislosti se
zpracovanim Osobnich Gdaji na zakladé
této Smlouvy.
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6.3.6 Institution and Principal Investigator shall | 6.3.6 Zdravotnické zafizeni a hlavni zkousejici
not engage any third party, including any nesmi, bez predchoziho pisemného
affiliate or subcontractor, as data processor souhlasu firmy Janssen, povéfit zddnou treti
(as defined under applicable data protection stranu, véetné svych sesterskych spole¢nosti
law) for the performance of their respective ¢i  subdodavatell, vykonem  funkce
activities under this Agreement, without zpracovatele osobnich Udajd (ve smyslu
Janssen’s prior written approval. In the event definovaném pfislusnymi zdkony o ochrané
Janssen consents to such third party data osobnich Udajl) pro ucely plnéni svych
processor, Institution  and Principal konkrétnich povinnosti stanovenych touto
Investigator (i) shall be responsible for Smlouvou. V pfipadé, Ze spole¢nost Janssen
ensuring that any permitted third-party data odsouhlasi, Ze se takova treti strana muze
processor complies with this Agreement, the stat zpracovatelem osobnich (dajd, jsou
applicable data protection law and Zdravotnické zafizeni a hlavni zkousejici: (i)
regulations, and (ii) shall be fully liable to stdle odpovédni za zajisténi toho, aby tento
Janssen for all actions of such third-party zpracovatel Udaji dodrZoval ustanoveni této
data processors. Smlouvy, platnych zdkonl a predpisi na

ochranu osobnich udaji a; (ii) stale pIné
odpovédni spolecnosti Janssen za veskeré
¢innosti, provadéné timto zpracovatelem
udaja.

6.3.7 Personal Information related to Principal | 6.3.7. Osobni Udaje hlavniho zkousejicitho a Osob
Investigator and any investigational staff podilejicich se na provadéni Klinického
(e.g. name, hospital or clinic address and hodnoceni (vCetné jména, adresy
phone number, curriculum vitae) may be zdravotnického  zafizeni nebo  Kkliniky,
transferred to Johnson & Johnson’s affiliates telefonniho ¢isla a Zivotopisu) mohou byt
for purposes of drug monitoring, predavany sesterskym spole¢nostem firmy
implementation, documentation and control Johnson & Johnson, a to za Uucelem
of clinical trials, as well as for contacting monitoringu, pfipravy, dokumentovani a
them and their respective agencies around spravy klinickych hodnoceni a také jejich
the world in case of other future studies or pobockdam a zastoupenim po celém svété, za
investigations in which they may be ucelem pripadného kontaktovani hlavniho
involved. The parties also agree to use zkousejiciho ¢i osob podilejicich se na
Personal Information provided by the provadéni klinického hodnoceni v pripadé
Principal Investigator for managing internal budoucich klinickych hodnoceni ¢i vyzkumi
studies and ensuring that contact do kterych by se tito mohli zapojit. Smluvni
information is contained in a faithful and strany se ddle zavazuji pouZivat Osobni
complete way in other systems, in informace poskytnuté hlavnim zkousejicim
compliance with this Section. pro spravu internich klinickych hodnoceni a

zavazuji se zajistit, aby jejich kontaktni
informace byly v ostatnich systémech
uloZzeny ve spravné a Uplné podobé, v
souladu ustanovenim tohoto ¢lanku.

6.3.8 Janssen may transmit Personal Information | 6.3.8 Spolecnost Janssen muZe Osobni Udaje
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to other affiliates of the Johnson & Johnson
group of companies and their respective
agents such as CROs 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
appropriate privacy laws providing an
adequate level of privacy protection.

Notwithstanding the above, Janssen and its
affiliates of the Johnson & Johnson group of
companies and respective agents and CRO
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.

predavat ostatnim sesterskym
spole¢nostem ze skupiny Johnson &
Johnson a jejich zastupclm na celém svété,
jako jsou napfiklad Smluvni vyzkumné
organizace (CRO). Stejné tak mohou byt
Osobni udaje poskytnuty do zemi mimo
Evropské hospodarské spolecenstvi, jako
napriklad USA, u kterych Evropskda Unie
zjistila, Ze zde chybi pftislusné zakony
zajistujici dostateénou ochranu osobnich
Gdajd. Bez ohledu na shora uvedené se
spolec¢nost Janssen, jeji sesterské
spolecnosti ze skupiny firem Johnson &
Johnson a CRO zavazuji dodrzovat takova
opatreni na ochranu Osobnich udajd, ktera
jsou vyzadovana v zemich Evropského
hospodarského spolecenstvi. Osobni Udaje
mohou byt zvefejnény také na zakladé
pozadavk( jednotlivych organt statniho
dozoru ¢i platnych zakonl, naptiklad v
pfipadé zavaznych nezadoucich reakci.

6.3.9 Janssen has provided certain details | 6.3.9 Spole¢nost Janssen v Pfiloze | uvadi
regarding its Personal Information handling informace o zpUsobu nakladani s Osobnimi
practices, concerning Personal Information udaji, které se tykaji hlavniho zkousejiciho a
related to Principal Investigator and any Osob podilejicich se na provadéni Klinického
investigational staff, including data subject hodnoceni, vcetné prav subjektl adajh.
rights, in Annex K. Principal Investigator Hlavni zkousejici se zavazuje informovat
agrees to inform all investigational staff from Osoby podilejici se na provadéni klinického
who Personal Information is collected during hodnoceni, od kterych v pribéhu Klinického
the course of the Clinical Trial in scope of this hodnoceni shromazduje Osobni Udaje na
Agreement about Personal Information zadkladé ustanoveni této Smlouvy, o zpUsobu
handling practices as specified in Annex K. nakladani s jejich Osobnimi  udaji,

uvedenymi v Pfiloze I.
6.4 In the event that any part of this Agreement | 6.4 V pfipadé, Ze bude zjisténo, Ze nékterd z

is determined to violate applicable laws and
regulations the parties agree to negotiate in
good faith revisions to the provision or
provisions that are in violation. In the event
the parties are unable to agree to new or
modified terms as required to bring the
entire Agreement into compliance, either
party may terminate this Agreement on sixty
(60) calendar days’ prior written notice to
the other party.

Casti této smlouvy porusuje ustanoveni
platnych zdkonl a predpisl, zavazuji se
smluvni strany v dobré vife projednat
zménu prislusnych ustanoveni. V pfipadé,
Ze se smluvni strany nedokaZzou dohodnout
na novém ustanoveni nebo na zméné
stdvajicich ustanoveni tak, aby byla celd
smlouva uvedena do souladu s platnymi
zakony a predpisy, ma kterdkoli ze
smluvnich stran pravo tuto smlouvu
pisemné vypovédét, zaslanim vypovédi
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druhé smluvni strané s vypovédni |h(itou
Sedesati (60) dnu.

7. Ownership of Data — Confidentiality — | 7. Vlastnictvi dat - MI€enlivost — Registrace -
Registry — Publication Publikovani
7.1 Ownership of Data 7.1  Vlastnictvi dat

All 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 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
and/or Principal Investigator undertake 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 contained 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 and/or Principal Investigator may
not use the Data for any commercial
purposes including the filing of a patent

Veskeré zdznamy pacienta (CRF) a ostatni
data, véetné, mimo jiné, veskeré pisemné,
tisténé ¢i grafické materidly, videa i
zvukové zdznamy a veskeré informace
obsazené v jakékoli pocitacové databazi
nebo v jakémkoli formatu, ktery lIze predist s
pomoci pocitace, vytvorené ¢i ziskané
zdravotnickym zafizenim a/nebo hlavnim

zkousejicim ¢i ostatnimi osobami
podilejicimi se na provadéni klinického
hodnoceni béhem provddéni klinického
hodnoceni (ddle jen "data") jsou

vlastnictvim spolec¢nosti Janssen nebo jejiho
opravnéného zastupce. Vzhledem k tomu,
Ze  veSkera takovd data  pofizend
zdravotnickym zafizenim a/nebo hlavnim
zkousSejicim naplfuji definici databaze ve
smyslu  ustanoveni paragrafu 88 a
nasledujicich zdkona ¢. 121/2000 Sb. o
pravu autorském, o pravech souvisejicich s
pravem autorskym a o zméné nékterych
zakonu (dale jen "autorsky zdkon") zavazuji
se zdravotnické zafizeni a/nebo hlavni
zkousejici poskytnout spolecnosti Janssen
nebo jejimu opravnénému zastupci pravo
na vytéZzovani nebo na zuzitkovani celého
obsahu databaze nebo jeji kvalitativné nebo
kvantitativné podstatné c¢asti, v souladu s
ustanovenim paragrafu 90 odstavce (1)
autorského zdkona. Spolecnost Janssen
a/nebo jeji opravnény zastupce mohou data
pouzivat podle svého vlastniho uvaieni,
avSak vyluéné v souladu s ustanovenim
platnych zakonli a predpisG o ochrané
osobnich udajli, v souladu s ostatnimi
platnymi zadkony a v souladu s ustanovenim
této smlouvy. Veskera autorskda dila
vytvorena v souvislosti s provadénim tohoto
klinického hodnoceni, ktera jsou obsazena v
datech (s vyjimkou publikaci hlavniho
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application 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
collaboration with a for-profit entity. The
provisions of this paragraph shall survive the
termination or expiration of this Agreement.

zkousejiciho ve smyslu ustanoveni ¢lanku
7.4) jsou povazovana za "dilo vytvorené na
zakazku", a to v maximalni mife povolené

platnymi zdkony a jsou majetkem
spolecnosti Janssen nebo jejiho
opravnéného zastupce. Zdravotnické

zafizeni a/nebo hlavni zkousejici nesmi tato
data vyuzivat pro Zadné komercni ucely,
vCetné podavani zadosti o ziskani patentové
ochrany ani data pouZzivat jako dlikazy ke
stdvajicim nebo budoucim Zzadostem o
ziskani patentované ochrany, a to ani ve
svlj vlastni prospéch ani ve prospéch
jakéhokoli jiného subjektu. Stejné tak nesmi

zdravotnické  zafizeni a/nebo  hlavni
zkousejici vyuzivat data na podporu
vyzkumu provadéného pro nebo ve

spoluprdci s ostatnimi subjekty. Ustanoveni
tohoto odstavce plati i po ukonceni 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, the operations of Janssen or its
affiliates, such as patent applications,
formulas, manufacturing processes, basic
scientific data, prior clinical research data
and formulation information, supplied by
Janssen or CRO to the Institution or the
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 considers
the Confidential Information, 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

7.2

Obchodni tajemstvi / Miéenlivost

Veskeré informace, vcetné, mimo jiné,
informaci tykajicich se studijniho é¢iva,
protokolu, pfirucky pro zkousejiciho,
struktury klinického hodnoceni, provozl
spolecnosti Janssen nebo jejich sesterskych
spoleCnosti, a informace, jako jsou
napfiklad Zadosti o udéleni patentové
ochrany, vzorce, vyrobni postupy, zakladni
védeckd data, udaje z predchozich
klinickych hodnoceni a informace o sloZeni
[éCivych pripravkd, které spolecnost Janssen
nebo CRO poskytnou zdravotnickému
zafizeni, hlavnimu zkousejicimu ¢i ostatnim
osobam podilejicim se na provadéni
klinického hodnoceni a které dosud nebyly
zverejnény (dale jen "davérné informace
spolecnosti Janssen"), stejné jako data z
klinického hodnoceni, informace o poctu
subjektd hodnoceni, podrobné informace o
finanénim rozpoctu klinického hodnoceni,
informace o  pfipadnych  ndhradach
vyplacenych subjektiim hodnoceni,
informace o pojisténi a vlastni pojistna
smlouva jsou rovnéz povaZovany za
divérné informace a jsou vyluénym
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insurance certificate to be its trade secret
(jointly as the “Trade Secret”) 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 and the Principal Investigator
shall use their 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 a reasonable
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

vlastnictvim spole¢nosti Janssen. Spole¢nost
Janssen povazuje davérné informace, data,
informace o poctu subjektd hodnoceni,
podrobny rozpocet klinického hodnoceni,
nahrady vyplacené subjektiim hodnoceni,
informace o pojisténi a potvrzeni o uzavieni
pojistky za své obchodni tajemstvi (ddle jen
"obchodni tajemstvi") ve smyslu ¢lanku 504
zakona €. 89/2012 Sb., Obchodni zakonik, ve
znéni pozdéjsich predpist (dale jen
"obchodni zakonik"). Po celou dobu
platnosti této smlouvy a také po jejim
ukonceni se zdravotnické zafizeni a hlavni
zkousejici zavazuji vyvinout maximalni Usili
za UcCelem zachovani mléenlivosti o nize
uvedenych informacich a vyuZivat tyto
informace vyhradné pro ucely stanovené
touto smlouvou:

(i) obchodni  tajemstvi  spolecnosti
Janssen;

(i)  davérné informace;

(iii)  informace, které by béiny clovék
povaZoval za davérné a informace,
které jsou vlastnictvim spolecnosti
Janssen a jejich sesterskych
spole¢nosti a které jsou spolecnosti
Janssen nebo jejim  jménem
zdravotnickému  zafizeni  a/nebo
hlavnimu zkousejicimu sdéleny; a

(iv) data.

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

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

b) jejichz pouziti nebo sdéleni bylo
pisemné schvdleno  spole¢nosti
Janssen; nebo

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

Zdravotnické zafizeni se zavazuje
nesdélovat informace, které jsou
obchodnim tajemstvim spolec¢nosti Janssen,
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No. 106/1999 Coll., on free access to
information, as amended.

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

Zadatelm o sdéleni informaci ve smyslu
zakona €. 106/1999 Sb. o volném pfistupu k
informacim, ve znéni pozdéjsich predpisu.

Ustanoveni tohoto odstavce plati i po
ukonceni nebo vyprseni platnosti této
smlouvy.

7.3.
The

Register of Contracts in the Czech Republic
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 CRO
shall delete all trade secrets and other
information which are to be deleted from
the Agreement prior its publication. CRO
shall submit the revised version of the
Agreement to the Institution by e-mail at
klinickehodnoceni@fnkv.cz no later than as
of the effective date of this Agreement.

The Institution is obliged to publish the
Agreement within 10 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
zvefejnéni této smlouvy v upravené verzi po
odstranéni  obchodnich  tajemstvi a
ostatnich informaci, které z ni pred
zvefejnénim musi byt odstranény (zejména
osobni  Udaje) v  registru  smluy,
spravovaném organem vefejné sprdvy, a to
v souladu s ustanovenim clanku 5(1) zakona
¢. 340/2015 Sb. o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiovani
téchto smluv a o registru smluv (dale jen
"zdkon o registru smluv"). Odstranéni
obchodnich tajemstvi a ostatnich informaci,
které ze smlouvy musi byt pfed jejim
zvefejnénim odstranény provede CRO.
Takto upravenou verzi smlouvy zasle CRO
zdravotnickému zafizeni na e-mailovou
adresu klinickehodnoceni@fnkv.cz
nejpozdéji vden platnosti  smlouvy.
Zdravotnické zatizeni je povinno zvefejnit
smlouvu do 10 dn( od data, kdy ji podepise
posledni smluvni strana. Zdravotnické
zafizeni nasledné preda CRO potvrzeni od
spravce registru smluv o zvefejnéni smlouvy
v registru smluv, pokud toto potvrzeni
spravce registru smluv neodesle pfimo
zadavateli.

Pokud Zdravotnické zafizeni nesplni shora
uvedenou povinnost, zverejni tuto smlouvu
v registru smluv CRO, a to v upravené
podobé, bez obchodnich tajemstvi
spole¢nosti Janssen a ostatnich informaci
(zejména osobnich udaja), které budou ze
smlouvy pred jejim zverejnénim
odstranény. Zverejnéni musi probéhnout
tak, aby byla dodrZena l|h(ita uvedena v
¢lanku 5 (odst. 2) zakona o registru smluv.
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Prior to any publication of the Agreement in
the Register of Contracts pursuant to this
Section 7.3, the Parties undertake:

0) 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 a response 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.

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

0] projednat s druhou smluvni
stranou spravnost obsahu
smlouvy, ktera ma byt

zvefejnéna, poté co ve smlouvé
byla obchodni tajemstvi a
informace, které maji byt na
zakladé shora uvedenych
ustanoveni vylouceny ze
zverejnéni, upraveny tak, aby
nebyly citelné a dale projednat
data ktera maji byt zverejnéna, a
to predtim neZ bude pfisluSnému

spravci registru smluv datova
zprdva s textem  smlouvy
odesldna  elektronicky  (jako

soubor ve formatu obrazku);

(i)  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.

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 regulations; (ii) required
by the ICMIJE for studies intended to be
published in the international peer-reviewed

7.4

Registrace

Pfed zahajenim naboru pacientd ma
spole¢nost Janssen pravo zapsat do verejné
pristupnych systémi zakladni informace o
protokolu klinického hodnoceni, vcetné
uvedeni kontaktnich informaci na
zdravotnicka zafizeni, ktera se podili na
testovani zkusebnich studijnich 1é¢iv nebo jiz
prodavanych léCiv Zadavatele, pokud splnuji
alespon jedno z nize uvedenych kritérii: (i)
jednd se o informace, které je spolecnost
Janssen nebo nékterd z jejich sesterskych
spolecnosti na zakladé ustanoveni platnych
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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.ht
ml 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
a clinical 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.
Principal Investigator agrees to follow-up on
the report and to document such follow-up
in source records.

zdkon( a predpisli povinna uvést; (ii) jedna
se o informace, které organizace ICMIJE
vyzaduje zverejnit pro ucely hodnoceni
védecké prace (peer-review)
(http://www.icmje.org); nebo (iii) jednd se o
informace z kontrolovanych klinickych
hodnoceni studijnich léciv, |éCiv, 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. V souladu s pravnim Fadem Ceské
republiky musi byt popis klinického
hodnoceni zvefejnén na internetovych
strankach Statniho ustavu pro kontrolu léciv
(SUKL) - www.sukl.cz a sou¢asné budou tyto
informace k dispozici na webovych
strankach
https://www.clinicaltrialregister.eu/index.ht
ml a www.Clinical Trials.gov, tak jak je
vyZadovano pravnim fadem EU a USA. Pro
Ucely registrace mohou byt vyuzZivany 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 pacientd, ktefi projdou
skriningem  jako potencidlné vhodné
subjekty pro zarfazeni do klinického
hodnoceni v zemépisné oblasti kde
zdravotnické  zafizeni/hlavni  zkousejici

plsobi, obdrzi hlavni zkousejici zpravu s
vyplnénymi informacemi o skriningu a
kontaktni informace na daného pacienta.
Hlavni zkousejici se zavazuje archivovat tyto
zpravy a uchovavat veskerou komunikaci,
ktera s nimi souvisi spolu s ostatni
dokumentaci ke klinickému hodnoceni.

7.5

Publication

In connection with any Data or other
information generated from the services
conducted under this Agreement by or on

7.5

Publikovani

Co se tyce dat nebo ostatnich informaci
vytvorenych nebo ziskanych v souvislosti se
sluzbami poskytnutymi na zakladé této
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behalf of the Institution, Principal
Investigator or other personnel associated
with this Clinical Trial, Janssen or its designee
shall have the first right to publish and/or
present in public the Data of the Clinical Trial,
whether this is by means of an oral
presentation at a congress or by publication
without approval from the Institution or
Principal Investigator. Moreover, if
publication of the Clinical Trial to the peer
reviewed literature has not occurred within
twelve (12) months of Clinical Trial
completion, 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. The Institution and Principal
Investigator 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. The
Institution and Principal Investigator will
include a statement that creation of the Data
was supported in part by Janssen or its
designee.

If a particular Clinical Trial is part of a
multicenter Clinical Trial, the Institution and
Principal Investigator for such Clinical Trial
shall not publish data derived from the
individual Study Site until the combined
results from the completed Clinical Trial have
been published in a joint, multicenter
publication of the Clinical Trial results.
However, if such a multicenter publication is
not submitted within eighteen (18) months
after conclusion, abandonment or
termination of the Clinical Trial at all sites, or
after Janssen confirms there will be no
multicenter Clinical Trial publication, the
Institution and/or Principal Investigator may

smlouvy zdravotnickym zafizenim, hlavnim
zkousejicim ¢i jinymi osobami spojenymi s
timto klinickym hodnocenim, plati, Zze
spole¢nost Janssen nebo jeji zastupce maji
pravo jako prvni zverejnit a/nebo verejné
prezentovat data z klinického hodnoceni, a
to jak formou Ustni prezentace na kongresu
nebo jejich pisemnou publikaci, a to i bez
souhlasu zdravotnického zafizeni nebo
hlavniho zkousejiciho. Navic, pokud nedojde
ke zverejnéni klinického hodnoceni v ramci
recenzentského systému (peer review) do
dvanacti (12) mésici od dokonceni
klinického hodnoceni, mda spolec¢nost
Janssen nebo ji urCeny zastupce pravo
zverejnit  vysledky klinického hodnoceni
na webovych strankach klinického
hodnoceni jako souhrnnou zpravu (synopsi)
o klinickém hodnoceni, ve formatu ICH-E-3.
Po uplynuti této doby maji zdravotnické
zatizeni a hlavni zkousejici pravo publikovat
vysledky klinického hodnoceni a vSechny
nezbytné nutné informace pro publikovani
vysledk( klinického hodnoceni nebo pro
ovéreni vysledk(l klinického hodnoceni
odbornymi pracovniky. Zdravotnické
zafizeni a hlavni zkousejici se zavazuji uvést
ve své publikaci prohlaseni o tom, Ze data
byla pofizena ze studie, jejimZ zadavatelem
byla spolec¢nost Janssen nebo ji urceny
zastupce.

Pokud je konkrétni klinické hodnoceni
soucasti multicentrického klinického
hodnoceni nesmi zdravotnické zafizeni ani
hlavni  zkouSejici takového klinického
hodnoceni  publikovat Z3adnd data =z
jednotlivych center kde klinické hodnoceni
probihalo dfive, neZ budou zvefejnény
kompletni vysledky klinického hodnoceni v
ramci spolecné multicentrické publikace.
Pokud vSak data z tohoto klinického
hodnoceni nebudou zverejnéna do osmnacti
(18) meésicl po uzavreni, zrusSeni nebo
ukonceni klinického hodnoceni ve vsech
centrech, nebo pokud spolecnost Janssen
potvrdi, Zze k Zadné spolec¢né multicentrické
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publish the results from the Study Site
individually in accordance with this Section.

If the Institution and/or Principal Investigator
wish to publish information from the Clinical
Trial, a copy of the manuscript must be
provided to the Janssen for review at least
sixty (60) days prior to submission for
publication or presentation. Upon request,
the Janssen and the Institution and/or
Principal Investigator will arrange expedited
reviews for abstracts, poster presentations or

other materials, as appropriate.
Notwithstanding the foregoing, no paper
that incorporates Janssen Confidential

Information will be submitted for publication
without Janssen’s prior written consent. If
requested in writing, Institution and/or
Principal Investigator will withhold such
publication for up to an additional sixty (60)
days to allow for filing of a patent
application.

publikaci dat z klinického hodnoceni
nedojde, mliZe zdravotnické zafizeni a/nebo
hlavni zkousejici zverejnit vysledky ze svého
centra samostatné, v souladu s ustanovenim
tohoto c¢lanku.

Pokud zdravotnické zafizeni a/nebo hlavni
zkousejici maji zajem zverejnit nebo verejné

prezentovat informace z  klinického
hodnoceni, zavazuji se poskytnout kopii
zamyslené publikace nebo prezentace

pfedem spolecnosti Janssen, a to nejpozdé;ji
Sedesat (60) dni pred predpokladanym
datem vydani nebo prezentace. Na vyzadani
se spolecnost Janssen, zdravotnické zatizeni
a/nebo hlavni zkousejici zavazuji zajistit
urychlenou kontrolu pfislusnych abstrakt(,
prezentaci ¢i  dalSich materidld ke
zverejnéni. Bez ohledu na shora uvedené
nesmi byt zverejnény zddné materidly
obsahujici dlivérné informace spolecnosti
Janssen, bez predchoziho pisemného
souhlasu spole¢nosti Janssen. Na zdkladé
pisemné Zadosti se zdravotnické zafizeni
a/nebo hlavni zkousejici zavazuji odloZit
publikovani  informaci z klinického
hodnoceni o dalSich az Sedesat (60) dni, aby
bylo moiné pripadné podat Zadost o
patentovou ochranu.

7.6 Institution and Principal Investigator warrant | 7.6  Zdravotnické zafizeni a hlavni zkousejici ruci
the compliance of all co-investigators and za to, Ze vsichni spoluzkousejici a ostatni
other personnel involved with the Clinical osoby podilejici se na provadéni klinického
Trial with the provisions of this Section. hodnoceni budou dodrZovat ustanoveni

tohoto ¢lanku.

8. Patents 8. 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

Vsechny smluvni strany berou na védomi a
souhlasi s tim, Ze veSkeré vynadlezy a
technologie, které byly k datu ucinnosti této
smlouvy ve vlastnictvi spolecnosti Janssen,
jejich sesterskych spolecnosti,
zdravotnického zafizeni nebo hlavniho
zkousejiciho, zUstavaji vyhradnim
vlastnictvim svych vlastniki a nejsou
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and reduced to practice as a result of the
work conducted under this Agreement (an
“Invention”) shall belong to Janssen or its
designee. Institution and Principal
Investigator shall—promptly disclose to
Janssen any Invention. Institution and
Principal Investigator agree 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 right, but
not the obligation, to file, prosecute and
enforce any patents related to any Invention.
Institution and Principal Investigator shall
execute, and shall have its employees and all
Clinical Trial investigators and other
personnel involved with the Clinical Trial
execute, all documents necessary to free of
charge 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 to permit
Janssen or its designee to own and use all
such Inventions.

Institution warrants that Principal
Investigator and all others performing
services under this Agreement are
employees or agents of Institution and are
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.

ustanovenim této smlouvy dotéeny. Veskera
prava k objevim a vynalezim zjisténym
(patentovatelnym i nepatentovatelnym),
vytvofenym nebo uvedenym do praxe na
zakladé poskytovani sluzeb dle této smlouvy
(ddle jen "objevy"), jsou vlastnictvim
spolecnosti  Janssen nebo spolecnosti
Janssen uréeného zastupce. Zdravotnické
zafizeni a hlavni zkousSejici se zavazuji
neprodlené informovat spolecnost Janssen
o vSech objevech. Zdravotnické zafizeni a
hlavni zkousejici se zavazuji postoupit na
spolecnost Janssen nebo na zdastupce
ur¢eného spolecnosti Janssen vyluéna
vlastnickd prava ke vsem objevim a
souCasné se zavazuji zajistit, aby taktéz
ucinili vsichni zkousSejici a ostatni osoby
podilejici se na provadéni klinického
hodnoceni. Spole¢nost Janssen ma pravo,
nikoli vSak povinnost, poddvat Zadosti o
patent, postihovat zneuziti patentu a
vymahat 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) vSsechny dokumenty
nezbytné k bezuplatnému prevodu
vlastnickych prav i prav  dusSevniho
vlastnictvi ke vSem objeviim na spole¢nost
Janssen nebo spolecnosti Janssen uréeného
zastupce a jsou odpovédni za provedeni
vsech téchto <dinnosti, aby spolecnosti
Janssen nebo spolec¢nosti Janssen uréeny
zastupce mohli ziskat vlastnickd prdva k
témto objevim.

Zdravotnické zafizeni ruci za to, ze hlavni
zkousejici a vSechny ostatni osoby
poskytujici sluzby na zakladé této smlouvy,
jsou zaméstnanci nebo zastupci
zdravotnického zafizeni a jsou povinni na
zdravotnické zatizeni prevést veskeré objevy
a vynalezy uclinéné béhem jejich
zaméstnaneckého poméru, a to bud na
zdkladé pisemné smlouvy nebo na zakladé
jejich zaméstnaneckého vztahu.
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The provisions in this Section shall survive Ustanoveni tohoto ¢lanku plati i po
the termination or expiration of this ukonéeni nebo vyprSeni platnosti této
Agreement. smlouvy.

9. Compensation 9. Odména

9.1 The budget and compensation to be paid for | 9.1 Rozpocet a odmény vyplacené za provedeni
the Clinical Trial based on this Agreement is klinického hodnoceni na zdkladé této
contained in Annex B. Payment shall be due smlouvy jsou uvedeny v ptiloze B. Platba
and payable in accordance with the schedule bude provedena ve lhitach uvedenych v
set forth in Annex B. pfiloze B.

9.2 All payments will be made against invoices | 9.2 VSechny platby budou provedeny na
duly issued by the Institution All payments zakladé  faktur, Fradné  vystavenych
will be made on the basis of invoices duly zdravotnickym zafizenim. Faktury budou
issued by the Institution. Invoices will be vystaveny na zakladé informaci
issued based on the information provided by poskytnutych CRO. Hlavnim zkousejicim
the CRO. CRO shall submit the list of odsouhlaseny prehled vizit bude CRO zasldn
completed visits (approved by the Principal na e-mailovou adresu
Investigator) by e-mail at klinickehodnoceni@fnkv.cz. Platby budou
klinickehodnoceni@fnkv.cz. provadény vidy za obdobi 6 kalendarnich
Payments will be reimbursed for every 3 mésicll. Poruseni povinnosti  pfipravit
calendar month period. Breach of the podklady (vypocty) pro fakturaci nema vliv
obligation to create a calculation for billing na pravo zdravotnického zafizeni na vyplatu
purposes will not affect the Institution's right dle této smlouvy a pfilohy B, které vznikd na
to payment under this Agreement and Annex zakladé provedeni pfislusné navstévy
B, which right arises by completion of the (¢innosti). V pripadé, Ze se CRO s dodanim
respective visit (activity). Should CRO delay podkladl pro fakturaci zpozdi o déle nez
in producing the calculation more than thirty tficet (30) dni po uplynuti predchoziho
(30) days after the end of the 3 calendar tfimésicniho (3) obdobi, ma zdravotnické
month period, the Institution is entitled to zafizeni prdvo vystavit fakturu na zakladé
issue an invoice on the basis of available dostupnych informaci. Datum uskutecnéni
information. The date of taxable delivery is zdanitelného plnéni je datum dodani
the date of delivery of the invoice to the faktury CRO.

CRO.
9.3 The Parties acknowledge and agree that the | 9.3  Smluvni strany berou na védomi a souhlasi s

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

tim, Ze odména a podpora, kterou
zdravotnickému zafizeni na zakladé této
smlouvy  poskytuje CRO, predstavuji

poctivou trzni odménu za sluzby v oblasti
vyzkumu poskytované  zdravotnickym
zafizenim a Ze vySe této odmény byla
vzajemné projedndna a nebyla stanovena
zpUsobem, ktery bere v Gvahu objem nebo
hodnotu ostatnich vzajemnych obchodnich
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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.

transakci mezi spole€nosti Janssen, jejimi
sesterskymi spoleénostmi, zdravotnickym
zafizenim a hlavnim zkousejicim. Zadné z
ustanoveni této smlouvy nesmi byt
vykladdno jako zdvazek, povinnost nebo
pobidka k tomu, aby zdravotnické zafizeni
nebo hlavni  zkousSejici doporucovali
jakymkoli osobam ¢i subjektim produkty
spoleCnosti  Janssen  nebo  produkty
jakychkoli subjektl, které jsou néjakym
zpUsobem se spoleénosti Janssen spojeny.

9.4  Neither Institution nor Principal Investigator | 9.4  Zdravotnické zafizeni ani hlavni zkousejici
shall bill any third party for any Study nesmi fakturovat tretim subjektim za
Product or other items or services furnished poskytnuti studijniho |éciva ¢i jinych véci
by CRO or Janssen in connection with the nebo sluzeb poskytnutych CRO nebo
Clinical Trial, or any services provided to Trial spole¢nosti Janssen v souvislosti s klinickym
Subjects in connection with the Clinical Trial hodnocenim, ani za sluzby poskytnuté
for which payment is made as part of the subjektiim, ucastnicim se  klinického
Clinical Trial. hodnoceni, za které jiz byla v rdmci tohoto

klinického  hodnoceni  zdravotnickému
zafizeni vyplacena odména.

9.5 In the event of early termination of this | 9.5 V pfipadé predcasného ukoncéeni 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 Cast odmény v souladu s prilohou B této
according to the Annex B to this Agreement, smlouvy, odpovidajici dokonfenym a
according to the activities completed in provedenym cinnostem v souladu s
accordance with the Protocol. ustanovenim protokolu

10. Indemnification 10. Odskodnéni

10.1 Janssen shall defend, indemnify and hold | 10.1 Spolecnost Janssen se zavazuje zdravotnické

harmless Institution, its trustees, officers,
agents and employees (including the
Principal Investigator and co-investigators)
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.

zafizeni, jeho povérence, vedouci
pracovniky, zastupce a zaméstnance (véetné
hlavniho zkousejiciho a spoluzkousejicich)
chranit, odskodnit a zprostit odpovédnosti
za vSechny ztraty, ndklady, vydaje, skutky,
naroky a Skody v souvislosti s Ujmou, ktera
pacientovi muiZe vzniknout v pfimém
dlisledku uziti studijniho |éc¢iva béhem
provadéni klinického hodnoceni nebo v
pfimém dlsledku fadné provedeného
zakroku nebo vySetfeni, které jsou
pfedepsané protokolem.
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10.2 The above obligation of Janssen, as stated in

Section 10.1, shall not apply and Janssen
shall not be liable for any indemnification or
expenses, and, in fact, Institution shall
defend, indemnify and hold harmless
Janssen, for actions or claims in any way
arising from or caused by the proven willful,
reckless, or negligent acts or omissions, or
professional malpractice of Institution or any
of its trustees, officers, agents or employees
(including the Principal Investigator and co-
investigators), or arising from or caused by
any of their failures to comply with the
Protocol, with CRO’s or Janssen’s written
recommendations and instructions related
to the use of the Study Product, or with any
applicable legal and regulatory
requirements.

10.2

Shora uvedend povinnost spolec¢nosti
Janssen dle ¢lanku 10.1 neplati a spole¢nost
Janssen nebude odpovédna za jakékoli
odskodnéni ¢i vydaje a naopak zdravotnické
zafizeni se zavazuje spolecnost Janssen a
CRO chranit, odSkodnit a  zprostit
odpovédnosti za vSechny spory a naroky
vzniklé  nebo zpUsobené prokazanym
umysinym zavinénim, nedbalosti nebo
profesnim pochybenim na strané
zdravotnického zafizeni, jeho spravci a
povérencu, vedoucich pracovnikd, zastupcl
a zaméstnancl (vCetneé hlavniho
zkousejiciho a spoluzkousejicich) nebo
vzniklych ¢i zplsobenych tim, Ze tyto osoby
porusi ustanoveni protokolu, pisemné
pokyny nebo doporuéeni CRO nebo
spole¢nosti Janssen tykajici se pouzivani
studijniho léciva nebo ustanoveni platnych
zakonu a predpisU.

10.3 The obligation of the indemnifying party

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.

10.3

Povinnost odSkodrujici smluvni strany na
zakladé ustanoveni tohoto ¢lanku plati
pouze v pfipadé, pokud druhda smluvni
strana neprodlené po obdrieni oznameni o
vzneseni naroku nebo zahdjeni soudniho
fizeni, o této skutecnosti informuje
odskodnujici smluvni stranu a umozni
odskodnujici smluvni strané, jejim pravnim
zastupcdm a  zaméstnancim  prevzit
kontrolu nad obhajobou v souvislosti s
timto narokem nebo soudnim Fizenim,
véetné poskytnuti moznosti mimosoudniho
vyrovnani, vedeni soudniho sporu nebo
urovnani sporu a pokud 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 zakladé tohoto odstavce,
pokud poruseni povinnosti odskodriované
strany, informovat odSkodnujici stranu
nebude branit obhajobé proti takovému
naroku. Odskodriovand smluvni strana ddle
souhlasi a zavazuje se nepokouset se
urovnat tento narok nebo soudni spor
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vyrovnanim nebo pfiznanim viny, bez
predchoziho pisemného souhlasu
odskodnujici smluvni strany.

11. Insurance 11. Pojisténi
11.1 Throughout the duration of the Study the | 11.1 Zdravotnické zafizeni se zavazuje zajistit a
Institution undertakes to maintain a liability po celou dobu provadéni klinického
insurance for damage caused in connection hodnoceni udriovat v platnosti pojisténi
with  provision of healthcare services odpovédnosti za $kodu zplUsobenou v
pursuant to Section 45 (2) n) of Act No. souvislosti s poskytovanim zdravotnich
372/2011 Coll., on health services and the sluzeb dle ust. § 45 odst. 2 pism. n) zakona
conditions for their provision (Act on Health ¢. 372/2011 Sb., o zdravotnich sluzbach a
Services). The relevant insurance policy is podminkach jejich poskytovani (zakon o
concluded to the extent required by law and zdravotnich sluzbdach). Pfislusnd pojistna
does not include liability insurance for smlouva je uzaviena v rozsahu
performance of the Stud, nor it provides for pozadovaném pravnimi  predpisy a
compensation in the event of the death of neobsahuje pojisténi odpovédnosti za Skodu
the Subjects or compensation for damage zpUsobenou pri  provadéni  klinického
caused to the Subjects due to their hodnoceni nebo v souvislosti snim ani
participation in the Study. nezajistuje odskodnéni v pripadé smrti
subjektu hodnoceni nebo v pfipadé Skody
vzniklé na zdravi subjektu hodnoceni v
dlsledku provadéni klinického hodnoceni.
11.2 Janssen shall secure and maintain in full | 11.2 Spoleénost Janssen je povinna uzavfit a po
force and effect through the performance of celou dobu provadéni klinického hodnoceni
the Clinical Trial (and following termination (a také po ukonceni klinického hodnoceni
of the Clinical Trial to cover any claims na pokryti pfipadnych ndarok( vzniklych v
arising from the Clinical Trial) insurance souvislosti s klinickym  hodnocenim)
coverage required for clinical trials or as udrZovat platné pojisténi vyZadované pro
otherwise required by applicable law in klinickd hodnoceni nebo jinak vyzadované
amounts appropriate to the conduct of platnymi zdkony, s dostatecnou vysi
Janssen’s  business activities and in pojistné castky k tomu, aby spolecnost
compliance with the applicable legal and Janssen mohla tadné vykondvat svou
regulatory requirements. podnikatelskou cinnost v souladu s
ustanovenim platnych zdkon( a pozadavkl
organ( statniho dozoru.
11.3 Each party required to maintain insurance | 11.3 KaZda ze smluvnich stran, ktera na zakladé

pursuant to this Agreement shall provide the
other party/parties with certificates of
insurance evidencing the required insurance
coverage, if so requested in writing.

této smlouvy ma povinnost uzavfit pojisténi,
se zavazuje poskytnout ostatnim smluvnim
strandm potvrzeni o uzavieni takového
pojisténi, jako dlkaz o dostatecné pojistné
ochrané. Takové potvrzeni si jednotlivé
strany vzdjemné predlozi na zakladé
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pisemné zadosti.

12. Financial Disclosure — Conflict of Interest — | 12. Zvefejnéni financnich informaci - Stret
Debarment zajmu - Zakaz ¢innosti
12.1 Institution and Principal Investigator agree to | 12.1 Zdravotnické zafizeni a hlavni zkousejici se
provide all information to CRO or Janssen zavazuji poskytovat CRO a spolecnosti
necessary to comply with any disclosure Janssen veskeré informace nutné k tomu,
requirements mandated by any competent aby CRO a Janssen mohli plnit svou
health authority (including, if applicable, the oznamovaci povinnost viéi  organim
US FDA), relevant trade association or similar statniho dozoru ve zdravotnictvi (vCetné,
body, or other applicable national or local mimo jiné, Urfadu FDA Spojenych statl
laws, including any information required to Americkych), oprdvnénym  obchodnim
be disclosed in connection with any financial asociacim ¢i jinym podobnym organim di
relationship between Janssen, its affiliates oznamovaci povinnosti predepsané jinymi
and their agents on one hand, and on the platnymi statnimi ¢i  mistnimi  zakony,
other hand, Institution/Principal v€etné informaci, které musi byt zverejnény
Investigator/any co-investigator involved in v souvislosti s finanénimi vztahy mezi
the Clinical Trial/any other agent or spole¢nosti Janssen, jejimi sesterskymi
employee of Institution or Principal spole¢nostmi a zdstupci na strané jedné a
Investigator. This disclosure requirement zdravotnickym zatizenim/hlavnim
may require disclosure of information zkousejicim/spoluzkousejicimi a/nebo viemi
involving immediate family members of ostatnimi zastupci Ci zameéstnanci
those involved in the Clinical Trial. zdravotnického  zafizeni ¢ hlavniho
zkousejiciho, ktefi se podili na provadéni
klinického hodnoceni. Na zdkladé téchto
pozadavkl na zverejnéni  dlvérnych
informaci, miZe byt nutné zvefejnit také
informace tykajici se pfimych rodinnych
prislusnikd pacientl, ktefi se ucastni
klinického hodnoceni.
12.2 Institution and Principal Investigator confirm | 12.2 Zdravotnické zafizeni a hlavni zkousejici

that there is no conflict of interest between
the Parties that would inhibit or affect
Institution and/or Principal Investigator’s
performance under this Agreement and
confirm that their performance under this
Agreement does not violate any other
agreement with third parties. Institution and
Principal Investigator will promptly inform
CRO if any conflict of interest arises during
the performance of this Agreement.

potvrzuji, Ze si nejsou védomi Zadného
stfetu zajmd mezi smluvnimi stranami,
které by mohli ovlivnit poskytovani sluzeb
zdravotnickym zafizenim a/nebo hlavnim
zkousejicim na zakladé této smlouvy a
soucasné potvrzuji, Ze poskytovani sluzeb
na zadkladé této smlouvy neporusuje jejich
ostatni smluvni vztahy s tfetimi stranami.
Zdravotnické zafizeni a hlavni zkousejici se
zavazuji neprodlené informovat CRO v
pfipadé, kdy béhem plnéni ustanoveni této
smlouvy zjisti, Ze doslo ke stfetu zajma.

232298 CNTO1959CRD3001 CZE C1002 InstPl CSA Zadorova Bilingual 20181213 1,0
Page 34 of 48




Protocol CNTO1959CRD3001

12.3 Principal Investigator confirms he/she:
(i) is not debarred by a competent health
authority (including, if applicable, the
US FDA); and

(i) has not been sentenced for
malpractice related to the conduct of
clinical trials.

Institution and Principal Investigator shall

not employ, contract with or retain any

person directly or indirectly to perform

services under this Agreement if such a

person:

(i) is debarred by a competent health
authority (including, if applicable, the
US FDA), or

(i)  has been sentenced for malpractice
related to the conduct of clinical trials.

Upon written request from CRO, Institution
and Principal Investigator 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 and
Principal Investigator shall immediately
notify CRO of any change in the status of the
representation and warranty set forth in this
Section.

12.3 Hlavni zkousejici timto potvrzuje, Ze:
(i)  nema opravnénym organem dohledu

nad poskytovanim zdravotni péce
(v€etné, mimo jiné, uradem FDA
Spojenych statd Americkych)

zakazanou cinnost; a

(ii) nebyl odsouzen za pochybeni pfi
vykonu zdravotnického povolani v
souvislosti s provadénim klinickych
hodnoceni.

Zdravotnické zatizeni ani hlavni zkousejici
nesmi zaméstnat, uzavfit smlouvu ani pfi
poskytovani sluzeb na zdkladé této smlouvy
pfimo ¢&i nepfimo spolupracovat s Zadnou
osobou, ktera:

(i) ma opravnénym organem dohledu

nad poskytovanim zdravotni péce
(véetné, mimo jiné, uradem FDA
Spojenych statl Americkych)

zakazanou cinnost; nebo

(i) byla odsouzena za pochybeni pfi
vykonu zdravotnického povoldni v
souvislosti s provadénim klinickych
hodnoceni.

Na zakladé pisemné Zadosti CRO, se
zdravotnické zafizeni a hlavni zkousejici

zavazuji do deseti (10) dnd, predlozit
pisemné potvrzeni, Zze dodrzuji shora
uvedenou povinnost. Toto potvrzeni

predstavuje trvalé prohldseni a zaruku po
celou dobu platnosti této smlouvy a
zdravotnické zafizeni a hlavni zkousejici jsou
povinni neprodlené informovat CRO v
pfipadé, kdy dojde k jakékoli zméné ve
vztahu k  zarukdm a prohlaseni
vyzadovanych na zdkladé ustanoveni tohoto
¢lanku.

13. Independent Contractor

13. Nezavislost smluvniho vztahu

Institution and Principal Investigator are acting in
the capacity of an independent contractors
hereunder and not as employees or agents of CRO
or Janssen.

Zdravotnické zafizeni a hlavni zkousejici jednaji na
zakladé této smlouvy z titulu nezavislych
smluvnich partner( a nikoli jako zaméstnanci nebo
zastupci CRO nebo spolecnosti Janssen.
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14. Publicity

14. Reklama

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 nazev druhé smluvni strany pro
propagacni a reklamni ucely bez predchoziho
pisemného souhlasu smluvni strany, jejiz nazev
ma byt pouzit. Soucasné zadna ze smluvnich stran
nesmi zverejnit zadné informace o obsahu této
smlouvy, s vyjimkou 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.

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

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 and Principal
Investigator. Neither Institution nor Principal
Investigator shall 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 i spolecnost Janssen maji pravo postoupit
tuto smlouvu na své sesterské spolecnosti a
spole¢nost Janssen ma navic pravo tuto smlouvu
postoupit na jakoukoli tfeti stranu. V pfipadé
takového postoupeni se CRO a spole¢nost Janssen
zavazuji vyvinout pfimérené Usili sméfujici k tomu,
aby zdravotnické zafizeni a hlavniho zkousejiciho o
takovém postoupeni predem pisemné
informovali. Zdravotnické zafizeni ani hlavni
zkousejici nesmi postoupit Zadné své povinnosti
na zakladé této smlouvy na treti subjekt bez
pfedchoziho pisemného souhlasu CRO a
spolecnosti Janssen. Jakykoli pokus o postoupeni
prav a povinnosti v rozporu s ustanovenim tohoto
¢lanku 16 je neplatny a neucinny. S ohledem na
shora uvedené omezeni je tato smlouva zavazna a
pravoplatnd pro vsechny smluvni strany, jejich
pravni nastupce a osoby, na které byla
postoupena.

17. Miscellaneous

17. Ruzna ustanoveni

17.1 This Agreement may not be altered,
amended or modified except by a written
numbered document signed by the Parties.

17.1 Tuto smlouvu je moZzné ménit ¢i upravovat

pouze formou pisemnych Cislovanych
dodatkli, podepsanych vSemi smluvnimi
stranami.
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17.2

If a provision of the Agreement conflicts with
a provision of the Protocol, the Protocol
takes precedence on matters of medicine,
science and conduct of the Clinical Trial. This
Agreement takes precedence in any other
conflicts

17.2 V pfipadé rozporu mezi ustanovenim této

smlouvy a ustanovenim protokolu plati
ustanoveni protokolu ve vécech tykajicich
se mediciny, védy a provadéni klinického
hodnoceni. V ostatnich spornych pfipadech
plati ustanoveni této smlouvy.

17.3

If any of the provisions defined under the
Annexes conflicts with any of the provisions
of this Agreement, the terms of the Annex
will take precedence.

17.3 Pokud nékteré z ustanoveni pfiloh k této

smlouvé je v rozporu s ustanovenim této
smlouvy, plati prednostné ustanoveni pfiloh
k této smlouvé.

17.4

Institution and  Principal Investigator
understand and agree that this Agreement is
being signed by CRO in its own name as a
contracting party receiving services under
this Agreement and in addition, in a separate
capacity, CRO also signs this Agreement in
the name of Janssen and for Janssen’s
benefit.

17.4

Zdravotnické zafizeni a hlavni zkousejici
berou na védomi a souhlasi, Ze tato
smlouva je podepisovana CRO jednak jejim
vlastnim jménem jako smluvni strany, kterd
je prijemcem sluzeb na zakladé této
smlouvy a soucasné je zvlast podepsana
CRO jednajici jako zdastupce spolecnosti
Janssen a ve prospéch spole¢nosti Janssen.

17.5

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement
will remain in effect.

17.5 Pokud se néktera ¢ast této smlouvy stane

nevymahatelnou, neovlivni to zbyla
ustanoveni této smlouvy, kterd zGstavaji pIné
platna a ucinna.

17.6

This Agreement constitutes the complete
agreement of the parties with respect to the
subject matter hereof. It expressly
supersedes any prior or contemporaneous
oral or written representations or
agreements. Annexes form an integral part
of the Agreement.

17.6 Tato smlouva predstavuje Uplnou dohodu

smluvnich stran v oblasti jejiho pfedmétu.
Tato smlouva vyslovné nahrazuje veskerd
pfedchozi nebo soucasnd Uustni nebo
pisemna ujednani ¢i dohody mezi smluvnimi
stranami. Pfilohy jsou nedilnou soucasti
této smlouvy.

17.7

The following provisions and any other term
or condition which by its nature is clearly
intended to survive the termination or
expiration of this Agreement will survive the
termination or expiration of this Agreement:
1.11,5,6,7,8,10,11, 12, 14, 16 and 17.

17.7 NiZe uvedend ustanoveni a veskera dalsi

ustanoveni a podminky, ze kterych
jednoznacné vyplyva pretrvavajici platnost i
po fadném ¢i predcasném ukonceni této
smlouvy, maji pretrvavajici platnost a plati i
po ftadném Ci predéasném ukonceni
platnosti této smlouvy: 1.6, 5, 6, 7, 8, 10, 11,
12,14,16a17.

17.8. This Agreement is drawn up in Czech and
English. In case of discrepancies or

17.8 Tato smlouva je vyhotovena v ceském a
anglickém jazyce. V pfipadé rozporu mezi
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contradictions between individual language

témito verzemi ma platnost ceska verze

versions, the Czech version of this smlouvy.
Agreement prevails.
17.9 This Agreement is executed in four | 17.9 Tato smlouva je vyhotovena ve d{tyfech

counterparts, of which the CRO/Janssen shall
receive two copies and the Institution and
Principal Investigator shall receive one
counterpart each.

stejnopisech. Dva  stejnopisy  obdrzi
CRO/Janssen a zdravotnické =zafizeni a
hlavni zkousSejici obdrzi kazdy po jednom
stejnopisu.

18. Controlling Law

18. idici pravo

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. The Parties undertake to submit all disputes
or controversies that the Parties are unable to
settle amicably to the appropriate court in Czech
Republic.

Tato smlouva a jeji 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. VSechny spory a rozpory, které smluvni
strany nejsou schopny vyresit formou pratelského
vzajemného jedndani, se smluvni strany zavazuji
predloZit vécné a mistné pfislusSnym soudim
Ceské republiky.

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 vaziny zajem a svobodnou vili, Ze
si tuto smlouvu precetly a porozuméli jejimu
znéni, na d0kaz c¢ehoZ ji oprdvnéni zastupci

representatives of the Parties attach their | smluvnich stran podepsali:
signatures:
Done at date

PAREXEL International (IRL) Limited

Signature

Name

Title

Done at date

PAREXEL International (IRL) Limited in the name of Janssen Research & Development, LLC
PAREXEL International (IRL) Limited jménem spole¢nosti Janssen Research & Development, LLC
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Signature

Name

Title

Done at date

On behalf Fakultni nemocnice Kralovské Vinohrady

Signature

Name Doc. MUDr. Robert Grill, Ph.D., MHA
Title director/feditel

Done at date

doc. MUDr. Zdena Zadorova, PhD.

Signature
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Appendices:

Annex A — Protocol of Clinical Trial (available from
the Principal Investigator) — TRADE SECRET OF
JANSSEN (exclude from publication)

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

Annex C — Information for the patient / Informed
consent (available from the Principal Investigator)
Annex D - Insurance Certificate — TRADE SECRET
OF JANSSEN (exclude from publication)

Annex E — Power of Attorney

Annex F — Authorization by State Institute for
Drug Control

Annex G — Approval by Multicenter Clinical Trials
Ethics Committee

Annex H — Approval by Local Ethics Committee

Prilohy:

Pfiloha A - protokol klinického hodnoceni (k
dispozici u hlavniho zkousejictho) — OBCHODNI
TAJEMSTVIi SPOLECNOSTI JANSSEN
(nezverejniovat)

Pfiloha B — Finanéni ustanoveni — OBCHODNI
TAJEMSTVI FIRMY JANSSEN (nezvefejiiovat)

Pfiloha C- Informace pro pacienty / Informovany
souhlas (k dispozici u hlavniho zkousejiciho)
Pfiloha D - Potvrzeni o uzavieni pojisténi —
OBCHODNI  TAJEMSTVi  FIRMY  JANSSEN
(nezverejnovat)

Priloha E — PIna moc

Pfiloha F — Povoleni Statniho tstavu pro kontrolu
lé¢iv (SUKL)

Priloha G — Povoleni Multicentrické etické komise
Priloha H — Povoleni lokalni etické komise
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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 (nezvefejfiovat)

Incorporated herein by reference.
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ANNEX B - Financial Provisions
TRADE SECRET OF JANSSEN (exclude from publication)

Pfiloha B — Financni ustanoveni
OBCHODNI TAJEMSTVi FIRMY JANSSEN (nezverejfiovat)

XUXXXXXXXXXKXXXXXKXXXXX
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ANNEX K -- Personal Information concerning
Principal Investigator and any Investigational Staff

Pfiloha K — Osobni udaje tykajici se Hlavniho
zkousejiciho a Osob podilejicich se na provadéni
Klinického hodnoceni

This notice explains the personal information
handling practices of Janssen with respect to
information about Principal Investigator and any
investigational staff. It explains how Janssen or
parties processing personal information on behalf
of Janssen such as CRO collects personal
information, and with whom Janssen 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.

Tento dokument popisuje zpUsob, jakym
spole¢nost Janssen nakldadd s osobnimi Udaji

tykajicimi se hlavniho zkousSejictho a Osob
podilejicich se na provadéni Klinického
hodnoceni. Tento dokument vysvétluje jak

spolecnost Janssen nebo strany zpracovavajici
osobni Udaje jménem spolecnosti Janssen (jako
napfiklad CRO), osobni Udaje shromazduji a s kym
je spolecnost Janssen mUze sdilet. Vysvétluje také
prava, ktera v souvislosti se svymi osobnimi Gdaji
maji hlavni zkousSejici a Osoby podilejici se na
provadéni Klinického hodnoceni. Tento dokument
se tyka veskerych osobnich udajd, bez ohledu na
to, zda jsou uloZeny v elektronické nebo fyzické
(papirové) formé.

This privacy notice should be provided by the

Principal Investigator to any investigational staff.

Tyto informace o ochrané osobnich udaji je
Hlavni zkouSejici povinen poskytnout vSem
Osobdam podilejicim se na provadéni Klinického
hodnoceni.

Privacy Notice -
investigational staff

Principal Investigator

and

Upozornéni o ochrané osobnich udaji — hlavni
zkousejici a Osoby podilejici se na provadéni
Klinického hodnoceni

Personal Information Collection

Shromazd'ovani Osobnich Gdaju

Janssen, and agents such as CROs processing
personal information on behalf of Janssen, 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.

Spolecnost Janssen a jeji zastupci, jako jsou
napfiklad CRO, jménem spolecnosti Janssen
zpracovavaji a shromazduji vase osobni udaje.
Tyto informace mohou byt ziskany pfimo od vas,
od Zdravotnického zafizeni ve kterém jste
zaméstnan, od verejnosti nebo od tfetich stran.

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

may include the following

information:

Typy osobnich udajl, které spolecnost Janssen
shromazduje zavisi na Uloze, kterou u spole¢nosti
Janssen a/nebo jejich sesterskych spole¢nosti
plnite a také na ustanoveni platnych zakond, ale
mohou mezi né patfit napfiklad nasledujici
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U Name;

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

. Age and/or date of birth;

. Government identification number (if
applicable);

o 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;

. Organizational or institutional affiliations;

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;

o Engagement or interaction with Janssen or
its affiliates, or their products and services;

o Information obtained via surveys and other
direct interactions with you.

kategorie udaji:

Jméno;

Kontaktni informace (napf.

telefonni Cislo, e-mailova adresa);

adresa,

Vék a datum narozeni;
Statni identifikacni Cislo (je-li k dispozici);

Vzdélani a kvalifikace, véetné informaci,
zda jste drzitelem platného a ucéinného
opravnéni k provadéni lékarské praxe Ci
jiné odborné Cdinnosti a zda nemate
opravnénymi organy statniho dozoru ve

zdravotnictvi zakdazanou cinnost;

Informace o vasSich organizacnich a
institucionalnich vztazich;

Profesni programy a aktivity, kterych se
Ucastnite;

Finan¢ni informace, které se, mimo jiné,
tykaji odmén a ndahrad, které vam jsou
¢innosti

vyplaceny za souvisejici s

provadénim klinickych hodnoceni;

Zapojeni nebo jednani se spolecnosti

Janssen ¢i jejimi sesterskymi

spoleCnostmi o jejich produktech a

sluzbach;

Informace ziskané z prlizkumu a ostatnich
pfimych interakci s vami.

How Janssen Uses and Discloses Personal

Information

Jak spolecnost Janssen pouziva a zvefejiuje
Osobni udaje

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

Aby spoleénost Janssen a/nebo jeji sesterské

spolecnosti

mohly  splnit své  povinnosti

predepsané platnymi zakony a predpisy a té7 za
ucelem plnéni ustanoveni Smlouvy o provedeni
klinického hodnoceni, budou vase osobni udaje
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. To assess if you are suitable for acting as
Principal Investigator or investigational staff in
relation to the clinical trial;

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

. 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;

. 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 Janssen
and/or Janssen’s affiliates are subject or

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

zpracovavany také k nasledujicim ucellim:

K  posouzeni, zda jste vhodnym
kandiddtem pro vykon funkce hlavniho
zkousejiciho nebo Osoby, podilejici se na

provadéni tohoto klinického hodnoceni;

K zajisténi Skoleni a pristupu k nastrojim

a ostatnim zdrojim, které mohou byt
potfebné pro provadéni klinického
hodnoceni;

Pro vedeni klinického hodnoceni, véetné

monitoringu a auditu ¢innosti

provadénych % ramci klinického

hodnoceni;

K pfipravé podani, korespondence a
komunikaci se statnimi ufady ohledné

klinického hodnoceni;

K provadéni bezpecnostnich hlaseni a
aktivit
souvislosti s klinickym hodnocenim;

v oblasti farmakovigilance v

K  publikovani  vysledkd  klinického
hodnoceni v souladu s ustanovenim
Smlouvy o  provedeni  klinického
hodnoceni;

Ke zvefejnéni plateb a ostatnich
hodnotnych véci poskytnutych
Zdravotnickému zafizeni, hlavnimu
zkousejicimu ¢ ostatnim  Osobam

podilejicim se na provadéni klinického

hodnoceni, za Ucelem dodrzeni
ustanoveni platnych zakonU tykajicich se
transparentnosti, vcetné, mimo jiné,
Zakona Spojenych statl americkych o
transparentnosti v platbach lékaram (US
Physician Pamynets Sunshine Act) jejich
véetné

provadécich predpist a téz

ustanoveni platnych primyslovych norem
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¢i praxe, které se na spoleénost Janssen
a/nebo jeji sesterské spolecnosti vztahuji.

K dalsim Gcéeldm vyZadovanym platnymi

zakony nebo pro potfeby plnéni
ustanoveni  Smlouvy o  provedeni
klinického hodnoceni.
Personal information about you will be processed Nalzavkla)de p{l.atr:yml. zakony stanove.nylch
opravnénych z3ajma firmy Janssen a jejich

for the following purposes based on Janssen’s and
its affiliates’ legitimate interest under law:

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

o To conduct surveys, manage internal
studies, improve processes and practices related to
the execution of clinical trials and other activities
related to medical research.

sesterskych spole¢nosti budou vase osobni udaje
dale zpracovavany k nasledujicim ucelim:

K vyhledani pfipadnych

zdravotnickych zatizeni a zkousejicich pro

novych

budouci klinickd hodnoceni; a

K provadéni prizkumd, vedeni internich

studii, zlepSeni procesd a praktik
tykajicich se  provadéni  klinickych
hodnoceni a ostatnich ¢innosti

souvisejicich s [ékafskym vyzkumem.

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. A
list of the affiliates is available at
http://www.investor.jnj.com/sec.cfm;

. 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
Janssen.

Ke splnéni shora uvedenych ucelll jsou osobni
Udaje zpfistupnény:

Ostatnim sesterskym spole¢nostem ze
skupiny firem Johnson & Johnson a jejich
Seznam

zastupcim. sesterskych

spole¢nosti je k dispozici na adrese

http://www.investor.jnj.com/sec.cfm;

Statnim dradlm a etickym komisim po
celém svéteé;

Zastupclm spolecnosti Janssen, jako jsou
napfiklad smluvni vyzkumné organizace ¢i
poskytovatelé sluzeb z fad tfetich stran,
ktefi zpracovavaji Osobni Udaje jménem
spolecnosti Janssen.

Cross Border Transfer

Preshranicni prevody
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Your personal information may be stored and
processed in any country where Janssen 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, Janssen
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-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.

Vase osobni udaje mohou byt uchovavany a
zpracovavany v jakékoli zemi, ve které spole¢nost
Janssen a jeji sesterské spolec¢nosti maji pobocky
nebo zastupce, vcetné Spojenych  statl
americkych. Evropska komise uznava, Ze nékteré
staty, které nejsou Cleny  Evropského
hospodarského spolecenstvi (EHS), nenabizi
dostatecnou Uroveri ochrany osobnich udaji v
souladu s normami platnymi v EHS (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).
Pro prevod osobnich Gdajd z ¢lenskych statl EHS
do zemi, které dle nazoru Evropské komise
nezajistuji dostatec¢nou Urover ochrany osobnich
udaji v souladu s normami platnymi v EHS,
spole€nost Janssen zajistila pfijeti vhodnych
opatfeni, vcetné toho, Zze prijemce téchto
informaci je vazan Standardnimi smluvnimi
ustanovenimi pro EU nebo se zavazal dodrzovat
zasady nafizeni EU-USA na ochranu soukromi ¢i
ma certifikaci nebo se zavdzal dodrZovat kodex
chovani schvaleny EU v oblasti ochrany osobnich
udaja. Pokud chcete ziskat podrobné;jsi
informace o téchto opatfenich mulzete si je
vyzadat od naseho Inspektora ochrany osobnich
udajii v EU, v souladu s ustanovenim c¢lanku
"Kontaktovani Zadavatele" nize.

Data Subject Rights

Prava subjektu udaju

If you would like to review, correct, update, restrict,
or delete personal information that Janssen and/or
CRO 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
Janssen as specified in the “Contacting Sponsor”
section. Janssen 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 osobni Udaje, které o vas
spoleénost Janssen a/nebo CRO maji ve svych
systémech uloZeny, zkontrolovat, opravit,
aktualizovat, omezit k nim pfistup nebo je smazat
nebo pokud chcete poZadat o zaslani kopie vsech
vasich osobnich udaja v elektronické podobé za
ucelem jejich predani do jiné spolecnosti (pokud
mate takovd prdva povolena na zdkladé
ustanoveni platnych zdkond), mlzZete spole¢nost
Janssen kontaktovat tak jak je uvedeno v ¢lanku
"Kontaktovdani Zadavatele". Spole¢nost Janssen na
vaSi zadost odpovi v souladu s ustanovenim
platnych zdkonl. Vezméte prosim na védomi, Ze
nékteré osobni Udaje jsou na zakladé platnych
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zakonl o ochrané osobnich udaji nebo jinych
platnych zdkonli a predpisi od Zadosti
osvobozeny.

Retention Period

Doba uchovavani

Janssen 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 Janssen has an
ongoing relationship with you; (ii) whether there is
a legal obligation to which Janssen or its affiliates
are subject; and (iii) whether retention is advisable
in light of Janssen’s legal position (such as in regard
to applicable statutes of limitations, litigation, or
regulatory investigations).

Spolec¢nost Janssen bude vase osobni Udaje
uchovavat po dobu nezbytné nutnou nebo
povolenou pro ucely, ke kterym byly tyto
informace ziskany. Nasledujici kritéria se pouzivaji
k vypocteni pfislusné doby uchovavani: (i) doba,
po kterou trvd vztah mezi vami a spolecnosti
Janssen; (ii) zdkonem stanovené povinnosti, které
se vztahuji na spolecnost Janssen Ci jeji sesterské
spolecnosti; a (iii) zda je uchovavani informaci
vhodné z hlediska prdvni pozice firmy Janssen
(naptiklad z hlediska rdznych omezeni, spord i
vysetfovani organl statniho dozoru).

Contacting Janssen

Kontaktovani spolec¢nosti Janssen

Janssen can be contacted as specified below:

[INSERT appropriate contact information]

You may also contact the Data Protection Officer
responsible for the relevant country or region, if
applicable, at emeaprivacy@its.jnj.com. In case of
contacting the Data Protection Officer, information
such as country location, as well as clinical trial
number/name should be included to allow the
request to be managed appropriately.

Spolecnost Janssen muzZete kontaktovat nizZe
uvedenym postupem:
[UVEDTE pfisluiné kontaktni informace]

Milzete také kontaktovat Inspektora ochrany
osobnich udaji v pfislusné zemi nebo regionu, a
to e-mailem na emeaprivacy@its.jnj.com. V
pfipadé  kontaktovani Inspektora  ochrany
osobnich Udajl je pro véasné a spravné vyrizeni
vaseho pozadavku uvést zemi, Cislo/nazev
klinického hodnoceni.

Lodging and Complaint with a Regulator

Kontaktovani regulatora a stiZznosti

You may lodge a complaint with a supervisory
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

MuUZete podat stiznost organu statniho dozoru
pro vasi zemi nebo region. Kontaktni informace
najdete zde: http://ec.europa.eu/justice/data-
protection/article-29/structure/data-protection-

authorities/index_en.htm
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