SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI SLUZEB

This Services Agreement (the “Agreement”) is

Tuto smlouvu o poskytovani sluzeb (dale ,,smlouva“)

by and between

uzaviraji

Pharmaceutical Research Associates CZ, s.r.o., with
registered offices at Jankovcova 1569/2c, Praha 7, 170
00, Czech Republic, company ID number: 27636852,
TAX ID number: CZ27636852, the limited liability
company duly registered in the Commercial Register of
the Czech Republic maintained by the Municipal Court
in Prague, Section C, Entry 120574, represented by xxx
(“CRO”),

Pharmaceutical Research Associates CZ, s.r.o., se sidlem na
adrese Praha 7, Jankovcova 1569/2c, PSC: 170 00, Ceska
republika, 1C: 27636852, DIC: CZ27636852, spole¢nost s rué¢enim
omezenym Fadné zapsanou v Obchodnim rejstiiku Ceské
republiky vedeném Méstskym soudem v Praze, oddil C, vlozka
120574, zastoupena xxx (dale ,CRO"),

and

a

Janssen Research & Development LLC, (“Janssen”), a
USA corporation, with registered offices at 920 Route
202 South Raritan, New Jersey 08869 USA

Janssen Research & Development LLC, (dale ,Janssen®),
spole¢nost zalozena v USA, se sidlem na adrese 920 Route 202
South Raritan, New Jersey 08869 USA

and

a

Vseobecna fakultni nemocnice v Praze (“Provider”)
located at U Nemocnice 499/2, 128 08 Praha 2, Czech
Republic

Vseobecna fakultni nemocnice v Praze (dale ,, poskytovatel”), se
sidlem na adrese U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika

and effective as of the date of publication in Agreement
Registry (“Effective Date”).

anabyvd Ucinnosti dnem jejiho uverejnéni

smluv (,datum ucinnosti“).

Vv registru

Clinical Trial 17000139BLC3001 ,
Phase 3, Multi-center,
Randomized Study
Evaluating Efficacy of
TAR-200 in Combination
With Cetrelimab Versus
Concurrent

Chemoradiotherapy in

Participants With
Muscle-Invasive
Urothelial Carcinoma

(MIBC) of the Bladder
who are not Receiving
Radical Cystectomy
Janssen-Cilag
International NV
Turnhoutseweg 30
B-2340 Beerse, Belgium

Regulatory Sponsor

Study Product TAR-200 (JNJ-17000139)
and Cetrelimab (JNJ-
63723283), alone or in

combination

17000139BLC3001, Multicentricka
randomizovand studie faze 3
hodnotici Ucinnost pfipravku TAR-
200 v kombinaci s cetrelimabem
proti soubézné chemoradioterapii u
Ucastnikd s invazivnim urotelidlnim
karcinomem mocového meéchyre
(MIBC), kterym nebyla provedena
radikalni cystektomie

Klinické hodnoceni

Regulac¢ni zadavatel Janssen-Cilag International NV

Turnhoutseweg 30B-2340 Beerse,

Belgium
Hodnoceny pfipravek TAR-200 (JNJ-17000139) a
Cetrelimab (JNJ-63723283),

samostatné nebo v kombinaci

17000139BLC3001Multicentricka

randomizovana studie faze 3
hodnotici ucinnost pfipravku TAR-
200 v kombinaci s cetrelimabem

Protokol




Protocol Multicentricka
randomizovana  studie
faze 3 hodnotici Ucinnost
pfipravku  TAR-200 v
kombinaci s
cetrelimabem proti
soubéziné
chemoradioterapii u
Ucastnikd s invazivnim
urotelidlnim karcinomem
mocového méchyre
(MIBC), kterym nebyla
provedena radikalni
cystektomie

EUdraCT number 2020-002620-36

Principal Investigator XXX

Study Site XXX

Karlova nam. 319
120 00 Prague, Czech
Republic

proti soubézné chemoradioterapii u
Ucastnikl s invazivnim urotelidlnim
karcinomem mocového meéchyre
(MIBC), kterym nebyla provedena
radikalni cystektomie

Cislo EUdraCT 2020-002620-36

Hlavni zkousejici XXX

Pracovisté studie XXX
Karolovo nam. 319
120 00 Praha, Ceska
republika

Whereas, Janssen has appointed CRO to procure the
services under this Agreement and to provide same to
Janssen;

Vzhledem ktomu, Ze, spolecnost Janssen povéfila klinickou
vyzkumnou organizaci (clinical research organisation, CRO)
zajistovanim sluzeb dle této smlouvy a jejich poskytovanim
spolecnosti Janssen;

Whereas, CRO has entered into a Clinical Trial
Agreement with the Study Site and Principal
Investigator as of 1%t of December 2021 (the “Clinical
Trial Agreement”) for the conduct of the Clinical Trial
involving the Study Product in accordance with the
Protocol; and

Vzhledem ktomu, Ze, CRO uzaviela k datu 1. prosinec 2021
smlouvu o klinickém hodnoceni s pracovistém studie a hlavnim
zkousejicim (dale ,smlouva o klinickém hodnoceni“) tykajici se
provadéni klinického hodnoceni zahrnujictho hodnoceny
pfipravek v souladu s protokolem;

Whereas, CRO has requested Provider to conduct
certain radiology services as further defined in Exhibit B
(the “Services”) in connection with the Clinical Trial,
which is sponsored by Regulatory Sponsor, involving
the Study Product according to the Protocol (including
subsequent Protocol amendments), and Exhibits which
forms an integral part hereof; and

Vzhledem k tomu, Ze, CRO pozadala poskytovatele o provadéni
urcitych: radiologickych/sluzeb, jak se dale definuje v Pfiloze B
(dale ,sluzby“), ve spojitosti sklinickym hodnocenim
sponzorovanym regulacnim zadavatelem, jez se tyka
hodnoceného pripravku a fidi se protokolem (véetné naslednych
dodatk( k protokolu), a prilohami, které tvofi nedilnou soucast
této smlouvy;

Whereas, Provider is equipped to perform the Services
and Provider has agreed to perform the Services on the
terms and conditions hereinafter set forth.

vybavenim
sluzeb za

Vzhledem k tomu, Ze poskytovatel disponuje
k poskytovani sluzeb asouhlasil s provadénim
podminek stanovenych v této smlouvé.




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

Proto nyni, s ohledem na uvedené predpoklady a vzajemné sliby
a zavazky uvedené v tomto dokumentu, vyjadfuji strany souhlas
s nasledujicim:

1.  Performance of the Services 1.  Poskytovani sluzeb

1.1 The parties agree that the Protocol, includingany | 1.1  Strany souhlasi, Ze protokol, véetné jakychkoli naslednych
subsequent Protocol amendments, incorporated dodatk( k protokolu, ktery je do této smlouvy zaclenén
by reference as Exhibit A if not attached hereto odkazem jako Priloha A, pokud neni ptipojen, ale je zndm
but known to all parties, and the other Exhibits viem stranam, jakozZ i dalsi ptilohy tvofi nedilnou soucast
form an integral part of this Agreement. této smlouvy.

1.2 Provider agrees to use best efforts and | 1.2 Poskytovatel souhlasi, Ze bude vyuzivat maximalni Usili
professional expertise to perform the Services in a odborné schopnosti ktomu, aby sluzby provadél
accordance with the Protocol, all applicable legal vsouladu s protokolem, vSemi platnymi pravnimi
and regulatory requirements, the identified aregulacnimi poZadavky, stanovenymi harmonogramy
timelines and the terms and conditions of this a podminkami této smlouvy. Sluzby, které maji byt
Agreement. The Services to be performed are poskytovany, jsou uvedeny v Pfiloze B k této smlouvé.
provided in Exhibit B to this Agreement.

1.3 Provider may appoint such other individuals as it | 1.3  Poskytovatel mlze za UcCelem asistence pti provadéni
may deem appropriate to assist in the conduct of sluzeb jmenovat takové dalsi osoby, jak uznd za vhodné.
the Services. Provider agrees to provide the staff Poskytovatel souhlasi, Ze poskytne personal a vybaveni
and the equipment required for the execution of potfebné k vykondni sluzeb, pficemz zajisti kvalitu prace
the Services, ensuring both the quality of the i poskytovanych informaci. Poskytovatel ponese
work and that of the information supplied. odpovédnost za sluzby provadéné jeho personadlem
Provider is responsible for the services a osobami, které budou poskytovatelem jmenovany
performed by its staff and those individuals it k provadénisluzeb, a zavazuje se zejména k tomu, Ze sluzby
appoints to assist in the conduct of the Services budou vykonavany kvalifikovanymi osobami. V pfipadé, Ze
and undertakes in particular to have the services bude poskytovatel k provadéni sluzeb dle této smlouvy
executed by competent persons. In the event vyuzivat sluzeb jinych osob, bude poskytovatel povinen se
that Provider uses the Services of others to ujistit, Ze jsou vSechny takové osoby fadné licencované
conduct the Services pursuant to this Agreement, a kvalifikované aspliuji podminky této smlouvy.
Provider shall be responsible for ensuring that all Poskytovatel ponese odpovédnost za jakékoli poruseni této
are appropriately licensed and credentialed and smlouvy takovymi osobami.
in compliance with the terms of this Agreement.
Provider shall be liable for any breach of this
Agreement by such individuals.
Where applicable, Provider shall ensure that Kde to lze pouzit, zajisti poskytovatel, aby se uréeny
designated staff or other individuals appointed personadl nebo dalSi osoby uréené k provadéni sluzeb
for the conduct of the Services attend all trainings zUcastnili vSech skoleni zajistovanych spole¢nosti Janssen,
conducted by Janssen, Study Site or its designee pracovistém studie nebo jimi jmenovanou osobou pro
for the proper performance of the Services in Ucely fadného provadéni sluzeb v souladu s protokolem,
accordance with the Protocol, safety and bezpecnostnimi pozZadavky a poZadavky na ohlasovani
reporting requirements, and any other applicable a jakymikoli dalSimi platnymi pokyny relevantnimi pro
guidelines relevant to the performance of the vykonavani sluzeb pro klinické hodnoceni.
Services for the Clinical Trial.

1.4 Additional Services: Without the prior written | 1.4 Dopliujici sluzby: Bez predchoziho pisemného souhlasu

consent of Janssen, Provider shall not conduct
any services or activities or facilitate third parties
to conduct any services or activities not required
by the Protocol or this Agreement on the data

spolecnosti Janssen nebude poskytovatel provadét Zzadné
sluzby ani cinnosti ani nebude najimat tfeti osoby
k provadéni sluzeb nebo Cinnosti, jez nevyzaduje protokol
nebo touto smlouvou, ve vztahu kdatlm ziskanym




derived from the Clinical Trial. Hereinafter, the
research described in the previous sentence shall
be referred to as “Additional Services”. In any
case where Janssen gives such approval, the
approved Additional Services shall be subject to
(i) the conclusion of another written agreement
between Provider and lJanssen, or (ii) an
amendment to the current Agreement. Provider
shall conduct all Additional Services in
compliance with all applicable regulations.
Without limiting any other remedy available by
law to Janssen, if Provider conducts Additional
Services in breach of this section, and such
Additional Services result in an Invention (as
defined in Section 8 below), Provider hereby
grants to Janssen or its designee an irrevocable,
worldwide, paid up, royalty-free, exclusive
license, with right of sub-license, to make, have
made, use, have used, sell, have sold, and import
any such Invention that results from such
Additional Services. This Section shall survive
termination or expiration of this Agreement.

z klinického hodnoceni. Vyzkum popsany v ptredchozi vété
bude ddle oznacovdn jako , dopliujici sluzby”. Kazdopadné
pokud spolecnost Janssen takovy souhlas vyda, bude pro
takové schvalené doplnujici sluzby nutno uzavfit (i) dalsi
pisemnou smlouvou mezi poskytovatelem a spolecnosti
Janssen, nebo (ii) dodatek ke stavajici smlouvé.
Poskytovatel bude veskeré dopliujici sluzby provadét pfi
dodrzovani vsech platnych predpistd. Aniz by tim byla
omezena jakdkoli napravna opatreni, jez mohou ze zdkona
nalezet spolecnosti Janssen, plati, Ze pokud poskytovatel
provadi doplnujici sluzby v rozporu s ustanovenimi tohoto
¢lanku a pokud takové dopliujici sluzby povedou
k vyndlezu (jak je tento pojem definovan v ¢lanku 8 nize),
udéluje timto poskytovatel spolecnosti Janssen nebo ji
jmenované osobé neodvolatelnou celosvétovou jiz
uhrazenou bezplatnou vyhradni licenci s prdvem
poskytovat podlicence na soucasné iminulé vytvéreni,
vyuzivani, proddvani adovazeni jakéhokoli takového
vynalezu, ktery je vysledkem dopliujicich sluzeb. Platnost
ustanoveni tohoto c¢lanku nekondi s ukonéenim nebo
uplynutim platnosti této smlouvy.

1.5 Delegation by Janssen to CRO. Janssen has | 1.5 Povéieni CRO spolecnosti Janssen. Spole¢nost Janssen
contracted with CRO, a clinical research najala klinickou vyzkumnou organizaci (CRO), aby dohlizela
organization, to supervise, monitor and manage na klinické hodnoceni, monitorovala je a fidila v souladu
the Clinical Trial in accordance with applicable s platnymi zdkony a touto smlouvou. Spole¢nost Janssen
laws and with this Agreement. Janssen has zmocnila CRO k zajisténi komunikace spolecnosti Janssen
authorized CRO to handle Janssen tykajici se klinického hodnoceni a této smlouvy se studijnim
communications with the Study Site, Principal pracovistém, hlavnim zkousejicim a poskytovatelem. Pokud
Investigator and Provider with respect to the by se tato situace méla kdykoli zménit, spole¢nost Janssen
Clinical Trial and this Agreement. Janssen shall o tom poskytovatele uvédomi. Aniz by tim byla dot¢ena
notify Provider should this situation change at jakdkoli prava spole¢nosti Janssen, jeZ ji plynou ztéto
any point. Without prejudice to any rights of smlouvy, poskytovatel bere na védomi, Ze CRO je podle této
Janssen under this Agreement, Provider smlouvy ptijemcem sluZzeb z pohledu DPH.
acknowledges that CRO is the VAT recipient of
services under this Agreement.

2. Term and Termination 2. Doba platnosti a ukonéeni

2.1 The term of this Agreement shall begin on the | 2.1 Smluvni obdobi této smlouvy zacind v den data ucinnosti.
Effective Date. The parties estimate that the Strany odhaduji, Ze sluzby budou ukonceny k datu uplynuti
Services will end on expiration of the effective doby platnosti nebo vypovézeni smlouvy o klinickém
period or termination of the Clinical Trial hodnoceni, nebudou-li ukonéeny dfive v souladu
Agreement, unless sooner terminated in s podminkami této smlouvy. Smluvni strany souhlasi s tim,
accordance with the terms hereof. The parties Ze smluvni obdobi mUZe byt na zdkladé pisemné vzajemné
agree that the term may be amended in writing dohody smluvnich stran zménéno.
by mutual agreement of the parties.

2.2 The Agreement may be terminated by either | 2.2 Tato smlouva mulzZe byt kdykoli ukoncena kteroukoli

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

smluvni stranou dle jejiho vlastniho rozhodnuti na zakladé
pfedem zaslané pisemné vypovédi, pficemz vypovédni
Ih(ta cini patnact (15) kalendarnich dnl. Mezi divody
ukonceni mohou mimo jiné patfit:




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

(i) poruseni smlouvy, véetné nedodrZovani
protokolu a platnych zakonu a predpis(;

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

(i) obdrzeni bezpecnostnich informaci, z nichz

vyplyva, Ze ukonceni je rozumné; nebo

(iii) the end of the Clinical Trial.

(iii) ukonceni klinického hodnoceni.

Notwithstanding the above, CRO and/or Janssen
may immediately terminate the Clinical Trial if,
within their/its sole judgement, 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, Provider
shall promptly end the performance of the
Services. In the event of termination hereunder,
other than as a result of a material breach by
Provider, the total sums payable by CRO pursuant
to this Agreement shall be equitably prorated for
actual Services performed until the date of
termination, with any unexpended funds
previously paid by CRO to Provider being
refunded to CRO.

Bez ohledu na vyse uvedené mlze CRO a/nebo Janssen
s okamzitou ucinnosti ukoncit klinické hodnoceni, pokud
se, na zakladé jeho/jejich vyhradniho posouzeni, bude
takové okamzité ukonceni jevit nezbytné s pfihlédnutim
k bezpecnosti pacientd nebo po obdrzeni dat naznadujicich
nedostateCcnou  Ucinnost. Po  obdrieni  vypovédi
poskytovatel bezodkladné ukonci provadéni sluzeb.
V ptipadé jakéhokoli ukonéeni dle této smlouvy jinak nez
v dlsledku podstatného poruseni smlouvy poskytovatelem
bude celkova castka splatnd CRO podle této smlouvy
proporciondlné upravena sohledem na skutecné
poskytnuté sluzby aZz do data ukonceni, jakékoli
nespotiebované prostiedky, jez predtim CRO poskytovateli
vyplatila, budou vraceny CRO.

2.3 Upon the earlier of the termination of the Clinical | 2.3  Pfi ukonceni klinického hodnoceni nebo této smlouvy,
Trial and termination of this Agreement, (a) podle toho, co nastane dfive, (a) poskytovatel bezodkladné
Provider shall immediately deliver to CRO and doruci CRO a spolecnosti Janssen veSkera data vytvorena
Janssen all data generated as a result of the v dUsledku klinického hodnoceni, veskeré dokumenty
Clinical Trial all documents and data provided by a vSechna data poskytnutd CRO nebo spolecnosti Janssen
CRO or Janssen and its respective affiliates, and a jejich pfislusnymi pfidruzenymi spole¢nostmi, jakoz
all Janssen Confidential Information, as defined in i dlvérné informace spolecnosti Janssen, jak jsou
Section 7.2 below, (b) Provider shall treat definovany v ¢l. 7.2 niZe, (b) poskytovatel bude nakladat se
materials provided by CRO or its respective vSemi materidly ziskanym od CRO nebo jejich pfislusnych
affiliates in accordance with instruction provided pridruzenych spole¢nosti vsouladu spokyny CRO /
by CRO/Janssen or its affiliates, and if spole¢nosti Janssen nebo jejich pfidruzenych spole€nosti;
CRO/Janssen requires the return of any materials pokud CRO/spoleénost Janssen pozaduje vraceni
Provider shall return them upon the instructions jakychkoli materidla poskytovatel jim je vrati na zakladé
of CRO/Janssen or its affiliates. This provision pokynl CRO / spolecnosti Janssen nebo jejich pridruzenych
does not apply to those documents that should spolecnosti. Toto ustanoveni se nevztahuje na dokumenty,
be maintained and retained by Provider at the které by mél poskytovatel uchovavat a ponechat na
Study Site, as defined in the Protocol and as pracovisti studie, jak jsou definovany v protokolu
required by applicable laws and regulations. a v souladu s poZadavky platnych zakon( a predpis(.

3. Authorizations 3. Povoleni

Janssen or CRO, acting as Janssen’s designee,
shall be responsible for fulfilling all authorization
formalities related to the conduct of the Clinical
Trial (such as submitting a clinical trial
application) and if required, for obtaining the
written authorization from the competent health
authorities prior to commencement of the

Spolecnost Janssen nebo CRO, jednajici na povéreni
spolecnosti Janssen ponese odpovédnost za splnéni vSech
formalit spojenych s povolenim tykajicich se provadéni
klinického hodnoceni (napfiklad podani Zadosti o
povoleni klinického hodnoceni) a v pfipadé potieby, téz za
ziskani pisemného povoleni ze strany pfislusnych




Clinical Trial and the Services under this zdravotnich Gradl pred zahajenim klinického hodnoceni a
Agreement. sluzeb v rdmci této smlouvy.

4, Reporting of Data 4, Hlaseni dat

4.1 Provider agrees to periodically and in a timely | 4.1 Poskytovatel souhlasi, Ze bude pravidelné avcas
manner provide the Data (as defined below) to poskytovat data (jak jsou definovana nize) CRO
CRO and Janssen and/or the Study Site in a a spolecnosti Janssen a/nebo pracovisti studie, ato
manner and format in accordance with Exhibit B zpUsobem ave formatu podle Prilohy B k této smlouvé
of this Agreement and any applicable Data a jakékoli prislusné smlouvy o spravé dat, kterou strany
Management Agreement separately entered into uzaviely samostatné (jez se tyka elektronického prenosu
between the parties (which governs electronic dat a informaci).
transfer of data and information).

4.2 Timely, accurate and complete Data submission | 4.2 Vcasné, presné a Uplné predavani dat spolecnosti Janssen
to Janssen is necessary to ensure payment in je nezbytné k zajiSténi poukazovdni plateb v souladu
accordance with Exhibit C of this Agreement. s Pfilohou C k této smlouvé.

5. Monitoring of Services — Audit - Inspections 5. Monitorovani sluzeb — audit - kontroly

5.1 Monitoring - Audit 5.1 Monitorovani - audit
During and for a period of 15 years after the term Po dobu platnosti této smlouvy a po dobu 15 let poté se
of this Agreement, Provider agrees to permit poskytovatel zavazuje, Ze dovoli zastupcim CRO,
representatives of CRO, Janssen and/or the spole¢nosti Janssen nebo pfislusSnym zdravotnim Graddm
competent health authorities (including, if (véetné, je-li to relevantni, amerického uradu FDA)
applicable, the US FDA) to examine at any v jakoukoli pfimérenou dobu béhem bézné pracovni doby
reasonable time during normal business hours: pfezkoumat:

(i) the facilities where the Services are (i) zafizeni, kde jsou sluzby provadény,
being conducted,

(i) the raw Clinical Trial data generated (i) nezpracovana data klinického hodnoceni
pursuant to the Services; and vytvorena v souladu se sluzbami]; a

(iii) any other relevant information (iii) jakékoli dalsi relevantni informace nezbytné
necessary to confirm that the Services k potvrzeni, Ze jsou sluzby provadény v souladu
are being conducted in conformance s protokolem av souladu s platnymi pravnimi
with the Protocol and in compliance aregulacnimi  pozadavky, vietné zakonl
with applicable legal and regulatory a predpist na ochranu a zabezpeceni soukromi.
requirements, including privacy and
security laws and regulations.

5.2 Inspections 5.2 Kontroly
Provider shall immediately notify CRO if a Poskytovatel bezodkladné uvédomi CRO, pokud pfislusny
competent health authority schedules or, zdravotni Urfad naplanuje nebo zahaji bez planovani
without scheduling, begins an inspection and kontrolu, a okamzité poté, co ji sam obdrzi, poskytne CRO
shall promptly, upon issuance, provide CRO a kopii jakékoli korespondence od zdravotniho uradu, jez
copy of any health authority’s correspondence z jakékoli takové kontroly vyplyne.
resulting from any such inspection.

5.3 Provider agrees to take any reasonable actions | 5.3  Poskytovatel souhlasi, Ze podnikne jakékoli rozumné kroky,

requested by CRO or Janssen to cure deficiencies
noted during an audit or inspection. In addition,

k nimz jej CRO nebo spolecnost Janssen vyzada, v zajmu
napraveni nedostatk(l zaznamenanych béhem auditu di




Janssen and CRO or their designees shall have the
right to review and approve any correspondence
to a competent health authority generated as a
result of such health authority’s inspection prior
to submission by Provider and, to the extent not
prohibited by law or by the applicable health
authority, the right to have a representative
present during any inspection.

kontroly. Kromé toho bude mit spole¢nost Janssen a CRO
nebo jimi povéfené osoby pravo prezkoumavat
aschvalovat  jakoukoli  korespondenci s pfislusnym
zdravotnim Ufadem, jeZ vznikne v navaznosti na kontrolu ze
strany takového zdravotniho Uradu, a to jesté pred tim, nez
poskytovatel korespondenci odesle, a pokud to nezakazuje
zakon ani pfislusny zdravotni urad, bude mit pravo na
pfitomnost svého zastupce béhem jakékoli kontroly.

5.4 The provisions of paragraphs 5.1,5.2 and 5.3 shall | 5.4 Ustanoveni odstavct 5.1, 5.2 a 5.3 zlistanou v platnosti i po
survive the termination or expiration of this ukonceni nebo uplynuti doby platnosti této smlouvy.
Agreement.

6.  Compliance with Applicable Laws 6. DodrZovani platnych zakoni

6.1 The parties agree to conduct the Services and | 6.1 Smluvni strany souhlasi, Ze budou provaddét sluzby
maintain records and Data during and after the a udrZovat zdznamy a data béhem doby platnosti této
term of this Agreement in compliance with all smlouvy a po jejim skonceni ve shodé se vsemi platnymi
applicable legal and regulatory requirements, as pravnimi a regula¢nimi pozadavky, stejné jako ve shodé
well as with generally accepted conventions such s obecné pfijimanymi konvencemi, napfiklad s Helsinskou
as the Declaration of Helsinki and the ICH-GCP deklaraci nebo pokyny ICH-SKP.
guidelines.

6.2 Healthcare Compliance with Anti-Corruption | 6.2 DodrZovani protikorupcnich zakonl a Zakona o korupcénich

Laws and Foreign Corrupt Practices Act (“FCPA”)

praktikich v zahrani¢i (Foreign Corrupt Practices Act,
»FCPA“) ve zdravotnictvi

Provider represents and warrants that neither
Provider, nor any of its directors, officers,
employees or agents (all of the foregoing,
collectively, “Provider Representatives”) has
taken any action that would result in a violation
by such persons of local or international anti-
bribery laws, rules or regulations applicable to
either or both Provider and Janssen (collectively
the “Anti-Corruption Laws”).

Poskytovatel prohlasuje a zarucuje, Ze ani poskytovatel ani
nikdo zjeho fteditelli, predstavitell, zaméstnanch ¢di
zastupcu (vSichni souhrnné dale ,zastupci poskytovatele®)
neproved| Zzadné kroky, které by vedly k poruseni mistnich
¢i mezinarodnich protikorupénich zakonu, pravidel Cci
predpist, jez se vztahuji na poskytovatele, spolecnost
Janssen ¢i oba tyto subjekty (souhrnné dale ,protikorupcni
zakony“).

Provider shall not, directly or indirectly, make any
payment, or offer or transfer anything of value,
or agree or promise to make any payment or
offer or transfer anything of value, to a
government official or government employee, to
any political party or any candidate for political
office or to any other third-party with the
purpose of influencing decisions related to
Janssen and/or its business in a manner that
would violate Anti-Corruption Laws.

Poskytovatel nepoukdaze pfimo ani nepfimo zadnou platbu
ani nenabidne ani neprevede cokoli hodnotného ani
nebude souhlasit ani neslibi, Ze poukaze platbu nebo
nabidne ci prevede cokoli hodnotného, zddnému viladnimi
Urednikovi ani vladnimu zaméstnanci, zadné politické
strané ani uchazeci o politicky Grad ani zadné jiné treti
osobé za ucelem ovlivnéni rozhodnuti tykajicich se
spoleénosti Janssen nebo jejiho podnikani zplGsobem, ktery
by byl v rozporu s protikorupénimi zakony.

Provider and Provider Representatives have
conducted and will conduct their businesses in
compliance with the Anti-Corruption Laws, and
Provider will have or follow the necessary
procedures to prevent bribery and corrupt
conduct by Provider Representatives.

Poskytovatel a zastupci poskytovatele vykondvaji a budou
vykondvat svou  obchodni  ¢innost ve  shodé
s protikorupénimi zdkony a poskytovatel bude mit nebo
dodrzi nezbytné postupy kprevenci Uplatkarstvi Cci
korupéniho chovani ze strany zastupcl poskytovatele.




Provider shall maintain effective internal
accounting control and shall make sure all
aspects of this Clinical Trial are recorded in its
books and records in an accurate, complete and
truthful way and that the documents on which
such books and records are based are in all major
aspects accurate, complete and true. Provider
shall maintain and provide Janssen and/or CRO
and its auditors and other representatives with
access to records (financial and otherwise) and
supporting documentation related to the subject
matter of the Agreement as may be requested by
Janssen and/or CRO in order to document or
verify compliance with the provisions of this
Section; and

Poskytovatel zajisti u¢innou interni ucetni kontrolu a zajisti,
aby byly do jeho knih a zaznamU vSechny aspekty tohoto
klinického hodnoceni zapisovany presné, uplné a pravdivé
a aby dokumenty, z nichz takové knihy a zdznamy vychazeji,
byly ve vsech dlleZitych aspektech presné, Uuplné
a pravdivé. Poskytovatel bude udrzovat zadznamy (financnii
jiné) a dopliujici dokumentaci tykajici se predmétu této
smlouvy a poskytovat k nim pfistup spole¢nosti Janssen
nebo CRO a jejich auditorim a dalsim zastupctm, jak to
muze spolecnost Janssen a/nebo CRO pozadovat za Ucelem
dokumentace nebo ovéreni shody s ustanovenimi tohoto
¢lanku; a

Notwithstanding  Section 2 (Term and
Termination) and 10 (Indemnification), if
Provider fails to comply with any of the provisions
of this Section, such failure shall be deemed to be
a material breach of the Agreement and, upon
any such failure, Janssen and/or CRO shall have
the right to terminate the Agreement with
immediate effect upon written notice to Provider
without Janssen and CRO having any financial
liability or other liability of any nature
whatsoever resulting from any such termination.

Bez ohledu na ustanoveni ¢lanku 2 (Doba platnosti
a ukonceni) a 10 (Odskodnéni) plati, Ze pokud poskytovatel
nedodrzi kterakoli ustanoveni tohoto ¢lanku, bude takové
nedodrzeni povazovano za podstatné poruseni smlouvy a
pfi kazdém takovém poruseni bude mit spolecnost Janssen
a/nebo CRO pravo smlouvu vypovédét sokamiZitou
ucinnosti predanim pisemné vypovédi poskytovateli,
pricemz spolecnost Janssen ani CRO za dlsledky takového
ukonceni neponesou zZadnou financni odpovédnost ani
odpovédnost Zadné jiné povahy.

6.3

Privacy & Data Security

6.3

Ochrana soukromi a osobnich tdajua

6.3.1

Scope. Each party agrees that its collection,
processing and disclosure of any data relating to
an identified or identifiable individual (“Personal
Information”) in connection with this Agreement
shall be governed by this Section 6.3 which sets
out general requirements for Personal
Information processing, and relevant Exhibits as
set out below. The parties recognize in particular
the existence of the following key processing
activities which are regulated between as
follows:

Provision of services: For the performance
of services under the Agreement, such
Processing is governed by Exhibit D, which
sets out the respective rights and
obligations of the parties in addition to
what is specified in this section 6.3.

a)

b) Staff members of Service Provider: Where
the Personal Information, including names
and contact details of staff members of

Service Provider is processed by Janssen as

6.3.1

Rozsah. Kazidd smluvni strana souhlasi stim, ze
shromazdovani, zpracovani a zpfistupnéni jakychkoli udaj
tykajicich se identifikované nebo identifikovatelné osoby
(ddle jen ,,osobni udaje”) v souvislosti s touto smlouvou se
fidi timto oddilem 6.3, ktery stanovi obecné pozadavky na
zpracovani osobnich adaji, a prislusnymi pfilohami
uvedenymi nize. Smluvni strany uznavaji zejména existenci
nasledujicich klicovych c&innosti zpracovani, které jsou
upraveny nasledujicim zplisobem:

Poskytovani sluzeb: pfi poskytovani sluzeb podle této
smlouvy se takové zpracovani fidi prilohou D, ktera
stanovi pfislusnd prava a povinnosti smluvnich stran
nad rdmec ustanoveni tohoto oddilu 6.3.

a)

b) Zaméstnanci poskytovatele sluzeb: pokud spolecnost
Janssen zpracovava osobni Udaje, vcetné jmen a
kontaktnich Udaji zaméstnancl poskytovatele

sluzeb, jak mGze byt vyZadovano podle této smlouvy.




6.3.2

may be required under the Agreement. In
addition to this Section 6.3, such
processing is governed by Exhibit E. Service
Provider and Janssen are independent
Controllers. That Exhibit contains a privacy
notice which Janssen requests the Service
Provider provide to staff members, whose
Personal Information may be disclosed to
Janssen.

Compliance with Laws. The parties agree to
comply with applicable laws and regulations
throughout the term of the Agreement, in
particular the EU General Data Protection
Regulation 2016/679 and related national laws.
The parties understand that they have a duty to
stay informed of possible changes to such Laws
throughout the course of this Agreement. The
parties mutually covenant not to knowingly place
the other in violation of applicable laws.

6.3.3 Security. The parties will implement all necessary

administrative, physical and technical safeguards
designed to protect Personal Information from
loss and unauthorized or accidental use, access,
acquisition, alteration, destruction, damage or
disclosure or breach of applicable privacy or data
protection law (“Privacy Incident”). Service
Provider will report without undue delay to
Janssen a Privacy Incident affecting Personal
Information under their control if such a Privacy
Incident relate to activities performed under the
Agreement.

6.3.2

6.3.3

Kromé tohoto oddilu 6.3 se takové zpracovani fidi
pfilohou E. Poskytovatel sluZzeb a spole¢nost Janssen
jsou nezavislymi spravci. Pfiloha E obsahuje
oznameni o ochrané soukromi, které spolecnost
Janssen pozaduje, aby poskytovatel sluzeb poskytl
zaméstnancim, jejichz osobni Udaje mohou byt
spolecnosti Janssen sdéleny.

Soulad se zakonem. Po celou dobu platnosti smlouvy se
smluvni strany zavazuji dodrZovat platné zakony a
predpisy, zejména obecné nafizeni o ochrané osobnich
Gdaji EU 2016/679 a souvisejici vnitrostatni zakony.
Smluvni strany jsou srozumény, Ze po dobu platnosti této
smlouvy maji povinnost se informovat o moznych zménach
vSech téchto pravnich predpisd. Smluvni strany se
vzajemné zavazuji, Ze védomé neuvedou druhou stranu do
rozporu s platnymi zakony.

Zabezpeceni. Smluvni strany zavedou veskera nezbytna
administrativni, fyzickd a technickd bezpecnostni opatreni
urend kochrané osobnich Udaji pred ztratou a
neopravnénym nebo nahodnym pouzitim, pFistupem,
ziskdnim, pozménénim, znicenim, poskozenim i
zptistupnénim nebo porusenim platnych zdkont o ochrané
soukromi nebo osobnich Udaji (dale jen ,incident tykajici
se ochrany osobnich Gdajd“). Poskytovatel sluzeb bez
zbyte¢ného odkladu ohlasi spole¢nosti Janssen incident
v oblasti ochrany osobnich udajl, ktery se tyka osobnich
Udaju pod jeho kontrolou, pokud se takovy incident tyka
¢innosti provadénych podle této smlouvy.

6.3.4

Transfers. Each party will ensure that it complies
with limitation on transferring Personal
Information across borders pursuant to
applicable Laws. Janssen may transmit Personal
Information 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 do not provide an
adequate level of Personal Information
protection. 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

6.3.4

Pfredavani. Kazda smluvni strana zajisti, aby dodrZovala
omezeni preshrani¢niho predavani osobnich udaji podle
platnych zdkon(. Spole¢nost Janssen mizZe predavat osobni
Udaje jinym pridruzenym subjektlm ze skupiny Johnson &
Johnson a jejich pfislusnym zastupcim, napfiklad CRO,
kdekoli na svété. V souladu s tim mohou byt osobni Udaje
pfendseny do zemi mimo Evropsky hospodarsky prostor
(EHP), napfriklad do Spojenych statl, u nichz EU urcila, Ze
aktualné neposkytuji adekvatni Uroven ochrany osobnich
udaji. Spolecnost Janssen ajeji pridruzené subjekty
spole¢nosti ze skupiny Johnson & Johnson a pfislusni
zastupci a CRO budou uplatfiovat adekvatni postupy
k zajisténi ochrany takovych osobnich udajl, jako se to
pozaduje v EHP. Osobni Udaje mohou byt téZ sdélovany
v souladu s pozadavky jednotlivych regulacnich agentur
nebo platnych pravnich predpis, napfiklad pro ucely
hldseni zavaznych nezadoucich pfihod.




Information may also be disclosed as required by
individual regulatory agencies or applicable law,
such as to report serious adverse events.

6.4

In the event that any part of this Agreement 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.

6.4

V ptipadé, Ze se zjisti, ze kterakoli ¢ast této smlouvy je
v rozporu s platnymi zakony a predpisy, zavazuji se strany
v dobré vife vyjednat revize ustanoveni, jeZ je nebo jsou
v takovém rozporu. Pokud se smluvnim strandm nepodafri
vyjednat nové nebo upravené podminky, jak je to tfeba
v zajmu uvedeni celé smlouvy do souladu, muize kterakoli
smluvni strana tuto smlouvu vypovédét predanim pisemné
vypovédi druhé smluvni strané ve vypovédni Ih(té Sedesati
(60) kalendarnich dna.

Ownership of Data - Confidentiality

Vlastnictvi udaja — dlivérnost

7.1

Ownership of Data

7.1

Vlastnictvi udaja

All data, including but without limitation written,
printed and/or graphic material, test results,
studies and other information generated by
Provider in performing the Services (the “Data”)
shall be the property of Janssen or its designee,
which may utilize the Data in any way it deems
appropriate, subject to compliance with
applicable data protection laws and the terms of
this Agreement. Any copyrightable work created
in connection with the performance of the
Services and contained in the Data shall be
considered a “work made for hire” to the fullest
extent permitted by law and owned by Janssen or
its designee. Provider may not use the Data for
any commercial purposes including the filing of a
patent 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.

Veskerd data, véetné mj. pisemnych, tisténych a/nebo

grafickych material(, vysledkd testl, studii a dalSich
informaci  vytvofenych  poskytovatelem v prlbéhu
provadéni sluzeb (dale ,data“) budou majetkem

spoleénosti Janssen nebo ji uréené osoby, jeZz muiZe tato
data vyuZivat jakymkoli zplisobem, jak to uzna za vhodné,
pod podminkou dodrzeni platnych zdkonl na ochranu
osobnich Udajl a podminek této smlouvy. Jakékoli dilo, jeZ
Ize chranit autorskym pravem, vytvorené ve spojitosti
s poskytovdnim sluZzeb a které je obsaZeno v datech, bude
povazovdno za ,dilo na zakdzku” v nejplnéjsSim rozsahu,
ktery zakon pfipousti, a bude vlastnéno spole¢nosti Janssen
nebo ji uréenou osobou. Poskytovatel nesmi vyuZivat data
k Zddnym komer¢nim ucelim, napfiklad pro podani
patentové prihlasky nebo k pfedloZeni dat na podporu
jakékoli soucasné nebo budouci patentové prihlasky, at uz
k vlastnimu prospéchu nebo ku prospéchu jakéhokoli
komercniho subjektu, véetné vyuZiti dat pro podporu
vyzkumu nebo pro jakykoli komeréni subjekt ¢i ve
spolupraci s nim. Ustanoveni tohoto odstavce zlstanou
v platnosti i po ukonceni nebo vyprseni platnosti této
smlouvy.

7.2

Confidentiality

7.2

Dlvérnost udaji

All information, including, but not limited to,
information relating to the Study Product, the
Protocol, the operations of Janssen and its
affiliates, such as patent applications, formulas,
manufacturing processes, basic scientific data,
prior clinical data and formulation information
supplied by Janssen or CRO to Provider or other
personnel involved with the Services and not
previously published (“Janssen Confidential

Veskeré informace, véetné mimo jiné informaci tykajicich
se  hodnoceného  pfipravku, protokolu, operaci
provadénych spolecnosti Janssen a jejimi pfidruzenymi
spole¢nostmi, napriklad patentové prihlasky, vzorce,
vyrobni procesy, zakladni védecka data, drivéjsi klinicka
data ainformace o sloZeni, dodané poskytovateli nebo
jinému persondlu zapojenému do poskytovani sluzeb
spolecnosti Janssen nebo CRO, jez nebyly dfive zvefejnény
(dale ,,dlvérné informace spolec¢nosti Janssen), stejné jako




Information”), as well as Data, is considered
confidential and shall remain the sole property of
Janssen or its affiliated companies. Both during
and after the term of this Agreement, Provider
will use diligent efforts to maintain in confidence
and use only for the purposes contemplated in
this Agreement:

data, jsou povaZovany za dlivérné a zlstanou ve vyhradnim
vlastnictvi spole¢nosti Janssen nebo jejich pfidruzenych
spole¢nosti. BEhem doby platnosti této smlouvy i po jejim
skonceni bude poskytovatel vyvijet vytrvalé usili, aby zajistil
dlvérnost nasledujicich informaci, a bude je vyuZivat pouze
pro ucely zamyslené v této smlouvé:

(i) Janssen Confidential Information,

(i) davérné informace spolecnosti Janssen,

(ii) 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 Provider, and

(ii) informace, které by rozumny ¢lovék povazoval za
divérné a chranéné informace spolecnosti
Janssen a jejich pridruzenych spolec¢nosti, které
jsou sdéleny poskytovateli spolecnosti Janssen
nebo jejim jménem, a

(iii) the Data.

(iii) data.

Provider is bound by professional secrecy in
relation to the said documents, in relation to the
nature of the Study Product, the Services itself
and the results from the Services. The preceding
obligations shall not apply to Janssen Confidential
Information, Data or information that falls under
Section 7.2(ii), (a) which has been published
through no fault of Provider or (b) which Janssen
agrees in writing, may be used or disclosed. The
provisions in this Section shall survive the
termination or expiration of this Agreement.

Pokud jde o uvedené dokumenty, je poskytovatel vdzan
profesni povinnosti mlcenlivosti ve vztahu k povaze
hodnoceného ptipravku, vlastnich sluzeb i vysledkl sluzeb.
Pfedchozi povinnosti se nevztahuji na divérné informace
spolecnosti Janssen, data nebo informace, kterych se tyka
odstavec 7.2(ii), které (a) byly zvefejnény, aniz by se tak
stalo pochybenim poskytovatele, nebo (b) s jejichZz pouZitim
nebo sdélenim spolecnost Janssen pisemné vyjadrila
souhlas. Ustanoveni tohoto ¢lanku zlstanou v platnostii po
ukonceni nebo vyprseni platnosti této smlouvy.

7.3 Provider warrants the compliance of all its staff | 7.3  Poskytovatel ruci za dodrZovani ustanoveni tohoto c¢lanku 7
and other personnel involved with the Services viemi svymi pracovniky a dalSim persondlem ucastnicim se
with the provisions of this Section 7. poskytovani sluzeb.

8. Patents 8. Patenty

It is recognized and understood that the
inventions and technologies of Janssen and its
affiliates, Provider existing on the Effective Date
are their separate property respectively and are
not affected by this Agreement. All rights to any
discovery or invention, whether patentable or
not, conceived or conceived and reduced to
practice as a result of the Services conducted
under this Agreement (an “Invention”) shall
belong to Janssen or its designee. Provider shall
promptly disclose to Janssen any Invention.
Provider agrees to assign (and shall cause all
personnel involved with the Services to assign) to
Janssen or its designee, at the request of Janssen,
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. Provider shall

Poskytovatel bere na védomi a je srozumén, Ze vynalezy
a technologie spolecnosti Janssen a jejich pridruzenych
spoleCnosti  existujici kdatu Ucéinnosti  predstavuji
samostatné vlastnictvi a touto smlouvou nejsou dotcéeny.
Veskera prava na jakékoli objevy nebo vynalezy, at jiz je
mozné je patentovat, i nikoli, jeZz byly objeveny nebo
objeveny auvedeny do praxe jako vysledek sluzeb
poskytovanych dle této smlouvy (dale ,vyndlez“) ndlezi
spolecnosti Janssen nebo ji jmenované osobé. Poskytovatel
je povinen bezodkladné o jakémkoli vyndlezu informovat
spole¢nost Janssen. Poskytovatel se zavazuje na Zddost
spole¢nosti Janssen postoupit vyhradni vlastnictvi vSech
vynalezU spolecnosti Janssen nebo ji uréené osobé
(a zajistit, aby takové postoupeni provedl ivsSechen
persondl zapojeny do poskytovani sluzeb). Spolecnost
Janssen ma pravo, nikoli vSak povinnost, podat ve vztahu
k jakémukoli vynalezu patentovou pfihlasku, soudné patent
vymahat Ci uplatiiovat. Poskytovatel podepise a zajisti, aby




execute, and shall have its employees and all
personnel involved with the Services execute, all
documents necessary to transfer all right, title
and interest in and to any Invention to Janssen or
its designee and shall be responsible for
performing all those activities and making all
payments and compensation for all such
Inventions made by its employees and/or agents,
as provided for under applicable law, to permit
Janssen or its designee to own and use all such
Inventions.

ijeho zaméstnanci aveskery persondl zapojeny do
poskytovani sluzeb podepsali veskeré dokumenty nezbytné
k pfenosu vSech prav, vlastnickych tituld a narokd ve vztahu
k jakémukoli vynalezu na spolecnost Janssen nebo ji
ur¢enou osobu, a bude povinen provést vSechny takové
¢innosti a platby a odmény za vSechny takové vynalezy
objevené jeho zaméstnanci a/nebo zastupci, jak to pozaduji
platné pravni predpisy, aby zajistil, Ze spolecnost Janssen
nebo ji uréend osoba muize vSechny takové vynalezy vlastnit
a vyuzivat.

Provider warrants that all personnel involved in
performing Services under this Agreement are
employees or agents of Provider and are
obligated to assign to Provider all inventions and
discoveries made in the course of their
employment or agency, either by written
agreement or by the terms of their employment.

Poskytovatel ruci za to, Ze vsichni pracovnici zapojeni do
poskytovani sluzeb dle této smlouvy jsou zaméstnanci i
zastupci poskytovatele aze jsou povinni postoupit
poskytovateli vSsechny vyndlezy a objevy u¢inéné v pribéhu
jejich zaméstnani nebo vykonu funkce, bud na zakladé
pisemné smlouvy, nebo dle podminek jejich zaméstnani.

The provisions in this Section 8 shall survive the
termination or expiration of this Agreement.

Ustanoveni tohoto c¢lanku 8 zUstanou v platnosti ipo
ukonceni nebo uplynuti platnosti této smlouvy.

9. Compensation 9. Odména

9.1 The budget and compensation to be paid for the | 9.1 RozpocCet aodménu, jez ma byt vyplacena za sluzby,
Services is contained in Exhibit C. Payment shall obsahuje Ptiloha C. Platba bude splatnd v souladu
be due and payable in accordance with the s harmonogramem uvedenym v Pfiloze C.
schedule set forth in Exhibit C.

9.2 The parties acknowledge and agree that the | 9.2 Smluvni strany berou na védomi asouhlasi, Ze odména

compensation and support provided by CRO to a podpora poskytovand poskytovateli od CRO dle této
Provider pursuant to this Agreement represents smlouvy predstavuje trini hodnotu sluzeb provadénych
the fair market value for the Services performed poskytovatelem, byla sjedndana jako trini transakce
by Provider, has been negotiated in an arms- a nebyla urcena zpUsobem, ktery by zohledrioval objem
length transaction, and has not been determined nebo hodnotu jakychkoli doporuceni ¢&i jinych transakci
in a manner that takes into account the volume jinak generovanych mezi spole¢nosti Janssen a jejimi
or value of any referrals or other business pridruzenymi subjekty a poskytovatelem.
otherwise generated between Janssen and its
affiliates and Provider.
Nothing contained in this Agreement shall be Nic, co tato smlouva obsahuje, nelze nijak interpretovat
construed in any manner as an obligation or jako zavazek ¢i pobidku pro poskytovatele, aby jakékoli
inducement for Provider to recommend that any osobé ¢i jakémukoli subjektu doporucoval kupovat
person or entity purchase Janssen’s products or produkty spolecnosti Janssen nebo jakéhokoli subjektu
those of any entity affiliated with Janssen. pfidruzeného ke spole¢nosti Janssen.

9.3 Provider shall not bill any third-party for any | 9.3 Poskytovatel nesmi zZadné sluzby Gctovat zadné treti strang,

Services, nor for any Study Product or other items
or services furnished by Janssen or CRO in
connection with these Services, or any services
provided to patients in connection with the
Clinical Trial for which payment is made as part of
the Services, except as may be specifically

ani za hodnoceny pfipravek, ani za jiné polozky ¢i sluzby
poskytované spolecnosti Janssen nebo CRO ve spojitosti
s témito sluzbami, ani za sluzby poskytované pacientiim ve
spojitosti s klinickym hodnocenim, za které obdrzi platbu
vramci sluzeb, svyjimkou pfipadd, kdy je to specificky
povoleno standardy pro odménu stanovenymi v Ptiloze C.




authorized by the compensation standards set
forth in Exhibit C.

9.4

Provider will invoice its services under this
Agreement exclusively to CRO.

9.4

Poskytovatel bude své sluzby dle této smlouvy fakturovat
vyhradné CRO.

10.

Indemnification

10.

Odskodnéni

10.1

Janssen shall defend, indemnify and hold
harmless Provider, its trustees, officers, agents
and employees from any and all losses, costs,
expenses, liabilities, claims, actions and damages,
based on a personal injury to a Clinical Trial
patient directly caused by procedure or process
in accordance with the Protocol during the
course of the Services.

10.1

Spole¢nost Janssen odskodni abude branit a hdjit
poskytovatele, jeho spravni organy, prfedstavitele, zastupce
a zaméstnance pred jakymikoli ztratami, naklady, vydaji,
rucenim, ndroky, zalobami a Skodami zaloZzenymi na osobni
zdravotni Ujmé pacienta klinického hodnoceni pfimo
zpUsobené v dlsledku procedury ¢i postupu v souladu
s protokolem béhem poskytovani sluzeb.

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, Provider shall defend, indemnify and
hold harmless Janssen, for actions or claims in
any way arising from or caused by the willful,
reckless, or negligent acts or omissions, or
professional malpractice of Provider or any of its
officers, agents or employees in providing the
Services, or arising from or caused by any of their
failures to comply with the terms of this
Agreement, with CRO’s or Janssen’s written
recommendations and instructions related to the
performance of the Services, the Protocol or with
any applicable legal and regulatory requirements.

10.2

Vyse uvedeny zavazek spole¢nosti Janssen, jak je definovan
v odstavci 10.1, se nevztahuje na odSkodnéni nakladl
a spolecnost Janssen nebude povinna ods$kodnit takové
naklady ave skutecnosti bude povinen k odskodnéni,
branéni a hdjeni spolecnosti Janssen poskytovatel, jestlize
takové Zaloby nebo naroky vzniknou nebo jsou zpUsobeny
zamérnym nebo nedbalym jednanim ¢i opomenutim, nebo
nespravnym postupem poskytovatele ¢i jeho predstaviteld,
zastupcl nebo zaméstnancl poskytujicich sluzby, nebo
vzniknou nebo jsou zplsobeny tim, Ze tyto osoby nedodrzi
podminky této smlouvy, pisemna doporuceni nebo pokyny
CRO nebo spole¢nosti Janssen tykajici se poskytovani
sluzeb, protokolu nebo jiné platné pozadavky pravnich
predpist nebo regulaénich organd.

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

Povinnosti odskodniujici strany dle téchto ustanoveni plati
pouze za podminky, Ze ji druhd strana uvédomi
bezodkladné poté, co obdrii ozndmeni o takovém naroku
nebo Zalobé, umozni odskodnujici strané a jejim pravnim
zadstupcim a pracovnikim ujmout se obhajoby v ramci
takovych narokul ¢i Zalob, mj. v ramci predbézného fizeni,
fizeni ¢i vyrovnani, a odSkodfiovana strana bude pfi takové
obhajobé poskytovat plnou soucinnost a asistenci. Plati
vsak, Ze odskodnujici strana nebude zprosténa svych
zavazkQl dle téchto ustanoveni, pokud skuteénosti, Ze
odskodnovana strana odskodnujici stranu o takovém
naroku neinformovala, neni obhajoba takového naroku
odskodnujici stranou nijak dotéena. Odskodriovana strana
dale souhlasi, Ze bez predchoziho pisemného souhlasu
odskodnujici strany nepfistoupi v ramci Zadného takového
naroku ¢i Zaloby na vyrovnani ani kompromis.

11.

Insurance

11.

Pojisténi




Institution declares that it has and will maintain
in full force and effect throughout the term of
providing Services , the liability insurance in
accordance with the § 45/ 2n) Act no. 372/2011
Coll., on Health Services as amended.

Janssen declares it has secured insurance
coverage required for clinical trials in accordance
with § 52-part 3 f) Act no. 378/2007 Coll., on
Pharmaceuticals as amended and such insurance
covers also providing Services pursuant to this
Agreement.

Upon request, each party required to maintain
insurance pursuant to this Agreement shall
provide the other party with certificates of
insurance evidencing the required insurance
coverage.

Poskytovatel prohlasuje, Ze budepo celou dobu
poskytovani sluZzeb udrZovat pojisténi dle § 45 odst. 2 pism.
n) zdkona ¢. 372/2011 Sb., o zdravotnich sluzbéach, ve znéni
pozdéjsich predpisu.

Spole¢nost Janssen prohlasuje, Ze uzavrela pojisténi
odpovédnosti za Skodu zplsobenou klinickym hodnocenim
v souladu s ustanovenimi § 52 odst. 3, pism. f) zdkona ¢.
378/2007 Sb., o léCivech, a Ze toto pojisténi se vztahuje i na
poskytovani sluzeb dle této smlouvy.

Kterdkoli smluvni strana, jez ma dle této smlouvy mit
pojisténi, poskytne na vyzadani druhé strané pojistné
certifikaty, jez pozadované pojistné kryti dokladaji.

12. Financial Disclosure - Debarment 12. Majetkové prizndni — vylouceni

12.1 Provider agrees to provide all information to CRO | 12.1 Poskytovatel souhlasi, Ze bude CRO nebo spolecnosti
or Janssen necessary to comply with any Janssen poskytovat veskeré informace, jak je to tfeba ke
disclosure requirements mandated by any splnéni jakychkoli oznamovacich pozadavk( pfislusnych
competent health authority (including, if zdravotnich uradu (véetné amerického uradu FDA, pokud je
applicable, the US FDA), relevant trade to relevantni), pfrislusnych oborovych asociaci nebo
association or similar body, or other applicable podobnych organl, ptipadné jinych platnych narodnich
national or local laws, including any information nebo mistnich pravnich predpist, vcetné jakychkoli
required to be disclosed in connection with any informaci, jejichz poskytovani se pozaduje ve spojitosti
financial relationship between Janssen, its s jakymkoli financnim vztahem mezi spolecnosti Janssen,
affiliates and agents of the Johnson & Johnson jejimi  pridruzenymi spolecnostmi a zastupci skupiny
group of companies on one hand, and on the Johnson & Johnson na strané jedné a poskytovatelem
other hand, Provider involved in the Services/any zapojenym do poskytovani sluzeb ¢i jinym zdstupcem nebo
other agent or employee of Provider. This zaméstnancem poskytovatele na strané druhé. Tento
disclosure requirement may require disclosure of oznamovaci poZzadavek mizZe vyZadovat sdéleni informaci
information  involving  immediate  family tykajicich se blizkych rodinnych pfislusnikll  osob
members of those involved in the Services. zapojenych do poskytovani sluzeb.

12.2 Provider confirms that there is no conflict of | 12.2 Poskytovatel potvrzuje, Ze mezi smluvnimi stranami
interest between parties that would inhibit or neexistuje zadny stret zajm{(, ktery by poskytovateli branil
affect Provider’'s performance under this poskytovat sluzby dle této smlouvy nebo na jejich
Agreement and Provider confirms that its poskytovani mél vliv, a poskytovatel potvrzuje, Ze jeho
performance under this Agreement does not plnéni této smlouvy neporusuje Zadné jiné smlouvy se
violate any other agreement with third parties. tfetimi stranami. Poskytovatel bezodkladné uvédomi CRO,
Provider will promptly inform CRO if any conflict pokud by béhem plnéni této smlouvy néjaky stret zajmu
of interest arises during the performance of this vznikl.

Agreement.
12.3 Provider shall not employ, contract with or retain | 12.3 Poskytovatel nebude zaméstndvat, najimat ani si udrZovat

any person directly or indirectly to perform the
Services under this Agreement if such a person (i)
is debarred by a competent health authority
(including, if applicable, the US FDA) or (ii) has
been sentenced for malpractice related to the

Zzadnou osobu pfimo nebo nepfimo poskytujici sluzby dle
této smlouvy, pokud je takovd osoba (i) vylouéena z vykonu
profesni ¢innosti pfislusSnym zdravotnim uradem (véetné
amerického ufadu FDA, pokud je to relevantni) nebo (ii)
byla potrestdna na nedbalost tykajici se sluieb nebo




Services or the conduct of clinical trials. Upon
written request from CRO, Provider shall, within
ten (10) calendar 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 Provider shall immediately
notify CRO of any change in the status of the
representation and warranty set forth in this
Section.

provadéni klinickych hodnoceni. Na zdkladé pisemné
Zadosti CRO poskytne poskytovatel ve |h(té deseti (10)
kalendarnich dnl potvrzeni, Ze vySe uvedeny zavazek
dodrzZuje. Takové prohlaseni a zaruka bude mit pribéznou
povahu abude platit po dobu platnosti této smlouvy.
Jakoukoli zménu stavu takového prohlaseni a zaruky, jak se
stanovuje vtomto ¢lanku, bude poskytovatel povinen
bezodkladné ozndmit CRO.

13. Independent Contractor 13. Nezavisly smluvni dodavatel
Provider is acting in the capacity of independent Poskytovatel vystupuje jako nezavisly smluvni dodavatel
contractor hereunder and not as employees or dle této smlouvy a nikoli jako zaméstnanec nebo zastupce
agents of CRO or Janssen or Regulatory Sponsor. CRO nebo spolecnosti Janssen nebo zadavatele.
14. Publicity 14. Propagace
None of the parties shall use the name of any Zadna ze smluvnich stran nesmi pouZivat jméno jiné
other party or any affiliate of any other party for smluvni strany ani Zzadné pridruzené spolecnosti jiné strany
promotional purposes without the prior written k propagacnim ucelim, aniz by méla predchozi pisemny
consent of the party whose name is proposed to souhlas strany, jejiz jméno navrhuje vyuzit. Stejné tak nesmi
be used, nor shall either party disclose the zadna smluvni strana informovat o existenci ani podstaté
existence or substance of this Agreement except této smlouvy, kromé pripadl, kdy to vyZaduji pravni
as required by law. predpisy.
15. Notice 15. Ozndmeni
Any notices given hereunder shall be sent by first Jakdkoli oznameni pfedavana dle této smlouvy je treba
class mail, by fax or personally delivered, with zasilat doporucené avyplacené postou, faxem nebo
postage prepaid, as follows: dorucovat osobné takto:
TO: Pharmaceutical Research Associates KOMU: Pharmaceutical Research Associates CZ, s.r.o.,
CZ,s.r.0., Praha 7, Jankovcova 1569/2c, Praha 7, Jankovcova 1569/2c, PSC: 170 00, Ceska
PSC: 170 00, Czech Republic republika
TO: Janssen Research &Development LLC, KOMU: Janssen Research &Development LLC, Route 202
Route 202 South Raritan, New Jersey South Raritan, New Jersey 08869 USA
08869, the USA
TO: Vseobecna fakultni nemocnice v Praze, U KOMU: Vseobecnd fakultni nemocnice v Praze, U
Nemocnice 499/2, 128 08 Praha 2, Nemocnice 499/2, 128 08 Praha 2 Ceska
Czech Republic | republika
16. Third-party Beneficiary 16. Obmyslena tieti strana
Regulatory Sponsor shall be deemed a third-party Regulaéni zadavatel je povaiovdn za obmyslenou treti
beneficiary to this Agreement. stranu této smlouvy.
17.  Assignment 17.  Postoupeni




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, and shall use reasonable efforts to
provide prior written notice thereof to Provider.
Provider shall not assign its rights or duties under
this Agreement to another without prior written
consent of CRO and Janssen. Any assignment in
violation of this Section 17 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 ispole¢nost Janssen maji pravo tuto smlouvu
postoupit kterékoli ze svych pfisluSnych pfidruzenych
spoleénosti. Kromé toho miZe Janssen postoupit tuto
smlouvu kterékoli tfeti strané. V ptipadé takového
postoupeni CRO nebo spoleénost Janssen, dle okolnosti,
vynalozi pfimérené usili, aby o ném poskytovatele pisemné
predem uvédomily. Poskytovatel nepostoupi sva prava ani
povinnosti plynouci z této smlouvy jinému subjektu bez
predchoziho pisemného souhlasu CRO a spolecnosti
Janssen. Jakékoli postoupeni uskuteénéné v rozporu
stimto ¢lankem 17 bude neplatné. Svyhradou vyse
uvedeného plati, Ze tato Smlouva je zavazna a pusobi ve
prospéch prislusnych smluvnich stran ajejich nastupcl
a postupnika.

18. Miscellaneous 18. Ruzné

18.1 This Agreement may not be altered, amended or | 18.1 Tuto smlouvu je mozné zmeénit, pozménit ¢i modifikovat
modified except by written document signed by vyhradné formou pisemného dokumentu podepsaného
all parties. vSemi stranami.

18.2 This Agreement constitutes the complete | 18.2 Tato smlouva predstavuje kompletni ujednani smluvnich
agreement of the parties with respect to the stran sohledem na predmét smlouvy. Tato smlouva
subject matter hereof. It expressly supersedes vyslovné nahrazuje jakakoli pfedchozi nebo soucasna ustni
any prior or contemporaneous oral or written i pisemna prohlaseni ¢i ujednani.
representations or agreements.

18.3 Provider understands and agrees that this | 18.3 Poskytovatel je srozumén a souhlasi, Ze tuto smlouvu
Agreement is being signed by CRO in its own podepisuje CRO svym vlastnim jménem jako smluvni
name as a contracting party receiving services strana, jez je pfijemcem sluzeb poskytovanych dle této
under this Agreement and in addition, in a smlouvy, anavic tuto smlouvu CRO podepisuje ze
separate capacity, CRO also signs this Agreement samostatného titulu také jménem spole¢nosti Janssen a ve
in the name of Janssen and for Janssen’s benefit. prospéch spole¢nosti Janssen.

18.4 If any part of this Agreement is found to be | 18.4 Pokud bude jakdkoli ¢&ast této smlouvy shledana
unenforceable, the rest of this Agreement will nevynutitelnou, zbyvajici ¢asti této smlouvy zlstanou
remain in effect. The provisions of Sections 4, 5, ucinné. Ustanoveni ¢lanka 4, 5, 6,7, 8, 11,12, 14,16, 17 a
6, 7, 8, 11, 12, 14, 16, 17 and 18 shall survive 18 zlistavaji v platnosti i po ukonéeni této smlouvy.
termination of this Agreement.

18.5 If a provision of the Agreement conflicts with a | 18.5 Pokud bude néjaké ustanoveni této smlouvy v rozporu

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

s ustanovenim protokolu, bude mit protokol vyssi platnost
ve vécech tykajicich se mediciny, védy a provadéni
klinického hodnoceni. Ve vSech ostatnich pfipadech
rozporl bude mit vySsi platnost smlouva. Pokud bude
kterékoli ustanoveni definované v ptilohach vrozporu
s kterymkoli ustanovenim této smlouvy, budou mit
podminky pfiloh vyssi platnost.

19. Agreement Registry in the Czech Republic

19. Registr smluv Ceské republiky




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 Agreement Registry as a public
administration information system pursuant to
section 5(1) of Act No. 340/2015 Coll., on special
conditions for the effectiveness of some
contracts, the disclosure of these contracts and
on registers of contracts (the “Act on Agreement
Registry”). Institution is obliged to publish the
Agreement within 10 days following the date of
last signature of the Agreement.

Institution will publish Agreement version
prepared and provided by Janssen on the date of
signature at the latest. This version will be in
machine readable format in electronical version
send to the email: okh@vfn.cz. Agreement shall
enter in force on the day of the last signature, and
it takes effect upon publication in the Agreement
Registry.

Notification about publication from administrator
of Agreement Registry will be send to the Janssen
to responsible person’s email: xxx. The estimated
Agreement value is CZK 234,000.00.

Poskytovatel se zavazuje zajistit uverejnéni smlouvy
s vyjimkou obchodniho tajemstvi a ostatnich informaci,
které by mély byt ztohoto zverejnéni vylouceny (napft.
osobni Udaje), prostfednictvim registru smluv jako
verejného spravniho informacéniho systému ve smyslu
§ 5(1) zdkona ¢.340/2015 Sb., o zvlastnich podminkach
ucinnosti nékterych smluv, uverejiovani téchto smluv
a o registru smluv (,,zakon o registru smluv“). Poskytovatel
je povinen uverejnit smlouvu do 10 dnt od data posledniho
podpisu smlouvy.

Poskytovatel uverejni verzi této smlouvy, kterou mu za timto

Ucelem pfripravi a poskytne spolec¢nost Janssen nejpozdéji
vden podpisu této smlouvy, a to v strojové CcCitelném
formatu v elektronické podobé zaslanim na emailovou
adresu okh@vfn.cz. Smlouva nabyvd platnosti dnem
podpisu smluvnimi stranami a ucinnosti dnem uverejnéni v
registru smluv. Notifikace spravce registru smluv o
uverejnéni smlouvy bude zasldana na e-mail povérené osoby
spole¢nosti Janssen xxx. Predpokladana celkova vyse
odmény za provedeni sluZzeb za maximalni pocet pacientd
¢ini 234,000.00. K¢.

20.

Controlling Law and language version

20.

Rozhodné pravo a jazykova verze

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. This
Agreement shall be governed by and shall be
construed in accordance with the laws of Czech
Republic without regard to any conflicts of law
provisions. The parties consent to the
appropriate court of competent jurisdiction for
the resolution of all disputes or controversies
between the parties hereto that the parties are
unable to settle amicably.

This Agreement is drafted in Czech and English
version. In case of discrepancy the Czech version
prevails.

V ptipadé jakéhokoli sporu smluvnich stran tykajiciho se
podminek této smlouvy vynaloZi smluvni strany maximalni
usili k vyreSeni pfrislusné zdlezitosti mimosoudni cestou.
Tato smlouva se bude Fidit a vykladat v souladu se zakony
Ceské republiky bez ohledu na jakékoli ustanoveni o kolizi
pravnich norem. Smluvni strany souhlasi, Ze jakékoli spory
nebo rozpory mezi smluvnimi stranami této smlouvy, jez se
smluvnim strandm nepodafi urovnat mimosoudni cestou,
budou predany kreSeni vhodnym ktomu pfisluSnym
soudiim.

Tato smlouva je vyhotovena v ¢eské a anglické jazykové
verzi. V pfipadé rozporu mezi obéma verzemi je rozhodujici
Ceska verze.



mailto:okh@vfn.cz
mailto:okh@vfn.cz

IN WITNESS WHEREOF, the parties hereto have NA DUKAZ CEHOZ, smluvni strany uzaviely tuto smlouvu
caused this Agreement to be executed by their duly | prostfednictvim radné zmocnénych zastupct k uvedenému datu
authorized representatives as of the Effective Date. ucinnosti.

Za / On behalf of Pharmaceutical Research Associates CZ, s.r.o.

Signature/Podpis

Date/Datum

XXX

Pharmaceutical Research Associates CZ, s.r.0. on behalf of / Jménem spolecnosti Janssen Research & Development LLC

Signature/Podpis

Date/Datum

XXX

Vseobecna fakultni nemocnice v Praze

Signature/Podpis

Date/Datum

XXX
XXX

I, the undersigned, xxx, hereby confirm that | have read the contract concluded between Janssen and the Provider and |
undertake to comply with the obligations set out therein and also the obligations arising for me from good clinical practice /
Ja nize podepsany, xxx, timto potvrzuji, Ze jsem se sezndmil se smlouvou uzavienou mezi spole¢nosti Janssen a poskytovatelem
sluZeb a zavazuji se dodrZzovat povinnosti v ni stanovené a téz povinnosti vyplyvajici pro mne ze spravné klinické praxe.

Signature/ Podpis

Date/ Datum



Exhibits: Prilohy:

Exhibit A — Protocol and its subsequent amendments Priloha A - Protokol a jeho nasledujici dodatky
Exhibit B — Scope of Services Pt¥iloha B — Rozsah sluzeb

Exhibit C — Financial Provisions Pfiloha C — Finan¢€ni ustanoveni

Exhibit D — Data Protection and Security Pfriloha D — Ochrana tidaju a bezpecnost

Exhibit E — Personal Information concerning any Provider Priloha E — Osobni udaje tykajici se personalu
Staff poskytovatele




EXHIBIT A — Protocol and its subsequent amendments

PRILOHA A — Protokol a jeho néasledujici dodatky

XXX

XXX

Exhibit B — Scope of Services

Priloha B — Rozsah sluzeb

Radiology has undertaken to execute the following
responsibilities:

CT torso

CT of chest

CT of abdomen

CT of pelvis

MRI of chest

MRI of abdomen

MRI of pelvis

Radiologie se zavazuje vykonavat nasledujici ¢innosti:
CT trupu

CT hrudniku

CT bficha

CT panve

MRI hrudniku

MRI bficha

MRI panve

Place of providing Services according to this Agreement:
Vseobecna fakultni nemocnice v Praze, xxx, U Nemocnice
499/2,128 08 Prague

Mistem poskytovani sluzeb podle této Smlouvy je:
Vseobecna fakultni nemocnice v Praze, xxx, U Nemocnice
499/2,128 08 Praha

Authorized person: xxx

Odpovédna osoba: xxx

ANNEX C - Financial Provisions

PRILOHA C - Finanéni ustanoveni

XXX

XXX

EXHIBIT D - Data Protection and Security

The Parties agree that the terms of this Exhibit shall apply to
the Processing of Personal Information for performance of
services under the Agreement in compliance with in
compliance with applicable laws and regulations pertaining
to the protection of Personal Information and data security,
including the General Data Protection Regulation
2016/679/EU (“GDPR”). In the event that any provisions of
this Data Protection and Security Requirements exhibit
conflict with the terms of the Agreement (including any
other exhibits or appendices), the terms of this Data
Protection and Security exhibit shall prevail.

PRILOHA D - Ochrana a zabezpeéeni tdajii

Smluvni strany se dohodly, Ze podminky obsaZené v této
priloze se vztahuji na zpracovani osobnich udajli za Ucelem
poskytovani sluZzeb podle této smlouvy v souladu s platnymi
zakony a predpisy na ochranu osobnich udajli a zabezpeceni
udajl, véetné obecného nafizeni EU o ochrané osobnich
udaja 2016/679 (dale jen ,GDPR“). V pfipadé, Ze jsou
nékterda ustanoveni téchto poZadavkl na ochranu a
zabezpeceni Gdajl v rozporu s podminkami smlouvy (véetné
jakychkoli jinych pfiloh nebo dodatkll), maji prednost
podminky této pfilohy o ochrané a zabezpeceni udaju.




The Agreement is defining the subject matter, duration,
nature, and obligations and rights of the Parties.

a. Purpose of Processing: The purpose of the
processing is performance of clinical research in which

Service Provider is providing certain services as
defined in the Agreement. The research is defined

in the Clinical Study Protocol.

b. Types of Personal Information may include:

i For scientific and medical research subjects,
personal details may include: identifiable

(including name, contact details, audio
recordings, photographs) and key-coded

information, other relevant identifiers (e.g.,
patient number); gender; age or age category

(e.g., adolescent, adult, elderly) or date of
birth, associated health condition(s), medical

history, and relevant family history.

ii. For health care providers or other

caregivers, emergency contacts, or other points of

contact, scientific and medical investigators
and their staff, individuals who serve on

Institutional Review Boards and Scientific
and Ethics Committees, and other individuals

involved in scientific and medical research,
personal details may include: contact

information and other related information,
such as name, address, e-mail and telephone

details, gender, and professional licenses
and affiliations provided as part of their

credentials and/or Curriculum Vitae.

C. Categories of data subjects may involve:

i Scientific and medical research subjects,
including, but not limited to, participants in

clinical trials or other clinical research.

Smlouva definuje pfedmét, dobu trvani, povahu a povinnosti
a prava smluvnich stran.

a. Ucel zpracovani: U€elem zpracovéni je provadéni
klinického vyzkumu, pti kterém

poskytovatel sluzeb poskytuje urcité sluzby
definované ve smlouvé. Vyzkum je definovan

v protokolu klinického hodnoceni.
b. Typy osobnich udajl zahrnuji nasledujici:

i u subjektt védeckého a lékarského vyzkumu
mohou osobni Udaje zahrnovat: identifikovatelné Udaje
(véetné  jména, kontaktnich  udajq,
zvukovych nahravek, fotografii) a kddovanych

informaci, dalSi relevantni identifikatory
(napf. ¢islo pacienta); pohlavi; vék nebo vékova kategorie

(napf. dospivajici, dospély, starsi) nebo
datum narozeni, souvisejici zdravotni stav(y), Iékarskou

anamnézu a prislusnou rodinnou anamnézu.

ii. U poskytovatelll zdravotni péce nebo jinych
oSetrovatell, kontaktd pro nouzové situace nebo jinych
kontaktnich mist

zkousejicich vyzkumnych pracovnikd
a lékaru a jejich personadlu, osob pracujicich
v institucionalnich  reviznich komisich,

védeckych a etickych komisich a dalSich osob

zapojenych do védeckého a lékarského
vyzkumu, mohou osobni Udaje zahrnovat: kontaktni

Udaje a dalsi souvisejici informace, jako je
jméno, adresa, e-mail a telefonni

Cislo, pohlavi a profesni licence a pfislusnost
poskytnuté v rdmci jejich

povéreni a/nebo Zivotopis.

c. Kategorie subjektd udajd mohou zahrnovat:

i Subjekty védeckého a lékarského vyzkumu,
mimo jiné véetné ucastnikl




ii. Individuals identified by scientific and
medical research subjects as health care providers

or other caregivers, emergency contacts, or
other points of contact.

iii. Scientific and medical research investigators
and their staff, including, but not limited to,

physicians and other health
professionals involved in administration of clinical trials

care

or other clinical research.

iv. Individuals who serve on Institutional
Review Boards, and Scientific and Ethics Committee

members.

V. Individuals who support the clinical research
such as Data Safety Monitoring Board

Members and independent reviewers, such
as independent radiologists.

Vi. Other individuals involved in Janssen’s
scientific and medical research (who may include

consultants, representatives of service
providers and business partners, government

officials, among others).
d. In connection with the Processing of Personal

Information that is received or accessed by Service

Provider from Janssen or its affiliates, or from their
employees, representatives or contractors, or

others on behalf of Janssen or its affiliates. Service
Provider is prohibited from using, disclosing,

sharing or otherwise selling Personal Information,
except as expressly permitted in the Agreement

and this Exhibit.

e. Service Provider shall Process Personal Information
only to perform its obligations under this

Agreement or as otherwise instructed by Janssen in
writing from time to time.

v klinickych  hodnocenich nebo jiném

klinickém vyzkumu.

ii. Osoby identifikované subjekty védeckého a
Iékarského vyzkumu jako poskytovatelé zdravotni péce

nebo jini peCovatelé, kontakty pro naléhavé
pfipady nebo jina kontaktni mista.

iii. Zkousejici vyzkumné pracovniky a lékare
a jejich personal, mimo jiné véetné:

Iékar(l a dalsich zdravotnickych pracovnikd,
ktefi se podileji na provadeéni klinickych hodnoceni

nebo jiného klinického vyzkumu.

iv. Jednotlivce  plsobici v institucionalnich

reviznich a védeckych komisich a ¢leny
etickych komisi.

V. Osoby, které podporuji klinicky vyzkum,
jako jsou ¢lenové vyboru pro sledovani bezpecénosti dat

a nezavisli hodnotitelé, jako jsou nezavisli
radiologové.

vi. Dalsi osoby, které se podileji na védeckém a
Iékarského vyzkumu spolecnosti Janssen (mezi néz mohou
patfit napriklad

konzultanti, zastupci poskytovatell sluzeb a
obchodnich partnerd, vladni

Urednici a dalsi).
d. V souvislosti se zpracovanim osobnich udaj(, které

ziska nebo k nim ma pfistup

poskytovatel sluzeb spole¢nosti Janssen nebo jeji
pfidruzené spolecnosti i jejich personal, zastupci i
dodavatelé nebo

jiné osoby jménem spolecnosti Janssen nebo jejich
pfidruzené spolecnosti. Poskytovatel sluzeb ma zakazano
pouZzivat, zpfistupnovat,

sdilet nebo jinak proddvat osobni Udaje, s vyjimkou
pfipadl vyslovné povolenych ve smlouvé

a této pfiloze.

e. Poskytovatel sluzeb zpracovava osobni Udaje pouze
za Ucelem plnéni svych povinnosti podle této




f. Service Provider shall ensure that Personal

Information is not disclosed to, transferred to or

allowed to be accessed by any third party (including
subcontractors and affiliates) without the

prior written consent of Janssen, except as
specifically set forth in this Agreement. In the event

Janssen so consents, Service Provider shall ensure
that such third party is bound in writing to

terms at least as restrictive as this Exhibit with
respect to Personal Information, provide such

writing to Janssen promptly upon request, and fulfill
all applicable legal requirements, as

applicable between the Service Provider and the
third party. Service Provider shall remain

responsible for all actions by such third parties with
respect to the Personal Information.

g. Service Provider shall, unless specifically prohibited
by applicable law, (i) promptly (and in any

event within five (5) days of receipt) notify Janssen
in writing if Service Provider receives any

requests, complaints or inquiries from an individual
with respect to Personal Information

Processed by Service Provider, including opt-out
requests, requests for access, rectification,

deletion or portability; or allegations that the
Processing infringes an individual’s rights under

applicable law and, (ii) not respond to any such
requests, complaints or inquiries unless expressly

authorized to do so by Janssen.

h. Service Provider shall notify Janssen in writing
immediately, and in any event within twenty-four

(24) hours whenever Service Provider reasonably
believes that there has been a Privacy Breach.

Such notice will provide detailed information
regarding such Privacy Breach, including its nature

smlouvy nebo jinych pokynd spole¢nosti Janssen,
které jsou cas od Casu pisemné vydavany.

f. Poskytovatel sluzeb zajisti, aby osobni udaje nebyly
zpfistupnény, predavany nebo

k nim méla pfistup jakdkoli tfeti strana (vCetné
subdodavatell a pfidruzenych spolecnosti) bez

pfedchoziho pisemného souhlasu spolec¢nosti
Janssen, svyjimkou pripadd vyslovné uvedenych v této
smlouvé. V pfipadé, ze

spole¢nost Janssen souhlasi, poskytovatel sluzeb
zajisti, aby tato treti strana byla pisemné vazana

podminkami alespon stejné omezujicimi jako tato
pfiloha s ohledem na osobni Udaje, zajisti takové

pisemné oznameni spole¢nosti Janssen na vyzadani
a zajisti spInéni viech platnych pravnich pozadavkd

vztahujicich se pfipadné na poskytovatele sluzeb a
treti stranu. Pokud jde o osobni Udaje, zlistane poskytovatel
sluzeb

odpovédnym za veskeré jednani téchto tretich stran.

g. Poskytovatel sluzeb je povinen, pokud to platné
zakony vyslovné nezakazuji, (i) neprodlené (a v kazdém

pfipadé do péti (5) dni od pfijeti) pisemné upozornit
spolec¢nost Janssen, pokud obdrzi

od jednotlivce jakékoli Zadosti, stiznosti nebo dotazy
tykajici se osobnich udaj,

které zpracovava poskytovatel sluzeb, vcetné

Zadosti o odhlaseni, pfistup, opravu,

vymaz Ci prenositelnost; nebo obvinéni, Ze pfi
zpracovani dochazi k poruseni prav jednotlivce podle

platnych zakond, a (ii) neodpovidat na Zadné takové
Zadosti, stiznosti nebo dotazy, pokud k tomu nema vyslovné

opravnéni od spoleénosti Janssen.

h. Poskytovatel sluzeb bude spolecnost Janssen

neprodlené, nejpozdéji vsak do dvaceti Ctyr

(24) hodin, pisemné informovat, kdykoli se dlivodné
domniva, Ze doslo k poruseni zabezpeceni osobnich udaju.




and scope; actual or potential cause; any reports to
law enforcements; and, measures being taken

to investigate, correct, mitigate, and prevent future
Privacy Breaches. Service Provider will

provide reasonable assistance and cooperation
requested by Janssen to investigate and notify

affected individuals, regulatory bodies, or credit
reporting agencies with respect to any such

Privacy Breach. Service Provider shall not notify any
individual or any third party of a Privacy

Breach without Janssen's prior consent, except to
the extent required by law and, in such case,

Service Provider shall promptly notify Janssen of
such requirement.

i At any time during the term of this Agreement, upon
request and in a reasonable time and

manner, Service Provider shall make its policies,
procedures, practices, and books and records

relating to the privacy and security of Personal
Information and the Processing of Personal

Information available to Janssen and/or its affiliates
for review.

j- Service Provider shall (i) implement appropriate
technical, physical, and organizational measures

to ensure a level of security appropriate to the risk
to Personal Information as required by all

applicable laws, including measures in compliance
with Janssen’s data safeguard requirements;

and (ii) impose a duty of strict confidentiality on any
persons authorized to access or Process the

Personal Information.

Takové oznameni bude obsahovat podrobné
informace o daném poruseni zabezpeceni osobnich udajq,
vCetné povahy poruseni

arozsahu; skutecné nebo potencidlni pficiny;
pfipadnych hlaseni orgdnim cdinnym v trestnim fizeni;
a prijatych opatteni

k vySetreni, napravé, zmirnéni
pfipadnych budoucich poruseni

udajd. Poskytovatel sluzeb

a prevenci

zabezpeceni osobnich

poskytne pfimérenou pomoc a spoluprdci, kterou si
spolec¢nost Janssen vyzada pfi vySetfovani a oznamovani

dotcenym jednotlivclim, regulacnim organiim nebo
agenturam poskytujicim uUvérové informace v souvislosti
s jakymkoli takovym

osobnich udaja.
zabezpeceni

narusenim zabezpeceni
Poskytovatel sluzeb neozndmi poruseni
osobnich Udaji Zadné osobé ani jednotlivci

bez predchoziho souhlasu spoleénosti Janssen,
s vyjimkou ptipadl, kdy to vyZaduje zakon, avtakovém
pripadé bude

o tomto poZadavku spolecnost Janssen neprodlené
informovat.

i Kdykoli béhem doby platnosti této smlouvy, na
zakladé zZadosti a v pfimérené Ihité a

rozsahu zpfistupni poskytovatel sluzeb své zasady,
postupy, praktiky a ucetni knihy a zaznamy

tykajici se ochrany soukromi a zabezpeceni osobnich
Udajl a zpracovani osobnich

udajd spolec¢nosti Janssen a/nebo jejim pridruzenym
spole¢nostem ke kontrole.

j Poskytovatel sluzeb (i) zavede vhodna technicka,
fyzickd a organizacni opatreni

k zajisténi Urovné zabezpeceni odpovidajici riziku
pro osobni Udaje, jak vyzaduji vSechny

platné zdkony, vcetné opatfeni v souladu

s pozadavky spolec¢nosti Janssen na zabezpeceni Udaj;

a (ii) ulozi povinnost pfisné dlvérnosti veskerym
osobam opravnénym k pfistupu nebo zpracovani




k. Service Provider shall take any other
reasonably requested by Janssen to assist Janssen with

steps

respect to: (i) complying or demonstrating Janssen’s
compliance with any notification, registration

or other obligations applicable to Janssen or its
affiliates under laws relating to Processing

Personal Information under this Agreement; (ii)
carrying out privacy and data protection impact

assessments and related consultations by
government authorities; (iii) demonstrating regulatory

accountability; or (iv) ensuring the security of
Personal Information. In the event this Agreement,

or any actions to be taken or contemplated to be
taken in performance of this Agreement, do not

or would not satisfy either party’s obligations under
such laws, the parties shall cooperate with

each other and execute an appropriate amendment
to this Agreement.

l. Services that are performed under the direction and
direct supervision of Site Principal

Investigator. In the event Provider is Processing
Personal Information concerning Study Subjects,

such Processing shall be made under the oversight,
direction and supervision of Site Principal

Investigator.

Provider shall ensure that all Personal Information
concerning Study Subjects which it Processes

is accurate and, where required, kept up-to-date,
and Provider ensures that any Personal

Information concerning Study Subjects that Provider
is notified, or otherwise has knowledge, is

inaccurate or incomplete, is securely erased or
rectified in accordance with Site Principal

Investigator’s instructions, and the Agreement, and
applicable regulatory requirements.

osobnich udaja.

k. Poskytovatel sluzeb podnikne veskeré dalsi kroky,
které si spolecnost Janssen pfimérené vyzada, aby ji pomohl,

pokud jde o: (i) splnéni nebo prokazani splnéni
jakychkoli oznamovacich, registracnich

nebo jinych povinnosti, které se vztahuji na
spolecnost Janssen nebo jeji pfidruzené spolecnosti na
zakladé pravnich predpisl tykajicich se zpracovani

osobnich udaji podle této smlouvy; (ii) hodnoceni
posouzeni dopadu ochrany soukromi a osobnich udaju

a souvisejici konzultace ze strany vladnich organu; iii)
prokazovani regulaéni

odpovédnosti; nebo (iv) zajisténi bezpecnosti
osobnich Udajl. V pripadé, Ze tato smlouva nesplriuje

nebo jakékoli kroky, které maji byt v rdmci jejiho
plnéni podniknuty nebo se predpokladd, Ze budou
podniknuty, nespliuji

nebo by nesplnily povinnosti kterékoli ze smluvnich
stran podle takovych zdkond, strany budou vzdjemné
spolupracovat

a uzavrou pfislusny dodatek k této smlouvé.

l. Sluzby provadéné pod vedenim a pfimym dohledem
hlavniho

zkousejiciho pracovisté V pripadé, Ze poskytovatel
zpracovava osobni Udaje subjektd hodnoceni,

bude takové zpracovani provadét podle pokyn(, pod
vedenim a dohledem hlavniho

zkousejiciho pracovisté

Poskytovatel zajisti, aby vSsechny osobni udaje, které
zpracovava a tykaji se subjektd hodnoceni,

byly presné av pfipadé potrfeby aktualizované a
zajisti, aby veskeré osobni

Udaje, které jsou mu ozndmeny nebo se o nich jinym
zpUsobem dozvédél a tykaji se subjektl hodnoceni a jsou

nepresné nebo neudplné, byly bezpeéné vymazany
nebo opraveny v souladu s pokyny hlavniho




Where required, Provider shall provide Site Principal
Investigator data (such as data considered

as source data) necessary to allow the Site Principal
Investigator to retain/archive source data in

accordance with applicable regulatory
requirements. For the avoidance of doubt any direct Study

Subject identifiers such as the name, address or
phone number of Study Subjects shall not be

provided to Company.

Notwithstanding anything to the contrary in this the
Agreement, for Services that are performed

under the direction and direct supervision of a Site
Principal Investigator, Site Principal

Investigators are intended third-party beneficiaries
of this Section 10 and Exhibit [D] Data

Protection and Security and shall be entitled to its
benefits and shall be entitled to enforce this

section 10, and Exhibit D as if each were a signatory
hereto.

m. At the termination or expiration of the Agreement,
when no longer necessary to provide Services

to Janssen, or upon Janssen’s request, Service
Provider shall immediately cease Processing

Personal Information, and promptly and securely
return, archive, or destroy Personal Information

in its possession, in accordance with Janssen’s
instructions, unless Service Provider is required by

law to retain Personal Information. If destroying the
Personal Information, Service Provider shall

take all reasonable steps to do so in such a way that
the applicable records are made unreadable,

unreconstructable and indecipherable.

zkousejiciho pracovisté a smlouvou a platnymi
regulacnimi poZadavky.

V ptipadé potreby poskytne poskytovatel hlavnimu
zkousejicimu pracovisti Udaje (jako jsou Udaje povaZzované

za zdrojova data) nezbytné ktomu, aby hlavni
zkousejici pracovisté mohlo uchovévat/archivovat zdrojova
data

v souladu s platnymi regula¢nimi poZadavky. Aby se
predeslo pochybnostem, veskeré pfimé

identifikatory subjekt(, jako je jméno, adresa nebo
telefonni ¢islo subjektl hodnoceni, nebudou

spolecnosti poskytovany.

Bez ohledu na to, co je vtéto smlouvé uvedeno
vrozporu stimto ustanovenim, v pfripadé sluzeb
provadénych

pod vedenim a pfimym dohledem hlavniho
zkousejiciho pracovisté jsou hlavni zkousejici

pracovisté zamyslenymi opravnénymi tretimi
stranami, na které se vztahuje tento oddil 10 a pfiloha D

Ochrana udajt

a zabezpeceni a maji narok tézit z vyhod smlouvy
a jsou opravnéni vymahat plnéni

tohoto oddilu 10 a pfilohy D, jako by kazdy z nich byl
opravnén ji podepisovat.

m. Po ukonéeni nebo vyprseni platnosti smlouvy, pokud
jiz nebude nutné sluzby poskytovat,

spole¢nosti Janssen nebo na jeji
poskytovatel sluzeb okamzité zastavi zpracovani

vyzadani
osobnich Udaji a neprodlené a bezpecné vrati,

archivuje nebo znici vSechny osobni udaje, které

ma v drZeni, v souladu s pokyny spolecnosti Janssen,
ledaZe je poskytovatel sluzeb povinen

uchovavat osobni Udaje podle pravnich predpist.
V ptipadé, kdy je poskytovatel sluZzeb povinen znicit osobni
udaje,

podnikne vSechny pfimérené kroky, aby tak ucinili
zpUsobem, ktery znemozni ¢teni prislusnych zaznam

a jejich rekonstrukeci ¢i rozlusténi.




EXHIBIT E — Personal Information concerning any Provider
staff

PRILOHA E — Osobni tidaje tykajici se personalu
poskytovatele

XXX

XXX




