Smlouva o poskytovani sluzeb Service Agreement

Uzaviena podle § 1746 odst. 2 zakona ¢. 89/2012 Concluded pursuant to § 1746 paragraph 2
Sb., ob¢ansky zakonik, ve znéni pozdéjsich of Act No. 89/2012 Coll., The Civil Code,
pedpist as amended
Tato Smlouva o poskytovani sluzeb (dale jen This Service Agreement (this “Agreement™)
.Smlouva“) nabyva ucinnosti dnem uveiejnéni is made effective as of day of its publication
vregistru smluv  vsouladu se zakonem C. in the Register of Contracts in accordance
340/2015 Sb. (déle jen .,datum ucinnosti) mezi: with Act. No. 340/2015 Coll. (“Effective
Date”) by and between:
Smluvni strany: Parties:
Bristol-Myers Squibb Services Unlimited Bristol-Myers Squibb Services Unlimited
Company se sidlem: Plaza 254, Company Registered office: Plaza 254,
Blanchardstown  Corporate  Part 2, Blanchardstown  Corporate = Part 2,
Ballycoolin, Dublin 15, D15 T867, Irsko Ballycoolin, Dublin 15, D15 T867, Ireland
DIC: IE3986060BH Tax ID Number: IE3986060BH
Zastoupena: Reliresented bi -
W ieremafter referred to as ,,the Client™
a and
Masarykuv onkologicky iustav Masarykiv onkologicky ustav
se sidlem: Zluty kopec 7. 656 53 Brno Registered office:  Zluty kopec 7, 656 53
zastoupeny: prof. MUDr. Markem Svobodou, Brmo
Ph.D.. feditelem Represented by: prof. Marek Svoboda, MD.,
IC: 00209805 Ph.D., Director
DIC: CZ00209805 Business ID Number: 00209805
Bankovni spojeni: Ceskd narodni banka, ¢. 1.: Tax ID Number: CZ00209805
87535621/0710 Bank: Ceska narodni banka, a. s., Acc. no:
(dale jen ,,Poskytovatel*) 87535621/0710

(hereinafter referred to as "the Provider')
Clanek 1 Article 1

Predmét smlouvy Subject of the Agreement

1.1 Pfedmétem této Smlouvy je zavazek 1.1 The subject of this Agreement is an obligation

Poskytovatele  poskytovat  Objednateli of the Provider to provide the Client with
sluzby. jak je specifikovano déle v této services, as specified later herein and under
Smlouvé a za podminek v ni dojednanych. the terms and conditions agreed.

1.2 Piedmétem této Smlouvy je dale zavazek , ,
Objednatele  zaplatit Poskytovateli za
poskytnuté sluzby podle této Smlouvy
odmeénu ve vysi, zpisobem a v Case, jak je
uvedeno nize v této Smlouve.

The subject of this Agreement is also a
commitment of the Client to pay the Provider
for the Services provided under this
Agreement in the amount, manner and time
as set forth in this Agreement.

Clanek 2 Article 2
ZavazKky smluvnich stran Obligations of the Parties

2.1 Poskytovatel se pro Objednatele zavazuje 2.1 The Provider undertakes to perform for the
provadét konkrétni sluzby, které jsou Client specific services as further described
podrobnéji popsany v Piiloze A — Piehled in Attachment A — Payment Schedule (the
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plateb (dale jen .Sluzby*), zejména
pak poskytovat amyloidni PET s low dose
CT (déle jen ,vySetfeni) subjekti Studie
S nazvem: ,,Randomizované, dvojité
zaslepené, placebem kontrolované klinické
hodnoceni faze III s paralelnimi skupinami
hodnotici bezpecnost a ucinnost pripravku
KarXT + KarX-EC pfi 1é¢bé agitovanosti
spojené s  Alzheimerovou chorobou
(ADAGIO-2)“ (dale jen ..Studie®),
provadéné podle protokolu CN012-0024
(dale jen ..protokol”), a to v souladu
s protokolem a pravnimi piedpisy, spravnou
klinickou praxi, pokyny Mezinarodni
konference pro harmonizaci / spravnou
klinickou praxi (International Conference on
Harmonization/Good Clinical Practice, dale
jen ,JCH-GCP*) a pozadavky vztahujicimi
se na provadeéni sluzeb, a oficialnimi pokyny
piislusnych zdravotnich urada (jelikoz
uvedené se muze Cas od casu zmenit,
souhrnné ,Platné zdkony”) a veSkerymi

dalSimi pozadavky stanovenymi
Objednatelem. Poskytovatel bude
neprodlené¢ informovat Objednatele o

jakékoli odchylce od protokolu. Studie se
tyka  Objednatele, jeho  piidruzené
spole¢nosti a/nebo chranéného piipravku
(ptipravki) jeho vyzkumného partnera (dale
jen ,hodnoceny piipravek Objednatele”) a
muze zahmovat jiné hodnocené 1€¢ivé
ptipravky, jak je vyzadovano protokolem

(v€etné hodnoceného piipravku
Objednatele, spolecné ,hodnoceny
ptipravek™). Mistem, kde budou Sluzby
provadény. je Masarykuv  onkologicky

ustav. VysSetieni budou probihat pod
vedenim

Poskytovatel se zavazuje poskytovat
Objednateli Sluzby dle piedchoziho odstavce
v prubéhu trvani Studie, ktera je provadéna

ale jen ..Zdravotnicke zatizeni™).
avnl

od vedenim hlavni zkousejici
(dale jen .,
ousejici). Poskytovatel bude poskytovat

Sluzby po schvéleni studie prisluSnym
vladnim nebo regula¢nim tfadem nebo
organem (dale jen ,ufad(y)“) a nezavislou
etickou komisi ziizenou a pisobici v souladu
se vSemi platnymi zakony (dale jen ,,EK®).
Poskytovatel zaznamenéd vSechny tudaje ze

“Services”) and in particular to perform
amyloid PET with low dose CT (hereinafter
the ,.examination”) of the subjects of the
Study entitled: ., 4 Phase 3, Randomized,
Double-Blind, Placebo-Controlled, Parallel
Group Study to Evaluate the Safety and
Efficacy of KarXT + Kar-EC for the
Treatment of Agitation Associated with
Alzheimer’s Disease (ADAGIO-2)«’
(.Study*),  conducted according to the
protocol CNO012-0024 (,,Protocol®), in
accordance with the Protocol and any and all
applicable laws, good clinical practices,

International Conference on
Harmonization/Good  Clinical  Practice
(“ICH-GCP”), and the requirements

applicable to the conduct of the Services, and
official guidance of relevant health
authorities (collectively, as the same may be
amended from time to time, “Applicable
Law™) and any other requirements provided
by Client. Provider shall immediately inform
the Client about any deviation from the
Protocol. The Study relates to Client’s, its
affiliate’s and/or its and their research
partner’s proprietary drug(s) (“Client’s Study
Drug”) and may involve other investigational
medicinal products as required by the
Protocol (including Client’s Study Drug,
collectively, “Study Drug™.).The site where
the Services will be performed is the Masaryk
Oncological Institute. Examination will be
conducted under the direction of

. The Provider agrees to provide the Client

with Services according to the preceding
paragraph during the duration of the Stud
which is

JJnstitution™).
mvestigator
(hereinafter referred to
as the "Principal Investigator"). Provider
shall provide the Services after the
authorization of the Study by a competent
governmental or regulatory agency or
authority (“Agency(ies)”) and an
independent ethics committee constituted and
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studie (jak je wuvedeno ve <¢lanku 6)
shromazdéné pii poskytovani Sluzeb a
poskytne je neprodlené Objednateli, pokud
Objednatel pisemné neurci jinak.

2.3 Poskytovatel prohlasuje a zarucuje, Ze: (i)

24
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2.6

(a)

ma nezbytnou kvalifikaci k poskytovani
Sluzeb; (ii) neni vézan zadnou smlouvou,
ktera by Poskytovateli branila v uzavieni
nebo plnéni této smlouvy; a (iii) je podle
platnych zakonti opravnén uzaviit tuto
Smlouvu.

Poskytovatel zajisti, aby vSichni
zamé&stnanci Poskytovatele, ktefi se podileji
jménem Poskytovatele na provadéni Sluzeb
(dale jen ,,Personal), méli potfebnou
kvalifikaci a znali vSechny ptislusné postupy

a ustanoveni protokolu souvisejici se
sluzbami.
Poskytovatel povoli opravnénym

pracovnikim Objednatele a jakéhokoliv
regula¢niho organu, aby monitorovali nebo
kontrolovali provadéni Sluzeb a vSechny
zaznamy vyzadované pravnimi ptedpisy, a to
béhem bézné pracovni doby, nebo jinak dle
pozadavkd zakona. Poskytovatel bude plné
spolupracovat s Objednatelem a/nebo jeho
zastupci  béhem monitorovacich nebo
auditnich navstév za ucelem zjisténi, zda jsou
Sluzby poskytovany v souladu s touto
Smlouvou, protokolem a platnymi zakony.
Monitorovani a audity mohou zahrnovat
kontrolu zafizeni potiebnych pro
poskytovani sluzeb; kontrolu dokumentd,
posouzeni prislusnych systémi zpracovani
udaju a rozhovory s Personalem zapojenym
do poskytovani Sluzeb. Objednatel muze
provadét monitorovaci navstévy v prostorach
Poskytovatele v predem dohodnuté dobé.

V piipadé inspekce regulacniho Gradu:

Poskytovatel bude bez zbyte¢ného odkladu
informovat Objednatele o jakékoli zadosti,
kterou Poskytovatel obdrzi od jakékoliv
agentury o Kkontrolu nebo jiné ziskani

pfistupu k informacim, udajim nebo
materialim tykajicim se Sluzeb.
Poskytovatel  pfeda  toto  oznameni

Objednateli predtim, nez povoli jakykoli

2.3.

2.4

operating in compliance with all Applicable
Law (“EC”). The Provider shall record all
Study Data (as defined in Article 6) collected
in the performance of the Services and
provide them promptly to the Client unless
instructed otherwise by the Client in writing.

The Provider represents and warrants that
Provider: (i) has the necessary qualifications
to perform the Services; (ii) is not bound by
any agreement which prevents the Provider
from entering into or performing this
Agreement; and (iii) is authorized to enter
into this Agreement under Applicable Laws.

The Provider shall ensure that all Provider’s
employees , assisting with the conduct of the
Services, on behalf of the Provider
(,,Personnel®), are appropriately qualified
and apprised of the relevant procedures and
Protocol provisions pertaining to the
Services.

2.5 The Provider shall permit authorized personnel

2.6

(a)

(b)

of the Client and any regulatory authority to
monitor or audit the conduct of the Services,
and all records required by regulations during
normal business hours, or as otherwise
required by law. Provider shall fully
cooperate  with  Client and/or it’s
representatives during the monitoring or
audit wvisits, to determine whether the
Services is being conducted in compliance
with this Agreement, the Protocol and
Applicable Law. Monitoring and audits may
include inspection of the facilities required
for the performance of the Services; review
of documents, assessment of the relevant data
processing systems and interviews with
Personnel involved in the provision of the
Services. Client may conduct monitoring
visits at the premises of the Provider at a pre-
agreed time.

In case of inspection by regulatory authority:

Provider shall promptly notify Client of any
request received by Provider from any
Agency to inspect or otherwise gain access
to the information, data or materials
pertaining to the Services. Provider shall
provide this notice to Client prior to
permitting any such access unless prior
notice is not possible.
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(b)

(c)

(d)

(e)

¢

2.7

2.8

takovy piistup, pokud predchozi oznameni
neni mozné.

Poskytovatel neprodlené poskytne
Objendavateli kopie sdéleni nebo
korespondence obdrzené od statniho Ufadu v
souvislosti se Sluzbami.

Poskytovatel zvetejni pouze ty dokumenty a
materialy, které musi byt zvetejnény béhem
takového Setfeni nebo inspekce.

V rozsahu, ktery neni zakdzan platnymi
pravnimi predpisy, a dle vyhradniho uvazeni
Objednatele strany pripravi v uzké spolupraci
na jakoukoli nadchazejici kontrolu a/nebo
odpovéd’ na dotaz nebo zpravu o kontrole od
prislusného statniho uradu tykajici se Sluzeb.

Pokud to ptislusny statni urad nezakazuje, ma
Objednatel pravo byt pfitomen a iCastnit se
jakékoli takové inspekce nebo regulacniho
opatteni tykajiciho se Sluzeb.

V piipad¢, Ze statni Gfad podnikne regula¢ni
kroky proti Poskytovateli nebo kterémukoli
Personalu, Poskytovatel bude neprodlen¢
informovat  Objednatele o  veSkerych
takovych regulacnich opatfenich, ktera
mohou ovlivnit sluzby, a neprodlen¢
poskytne  kopii  veSkeré  souvisejici
korespondence.

Poskytne-li Poskytovatel objednateli vadnou
sluzbu, musi Poskytovatel odstranit vady

poskytnuté sluzby,nebo poskytnout novou

bezvadnou sluzbu. Poskytovatel se zavazuje
odstranit vady, popf. poskytnout bezvadnou
sluzbu nejpozdéji do tiiceti (30) dnti ode dne,
kdy Objednatel Poskytovateli prokaze, ze mu
byla poskytnuta vadna sluzba a oznaci, v ¢em
nedostatek poskytnutého plnéni spociva.
Nebudou-li vady odstranény do ticeti (30)
dnti, ma Objednatel pravo od smlouvy
odstoupit.

Smluvni strany se dohodly, ze Objednatel
bude objednavat Sluzby nasledovng:
Vysetieni indikuje hlavni zkousejici, popf.
Iékat z tymu hlavniho zkousSejiciho, a to na
zakladé Zzadosti o provedeni vySetfeni
dorucené Poskytovateli. Konkrétni terminy
vySetfeni budou domluveny

(b) Provider shall promptly provide Client with
copies of communications or
correspondence received by an Agency
related to the Services;

(¢) Provider shall disclose only those documents
and materials that are required to be
disclosed during such inquiry or inspection;

(d) To the extent not prohibited by Applicable
Law, and at Client’s sole discretion, the
parties will prepare in close cooperation for
any upcoming inspection, and/or response
to a query or an inspection report from a
competent Agency regarding the Services;

(e) If not prohibited by the relevant Agency,
Client shall have the right to be present at,
and to participate in, any such inspection or
regulatory action with respect to the
Services;

(f) In the event an Agency takes regulatory
action against Provider or any Personnel,
Provider shall promptly notify Client of any
such regulatory action taken that may affect
the Services and promptly provide a copy of
all related correspondence.

2.7 Ifthe Provider provides the Client with faulty
Service, then the Provider shall remedy the
defects of the Services provided, or the
Provider shall provide the Client with
complete services. The Provider agrees to
eliminate the defects of the Services, or to
provide complete Services not later than
thirty (30) days from the date when the Client
proves to the Provider that the Client was
given faulty Services and indicates what is
lacking regarding the performance of the
Services. If any fauts have not been remedied
within thirty (30) days, the Client shall have
the right to withdraw from the Agreement.

2.8 The Parties agree that the Client will order the
Services as follows: Examination will be
indicated by the Principal Investigator, or a
physician from the Principal Investigator's
team, based on the application of the
examination delivered to the Provider.
Specific terms of examination will be agreed
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2.9

s Poskytovatelem, konkrétné s Odd€lenim
nuklearni mediciny tak, aby byly dodrzeny
terminy vySetfeni uvedené v protokolu
Studie.

with the Provider, specifically with the
Department of Nuclear Medicine in order to
comply with the terms of the examination set
out in the Study protocol.

Poskytovatel se zavazuje, ze bude sluzby 2.9 The Provider undertakes that Services will be

provadét v souladu s touto Smlouvou a dle
pokynt Objednatele, které jsou definovany
v protokolu.

2.10 Vysledky vysetfeni se Poskytovatel zavazuje

piedat bez zbyte¢ného odkladu po provedeni
Sluzeb, a to hlavnimu zkousejicimu, popf.
jinému lékafi z tymu hlavniho zkousejiciho,
ktery danou Sluzbu indikoval. Predanim
vysledkl vySetfeni se povazuje zavazek
Poskytovatele provést Sluzby za splnény.

2.11 Zdkaz cinnosti. Poskytovatel prohlasuje a

zarucuje, ze v souvislosti s poskytovanim
Sluzeb nevyuzival, nevyuziva a nebude
vyuzivat zadnou osobu ani subjekt, o kterém
vi, Ze mu byla zakizéna Ccinnost, byl
diskvalifikovan, pozastaven nebo vyloucen
jakymkoli statnim organem nebo platnymi
zdkony. Poskytovatel bude neprodlené
informovat Objednatele o jakékoli zméné
pravdivosti tohoto prohlaseni.

2.12 Financni zverejnéni. Aby mohl Objednatel

splnit své certifikatni a jiné povinnosti
tykajici se finanCnich informaci viici
regulac¢nim orgdndm a za ucelem dodrzovani
platnych  pravnich  pifedpist, musi
Poskytovatel v pfislusném  rozsahu
neprodlené poskytnout Objednateli finan¢ni
informace, které mtize Objednatel priméiené
pozadovat, a to na takovych formulafich,
které Objednatel mutZze poskytnout nebo
schvalit. Poskytovatel neprodlen¢ aktualizuje
tyto financni informace a neprodlen¢
poskytne tyto aktualizované formulaie
Objednateli, aby mu umoznil dodrZet platné
pravni predpisy.

2.13 Hlaseni nezadoucich prihod a bezpecnosti.

Poskytovatel je povinen hlasit Objednateli
veskeré nezadouci piithody a jiné udalosti
podléhajici hlaSeni v prubéhu poskytovani
Sluzeb v souladu s platnymi zakony.

Clanek 3
Odména Poskytovatele

2.13Adverse Event

carried out according to this Agreement and
Client's instructions, which are defined in the
Protocol.

2.10 The Provider undertakes to pass the results

of the Services without undue delay after the
Servicesare carried out to the Principal
Investigator, or to another physician from the
Principal Investigator's team that indicated
the Services. By passing the examination
results, the commitment of the Provider to
perform the Services is considered to be met.

2.11Debarment. Provider represents and warrants

that Provider is not, has not and shall not use
any person or entity, debarred, disqualified,
suspended or excluded by any regulatory
authority or under Applicable Law, in any
capacity in connection with performing the
Examination. Provider shall immediately
notify Client of any change in the truth of this
representation and warranty.

2.12 Financial Disclosure. So that Client may

fulfill its certification and other financial
disclosure obligations to the regulatory
authorities and to adhere to Applicable Law,
Provider, to the extent applicable, shall
promptly furnish to Client financial
disclosures, as Client may reasonably
request, on such forms as Client may supply
or approve. Provider shall promptly update
these financial disclosures and promptly
provide such updated forms to Client to allow
Client to comply with Applicable Law.

and Safety Reporting.
Provider shall report to Client all adverse
events and other reportable events in the
course of the Services, in accordance with
Applicable Law.

Article 3
The Provider's remuneration
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3.1 Smluvni strany se dohodly, Zze Objednatel 3.1 The Parties agree that the Client will pay the

3.2

33

34

uhradi Poskytovateli za poskytovani sluzeb
dle této Smlouvy odménu, a to ve vysi
uvedené¢ v Piiloze A. Platby podle této
Smlouvy v zadném piipadé nepiesahnou

castku uvedenou v Priloze A bez
ptedchoziho pisemného souhlasu
Objednatele. Vzhledem ktomu, Ze se

v souladu s pravnimi predpisy uplatni rezim
preneseni  dafiové povinnosti (reverse
charge), nebude k odméné piipocitana DPH.

Objednatel se zavazuje hradit odménu
pribézné vzdy =za skutecné provedené
Sluzby v pfislusném kalendafnim étvrtleti, a
to na zaklad¢ predlozené faktury. Faktura za
provedena vysetfeni bude vystavena vzdy
vmeésici  nasledujicim  po  ukonceni
ptislusného kalendainiho ctvrtleti. Odmeéna
je splatna ve lhité 30 dnd ode dne doruceni
faktury Objednateli.

Smluvni strany berou na védomi a souhlasi
s tim, ze vySe uvedena odména piredstavuje
realnou trzni hodnotu veskerych Sluzeb, ze
nebyla stanovena s ohledem na objem nebo
hodnotu jiné obchodni ¢innosti realizované
mezi Objednatelem a Poskytovatelem a ze
nezavazuje Poskytovatele k nakupu, uzivani,
doporuCovani nebo  zajisténi  uzivani
jakéhokoli vyrobku Objednatele nebo
sptiznénych osob.

Odména Personadlu. Poskytovatel nese
vyhradni odpovédnost za veskeré odmény,
benefity, ptipadné socialni ptispévky a jiné
podminky spoluprace pro PERSONAL a
Objednatel nenese v souvislosti s tim vici
PERSONALU zadnou odpovédnost.

3.5 Transparentnost. Poskytovatel souhlasi s tim,

ze bude uchovavat zaznamy o platbach nebo
prevodech hodnot a neprodlen¢ poskytne
Objednateli, v rozsahu, ktery neni v drzeni
Objednatele, ve formatu, ktery Objednatel
pozaduje, veskeré informace, o nichz
Objednatel piimétené rozhodne, ze je v
souvislosti s touto smlouvou povinen
dodrzovat tyto platné zakony. Bez ohledu na
cokoli, co je v rozporu s touto smlouvou,
muze  Objednatel zvefejnit  jakékoli
informace, o kterych se divodné¢ domniva,
ze jsou nezbytné pro dodrZeni platnych
zékond.

3.2

3.3

Provider a remuneration for the provision of
Services hereunder, in the amount as
described in Attachment A. In no event shall
the payments hereunder exceed the amount
set forth in Attachment A without the prior
written consent of the Client. Taking into
account that in accordance with the legal
regulations the reverse charge will be
applicable, that compensation will be
exclusive of VAT.

The Client is obliged to pay the remuneration
for the Services actually performed in a
calendar quarter upon an invoice. The invoice
shall be issued the following month after the
end of the given calendar quarter. Payment is
due within 30 days upon receiving invoice by
the Client.

The Parties acknowledge and agree that the
above remuneration represents a fair market
value of the Services, it has not been
established with regard to the volume or
value of any other business activity
conducted between the Client and the
Provider, and it does not bind the Provider to
purchase, use, recommendation, or ensuring
of use of any Client's or related parties'
product.

3.4 Personel Compensation. Provider is solely

responsible for all compensation, benefits,
social contributions, if applicable, and other
conditions of engagement for Personnel and
Client shall have no liability to Personnel in
connection with the same.

3.5 Transparency. Provider agrees to keep records

regarding payments or transfers of value and
shall promptly provide Client, to the extent
not in Client’s possession, in the format
Client requests, with all information that
Client reasonably determines it needs to
comply with such Applicable Law in
connection with this Agreement.
Notwithstanding anything to the contrary
herein, Client may disclose any information
that it reasonably believes is necessary to
comply with Applicable Law.
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Clanek 4
Duvérné informace

4.1

4.2

Pro tucely této Smlouvy se ,,Divérnymi
informacemi rozumi informace vlastnéné
nebo ovladané stranou, jejimi zastupci nebo
pfidruzenymi spole¢nostmi, které jsou
sdéleny pfijimajici strané nebo k nim ma jiny
piistup v souvislosti s touto Smlouvou a
které jsou oznaceny jako ,,Duveérné“.
Duvérné informace nezahrnuji informace v
rozsahu, v jakém (i) jsou vefejné dostupné;
(i1) pfijimajici strana je legalné¢ obdrzi od
jakekoli treti strany bez jakéhokoli omezeni;
(i) byly vyvinuty pfijimajici stranou bez
pouziti divémych informaci; nebo (iv) byla
jiz zndma pfijimajici stran¢ v dobé
zvefejnéni bez souCasnych pisemnych
dukazu.

Po dobu trvani Smlouvy a po dobu deseti
(10) let od ukonCeni Smlouvy nesmi
ptijimajici strana sdélit Davérné informace
zadné treti strané¢ bez piredchoziho
pisemného souhlasu sdélujici strany a bude
Divérné informace pouzivat vyhradné k
poskytovani Sluzeb. Pfijimajici strana nese
odpovédnost za neopravnéné pouziti nebo
zvetejnéni Divérnych informaci.

Clanek 5
Osobni tdaje a soukromi

5.1

Pouziti a zverejneni Osobnich udaju
Objednatele. Poskytovatel bude zpracovavat
Osobni tdaje Objednatele pouze v souladu s
touto Smlouvou, pravidly a postupy
Objednatele, pokyny Objednatele a platnymi
pravnimi ptedpisy. Neni-li v této Smlouvée
dohodnuto jinak, Poskytovatel nema zadné
pravo zpracovavat Osobni udaje Objednatele
pro svlj vlastni komeréni prospéch v
jakekoli formé nebo za jinym tGcelem nez pro
poskytovani Sluzeb podle této Smlouvy,

zejména za ucelem vytvafeni
anonymizovanych nebo anonymizovanych
udaji = bez  pfedchoziho  vyslovného

pisemného souhlasu Objednatele.

4.1

4.2

5.1

Article 4

Confidentiality

For purposes of this Agreement,
“Confidential Information” means

information owned or controlled by a party,
its agents, or its affiliates that is disclosed to
or otherwise accessed by the receiving party
in connection hereunder and which is marked
as ,,Confidential®. The requirement to mark
as ,,Confidential“ does not apply to any
information that a reasonable party would
have reason to know the disclosing party
regards as  confidential.  Confidential
Information does not include information to
the extent that (i) it is in the public domain;
(i1) the receiving party lawfully receives it
from any third party without any restriction
(ii1) it is developed by the receiving party
without use of the Confidential Information;
or (iv) it was already known by the receiving
party at the time of disclosure without
contemporaneous written evidence.

During the term of the Agreement and for a
period of ten (10) years after termination of
the Agreement, the receiving party will not
disclose Confidential Information to any
third-party without the disclosing party’s
prior written consent and will use
Confidential Information solely for the
performance of the Services. The receiving
party shall be liable for unauthorized use or
disclosure of Confidential Information.

Article 5
Personal Data and Privacy

Use and disclosure of Client Personal Data.
The Provider shall process Client Personal
Data only in accordance with this Agreement,
Client policies and procedures, Client
instructions and Applicable Law. Unless
agreed otherwise in this Agreement, the
Provider shall not have any right to process
Client Personal Data for its own commercial
benefit in any form or any other purpose than
for the performance of the Services under this
Agreement, including, without limitation, to
create de-identified or anonymized data
without the prior express written consent of
Client.
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5.2 Minimadlni zpracovani udajii. Poskytovatel

nebude zpracovavat vice nez minimalni
mnozstvi Osobnich udaji Objednatele a
pouze po dobu nezbytné nutnou k
poskytovani Sluzeb dle Smlouvy.

5.3 Urceni roli stran. Smluvni strany se dohodly,

(a)

ze:
Objednatel vystupuje ve vztahu k Osobnim
udajim Objednatele na zakladé Smlouvy
jako Spravce.

(b) Poskytovatel vystupuje ve vztahu k Osobnim

(©)

udajim Objednatele podle Smlouvy jako
Zpracovatel. Pro vylouceni pochybnosti se
uvadi, ze Poskytovatel je opravnén
zpracovavat svym jménem jako Spravce
nekteré Osobni udaje, které obsahuji
kontaktni udaje zaméstnancti Objednatele,
pouze v rozsahu nezbytném pro splnéni
jeho zékonnych povinnosti, pro vykon jeho
zakonnych prav nebo pro spravu jeho
obchodniho vztahu s Objednatelem.

V piipadé, ze Poskytovatel porusenim této
Smlouvy urci ucely zpracovani Osobnich
udaji Objednatele, stdva se Poskytovatel
ve vztahu k tomuto zpracovani Spravcem.

5.4 Pomoc a soucCinnost vi¢i Objednateli. V

souvislosti s  jakymkoli zpracovanim
provadénym na zakladé¢ Smlouvy poskytne

Poskytovatel ~Objednateli  bezodkladnou
souc¢innost s ohledem na povinnosti
Objednatele  dodrzovat platné pravni
predpisy.

5.5 Program ochrany osobnich udaju, ditvérnosti

a bezpecnosti Poskytovatele. Poskytovatel je
povinen:

(a) zavede veskera vhodna technicka, fyzicka
a organizacni opatfeni k zajiSténi urovné
zabezpeceni odpovidajici irovni rizika pro
Osobni udaje Objednatele, jak to vyzaduji
platné pravni predpisy, coz zahrnuje
opatieni uvedena v Ptiloze B;

(b) zajistit, aby Personal (vCetné svych
zaméstnancl, konzultantl, docasnych
pracovniki a agenturnich pracovniki):

(i) pristupoval k Osobnim udajim
Objednatele nebo je zpracovaval pouze v
pripadé, Ze je to nezbytné pro plnéni
Smlouvy;

(i1) absolvoval odpovidajici pravidelné
Skoleni 0 svych  povinnostech

5.2 Minimum Data Processing. Provider shall

process no more than the minimum amount
of Client Personal Data necessary and only
for as long as necessary to perform the
Services under the Agreement.

5.3 Identification of the roles of the parties. The

(a)

parties agree that:

Client shall act as a Controller under the
Agreement in relation to Client Personal
Data.

(b) Provider shall act as a processor under the

(©)

Agreement in relation to Client Personal
Data. For the avoidance of doubt, the
Provider may process on its own behalf, as
Controller, certain Personal Data that
comprises contact details of personnel of
Client only to the extent necessary to comply
with its legal obligations, for exercising its
legal rights or managing its commercial
relationship with Client.

If Provider by infringement of this Agreement
determines the purposes for processing of
Client Personal Data, the Provider shall
become the Controller with respect to such
processing.

5.4 Assistance and cooperation to Client. With

respect to any processing carried out under
the Agreement, Provider shall provide
prompt cooperation to Client with respect to
Client’s obligations to comply with
Applicable Law.

5.5 Provider Privacy, Confidentiality and Security

Program. The Provider shall:

(a) implement all appropriate technical, physical

(b)

and organizational measures to ensure a level
of security appropriate to the level of risk to
Client Personal Data as required by
Applicable Law, which shall include the
measures identified in Attachment B;

ensure that Personnel (including its
employees, consultants, temporary workers
and agency workers):

(1) o access or process Client
Personal Data if needed for the
performance of the Agreement;

(i1) receives appropriate  periodic

training on their responsibilities related to
privacy and data security; and
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souvisejicich s ochranou soukromi a
bezpecnosti tdaju; a

(iii) zachovaval povinnost mlcenlivosti
(nebo se na né€ vztahuje ptislusna zakonna
povinnost ml¢enlivosti); a

5.6 Naruseni bezpecnosti; Oznameni, pomoc a

(a)

zverejnéni. V pripadé, Ze se Poskytovatel
duvodné domniva, Zze doSlo k nahodnému
nebo nezakonnému zniCeni, ztrat¢ nebo
poskozeni a/nebo k neopravnénému ¢i
nezakonnému zvefejnéni, piistupu nebo
zpracovani Osobnich udaji Objednatele
souvisejicich se Sluzbami a/nebo touto
Smlouvou (dale jen "naruSeni bezpecnosti"),
je povinen:

odkladu
takovém

informovat
naru$eni

bez zbyte¢ného
Objednatele 0
bezpecnosti;

(b) poskytnout Objednateli vSechny relevantni

(©)

informace pfi oznameni, které mu bylo
oznameno, nebo jakmile budou tyto
informace k dispozici, aby mohl posoudit
PoruSeni bezpe€nosti a ucinit jakékoli
pozadované oznameni podle platnych
pravnich predpisti. Oznadmeni Poskytovatele
Objednateli musi obsahovat alespon:

(i) povahu a rozsah poruseni zabezpeceni
(vCetné¢ rozsahu tykajiciho se Subjektil
Studie, kategorii zpracovavanych Osobnich
udaji);

(il)) znamé nebo pravdépodobné duasledky
naru$eni bezpec¢nosti; a

(ii1) jakakoli opatieni pfijata nebo navrzena k
pfijeti  Poskytovatelem  za  Ucelem
vySetfovani, feSeni nebo zmirnéni Poruseni
bezpecnosti nebo snizeni rizika opakovani
takového Poruseni bezpecnosti.

V pripadé Poruseni zabezpefeni Osobnich
udaji  Objednatele zpracovavanymi na
zékladé této Smlouvy je Poskytovatel
napomocen a plné spolupracovat podle
pokynti Objednatele pii jakémkoli internim
vySettovani nebo externim vySetfovani
provadéném tfetimi stranami, jako jsou
organy C¢inné v trestnim fizeni, a to
prostiednictvim  poskytnuti  informaci,
zaméstnancu a jejich personalu, rozhovord,
materiald, databazi nebo jakychkoli jinych
polozek potiebnych k Gplnému vysetieni a
vyfeseni jakéhokoli takového Poruseni
bezpeCnosti a  poskytnuti  informaci

(iii) imposed a duty of confidentiality
(or are under an appropriate statutory
obligation of confidentiality);

5.6 Security breaches; Notification, Assistance

and Disclosure. In the event the Provider
reasonably believes that there has been any
accidental or unlawful destruction, loss or
damage, and/or any unauthorized or unlawful
disclosure, access or processing of Client’s
Personal Data related to the Services and/or
this Agreement (“Security Breach”), it shall:

(a) notify Client without undue delay of such
Security Breach;

(b) provide to Client all relevant information
upon notification to it, or as soon as such
information becomes available, for Client
to assess the Security Breach and make
any required notification  under
Applicable Law. The Provider’s notice to
Client shall at least include:

(i) the nature and scope of the Security
Breach (including the scope of Study
subjects, categories of Personal Data
processed);

(i1) the known or likely consequences of
the Security Breach; and

(iii )any measures taken or proposed to be
taken by the Provider to investigate,
address or mitigate the Security Breach or
reduce the risk of recurrence of such
Security Breach.

(c) In the event of a Security Breach relating
to Client Personal Data processed under
this Agreement, the Provider shall assist
and fully cooperate as instructed by Client
with any internal investigation or external
investigation by third parties, such as law
enforcement, through the provision of
information, employees and its personnel,
interviews, materials, databases, or any
other items required to fully investigate
and resolve any such Security Breach and
provide information necessary to provide
required notifications. The Provider shall
take any remedial actions as the parties
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nezbytnych k pozadovanému oznameni.
Poskytovatel pifijme veSkerd napravna
opatfeni, na kterych se strany vzajemné
dohodnou, pficemz tato dohoda nebude ze
strany Poskytovatele bezduvodné
zadrzovana.

(d) V pripadg, Ze Objednatel zjisti, ze je oznameni
vyzadovano podle jakéhokoli platného
pravniho predpisu, bude Poskytovatel
napomocen Objednateli pifi plnéni jeho
oznamovacich povinnosti vi¢i subjektim
Studie a/mebo  dozorovym  organtim.
Poskytovatel nezpfistupni, bez pfedchoziho
pisemného souhlasu Objednatele zadné
informace tykajici se skute¢ného nebo
domnélého poruseni zabezpeceni Osobnich
udaji zadné tieti strané jiné nez dodavateli,
ktery byl najat Objednatelem nebo na
zaklad¢ ptredchoziho pisemného souhlasu
obdrzeného od Objednatele k
vySetfovani/zmirnéni takového PoruSeni
bezpeCnosti a je vazdn  povinnosti
mlcenlivosti, s vyjimkou  pfipadd
vyzadovanych platnymi pravnimi piedpisy.
V takovém piipadé bude Poskytovatel
neprodlené informovat Poskytovatele o
zakonném pozadavku a obsahu zvefejnéni.

5.7 Prava subjektd studie. V piipadé, ze
Poskytovatel obdrzi od subjektu Studie
zadost o prfistup, zménu, pienos, omezeni
pouziti nebo vymaz Osobnich udaji
Objednatele nebo o uplatnéni jakéhokoli
jiného prava na ochranu osobnich udaju
podle platnych  pravnich  pfedpisd,
Poskytovatel neprodlen¢ (a v kazdém
ptipadé do 72 hodin) informuje Objednatele
o této zadosti a tidi se pfiméfenymi pokyny
Objednatele, vcetné pomoci Objednateli
reagovat na takové Zadosti pomoci vhodnych
technickych a organiza¢nich opatieni v
souladu s platnymi pravnimi pfedpisy.

5.8 Preshranicni preddavani udaju a jejich
predavani tretim stranam.

Predavani idaji mimo zemi bydlisté

(a) Poskytovatel nepredava ani nedovoli zadnému
subdodavateli predavat jakékoli Osobni udaje
Objednatele mimo zemi, ve které ma subjekt
Studie bydlisté, bez vyslovného pisemného
souhlasu Objednatele a pouze v souladu s
platnymi pravnimi predpisy.

mutually agree, such agreement not to be
unreasonably withheld by Provider.

(d) In the event Client determines that a
notification is required under any
Applicable Law, the Provider shall assist
the Client in complying with Client’s
notification obligations to Study subjects
and/or supervisory authorities. Provider
shall not disclose, without Client’s prior
written approval, any information related
to the actual or suspected Security Breach
relating to Personal Data to any third party
other than a vendor hired by, or pursuant
to the prior written authorization received
from, the Client to investigate/mitigate
such Security Breach and bound by
confidentiality obligations, except as
required by Applicable Law. In this case,
the Provider shall immediately inform
Client on the legal requirement and
content of the disclosure.

5.7 Rights of Study subjects. In the event the
Provider receives a request from a Study
subject to access, amend, transfer, restrict
the use of, or delete, Client Personal Data
or to exercise any other privacy right
under Applicable Law, the Provider shall
promptly (and in any event within 72
hours) advise Client of such request and
follow reasonable instructions by Client,
including assisting Client in responding to
such requests using appropriate technical
and organizational measures, subject to
Applicable Law.

5.8 Cross-border data transfers and
disclosure to third parties.

Transfers outside the country of residence

(a) The Provider shall not transfer nor permit
any subcontractor to transfer any Client
Personal Data outside the country where
the Study subject resides, without express
written approval from Client and only in
accordance with Applicable Law.
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Pfesuny mimo ekvivalentni chranénou oblast
(a) Pokud Objednatel povoli pienos jeho

Osobnich udaji mimo EU ¢i EHP, u€ini tak
Poskytovatel na zakladé vzorovych dolozek
EU nebo prostfednictvim jakéhokoli jiného
zédkonného mechanismu pifedavani. Souhlas
Objednatele je udélen k datu ucinnosti v
souladu s podrobnostmi o zpracovani, které
jsou uvedeny v Ptiloze C této Smlouvy.

(b) V rozsahu, v jakém jakykoli zvoleny zakonny
mechanismus uvedeny vySe jiz neni platny,
Poskytovatel zavede jakykoli  vhodny
alternativni mechanismus ptedavani, aby byl v
souladu s platnymi pravnimi piedpisy.

5.9 Vraceni, zniceni, zadrzeni. Poskytovatel je
povinen:

(a) archivovat, vracet nebo bezpecné nicit, podle
uvézeni Objednatele, vSechny Osobni udaje
Objednatele zpracovavané, piijaté nebo
vytvorené na zakladé¢ Smlouvy, vcetné jejich
kopii, v rozsahu povoleném platnymi pravnimi
predpisy, a to bud (i) po dokonceni
poskytovani Sluzeb podle Smlouvy; (ii)
ukonéenim  nebo  uplynutim  platnosti
Smlouvy, nebo (iii) dfive na Zadost
Objednatele;

(b) na zadost Objednatele pisemné potvrdi, Ze
dodrzuje pokyny Objednatele; a

(c) pokud jsou jakékoli Osobni tdaje Objednatele
uchovavany v souladu se zakonem, nadale
podléhaji pozadavkiim této Smlouvy, které
zustavaji v platnosti i po ukonceni této
Smlouvy.

5.10 Zdznamy. V rozsahu, v jakém Poskytovatel
zpracovava Osobni udaje Subjektt Studie
Objednatele, které se nachazeji v Evropském
hospodaiském prostoru, vede Poskytovatel
pisemny zaznam o vSech ¢innostech
zpracovani provadénych jménem
Objednatele v souladu s ¢l. 30.2 GDPR.
Poskytovatel na  zadost Objednatele
neprodlené¢ poskytne takovy pisemny
zaznam a umozni Objednateli pfedat takovy
zaznam Spravcim udaji tfetich stran, véetné
sptiznénych spolecnosti Objednatele, jeho
zamestnanci a dodavateltl tfetich stran
(pokud je to relevantni) a piisluSnym

Transfers outside the Equivalent Protection

Area

(a) Where Client permits the transfer of
Client Personal Data outside the EU or
EEA, the Provider shall do so on the basis
of the EU Model Clauses or via any other
lawful transfer mechanism. Clients
approval is given at the Effective Date in
accordance with the Details of processing
as set out in Attachment C to this
Agreement.

(b)To the extent that any chosen lawful
mechanism provided above is no longer
valid, Provider shall implement any

appropriate alternative transfer
mechanism to comply with Applicable
Law.

5.9 Return, destruction, retention. The
Provider shall:

(a) archive, return or securely destroy, at
Client’s discretion, all Client Personal
Data processed, received or created
pursuant to the Agreement, including any
copies, to the extent permitted by
Applicable Law, wupon either (i)
completion of performance of the
Services under the Agreement; (ii)
termination or expiration of the
Agreement, or (iii) earlier upon request by
Client;

(b) upon Client’s request, confirm in writing
its compliance with Client’s instructions;
and

(c) where any Client Personal Data is retained
as required by law, remain subject to the
requirements of this Agreement, which
shall survive termination of this
Agreement.

5.10 Records. To the extent the Provider

processes Client Personal Data of Study
subjects that are located in the European
Economic Area, the Provider shall maintain
a written record of all processing activities
carried out on behalf of Client in
accordance with Art. 30.2 GDPR. Upon
request of Client, the Provider shall provide
promptly such written record and permits
Client to submit such record to third-party
Data  Controllers, including Client’s
Affiliates, its personnel and third party
suppliers (where applicable) and to relevant
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dozorovym ufadim za uUCelem dodrzeni
platnych pravnich pfedpist.

5.11 Dilci zpracovatelé. S vyjimkou ptipada
uvedenych v Piiloze C této Smlouvy nesmi
Poskytovatel preddvat zadné Osobni udaje
Objednatele zadné tfeti osobé bez
piedchoziho vyslovného pisemného
souhlasu Objednatele s vyjimkou ptipadu,
kdy je to vyzadovano pravnimi piedpisy ¢i
organem vefejné spravy. V piipade, Ze
Poskytovatel jmenuje jakékoli
subdodavatele jako dal$i zpracovatele udaju
jménem Objendatele, zapoji je Poskytovatel
za podminek, které poskytuji rovnocennou
ochranu, jaka je stanovena v této Smlouvé.

5.12 Pridruzené spolecnosti Poskytovatele.

(a) Poskytovatel souhlasi s tim, Ze pred
delegovanim  jakychkoli  prav  nebo
povinnosti vyplyvajicich z této Smlouvy na
piidruzené spole¢nosti Poskytovatele budou
tyto pfidruzené spolecnosti Poskytovatele
vazany pisemnou smlouvou dodrzovat
podminky této Smlouvy ve stejném rozsahu
jako Poskytovatel.

(b) Poskytovatel je odpovédny za jakékoli

nedodrZzeni  podminek této  Smlouvy
kteroukoli pridruzenou spole¢nosti
Poskytovatele.

(c) Poskytovatel zpfistupni Objednateli na jeho
zadost seznam pridruzenych spole¢nosti, na
které delegoval jakakoli prava nebo
povinnosti podle této Smlouvy.

5.13 Delegovani. Objednatel mtze delegovat sva
prava a povinnosti podle této Smlouvy na
pridruzenou spole¢nost Objednatele.

5.14  Jmenovani zdastupce. V  piipadé, Ze
Poskytovatel neni usazen v Evropském
hospodaiském  prostoru, v  rozsahu
pozadovaném Platnymi pravnimi piedpisy,
jmenuje Poskytovatel zastupce v Evropském
hospodaiském prostoru a o tomto zastupci
pisemné informuje Objednatele.

5.15 Pravo Objednatele na audit. Objednatel nebo
jim urcend tieti strana a/nebo dozorovy urad
maji pravo provést audit Poskytovatele
béhem jeho bézné pracovni doby a na
zaklad¢ pfimétfeného ozndmeni, za ucelem
sledovani  dodrzovani podminek  této
Smlouvy a platnych pravnich predpist.
Kazda strana ponese své vlastni naklady a
vydaje v souvislosti s takovym auditem.

supervisory authorities to comply with any

Applicable Law.
5.11 Sub-Processors. Except as listed under
Attachment C to this Agreement, the
Provider may not transfer any Client
Personal Data to any third party without
Client’s express prior written consent
except when required by Applicable Law or
by a Public authority. Where the Provider
appoints any subcontractors as further Data
processors on behalf of Client, the Provider
shall engage them on terms that provide
equivalent protections as set out in this
Agreement.

5.12 Affiliates of Provider.

(a) The Provider agrees that before delegating
any rights or obligations under this
Agreement to Affiliates of Provider, such
Affiliates of Provider shall be bound by
written agreement to comply with the terms
of this Agreement to the same extent as the
Provider.

(b) The Provider shall be responsible for any
noncompliance with the terms of this
Agreement by any Affiliate of Provider.

(c) The Provider shall make available to Client

at Client’s request a list of Affiliates to
which it has delegated any rights or
obligations under this Agreement.

5.13 Delegation. Client may delegate its rights
and obligations under this Agreement to an
Affiliate of Client.

5.14 Appointment of representative. Where the
Provider is not established in the European
Economic Area, to the extent required under
Applicable Law, the Provider shall appoint
a representative in the European Economic
Area and notify Client of such
representative in writing.

5.15 Client right to audit. Client or its designated

third-party and/or a supervisory authority

shall have the right to audit the Provider
during its normal business hours and on
reasonable notice in order to monitor
compliance with the terms of this

Agreement and Applicable Law. Each Party

shall bear its own costs and expenses in

relation to such audit. If, as a result of the
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Pokud bude v dusledku auditu Poskytovatel
povaZovan za poruSovatele této Smlouvy a
toto poruseni bude mozné napravit, bude mit
Poskytovatel pét (5) dnli na napravu tohoto
poruseni. Pokud neni poruSeni napraveno do
peti (5) dnit nebo neni mozné jej napravit, ma
Objednatel pravo okamzité vypoveédet
Smlouvu, a to bez sankce nebo dalSich
nakladi. Pravem Objednatele na ukonceni
Smlouvy neni dotCen clanek 8 této Smlouvy.

5.16 Poskytovatel jako sprdavce osobnich udaju

5.17

Objednatele. Poskytovatel je opravnén svym
jménem zpracovavat urit¢é Osobni udaje
Objednatele, které obsahuji kontaktni udaje
zaméstnanci Objednatele, pouze v rozsahu
nezbytném pro uplatnéni jeho zakonnych
prav nebo spravu jeho obchodniho vztahu s
Objednatelem.

Objednatel jako spravce osobnich udaju
tykajicich se Poskytovatele. V piipade€, Ze
Objednatel v souvislosti s touto Smlouvou
zpracovava Osobni daje Poskytovatele, Cini
tak v souladu se zasadami ochrany osobnich
udaji Objednatele, které jsou k dispozici na
https://www.bms.com/privacy-policy.html

a v platném znéni.

5.18 Anonymizované informace viici Objednateli.

Protocol: CN012-0024_site: 2103-Anciliary Service Agreement

V piipadé, Zze Sluzby nevyzaduji, aby
Poskytovatel sdéloval Osobni udaje
Objednateli, budou veskeré uzivatelské
udaje a informace poskytnuté Objednateli v
ramci Sluzeb sjednanych v této Smlouve
(véetn¢ informaci, které maji byt zahrnuty
jako soucast datovych sad a zprav) plné
anonymizovany a budou odkazovat na
neidentifikované a  neidentifikovatelné
osoby. V tomto smyslu Poskytovatel za
zadnych okolnosti nesdéluje Objednateli
zadné Osobni udaje (v¢etné jakéhokoli typu
identifikatord, jako jsou jména, e-mailova
adresa, kody nebo (Cisla). V pripade
nahodného zpristupnéni Osobnich udaju
Objednateli Poskytovatel informuje nebo
ziska souhlas fyzické osoby se zpracovanim
jejich Osobnich udajli v ramci Sluzeb v
rozsahu pozadovaném platnymi pravnimi
ptredpisy, a pokud to nebude mozné, vylouci
tyto informace ze sjednanych Sluzeb.

5.16

5.17

5.18

audit, the Provider is considered to be in
breach of this Agreement, and such breach
is capable of cure, the Provider will have
five (5) days to cure the breach. If the
breach is not cured within five (5) days or is
incapable of cure, Client has the right to
immediately terminate the Agreement,
without penalty or further costs. Client’s
right to terminate the Agreement shall be
without prejudice to Section 8 to this
Agreement.

Provider as data controller of Client
personal data. The Provider may process,
on its own behalf, certain Client Personal
Data that comprises contact details of
personnel of Client only to the extent
necessary for exercising its legal rights or
managing its commercial relationship with
Client.

Client as data controller of personal data
relating to the Provider. Where, in relation
to this Agreement, Client processes
Personal Data of the Provider, it shall do so
in accordance with the Client’s Privacy
Policy available at
https://www.bms.com/privacy-policy.html
and as amended from time to time.

Anonymized information to Client. Where
the Services do not require the Provider to
communicate Personal Data to Client, any
user data and the information provided to
Client in the context of the Services agreed

in this Agreement (including the
information to be included as part of the
datasets and reports) shall be fully

anonymized and shall refer to non-
identified and non-identifiable individuals.
In this sense, under no circumstances shall
the Provider communicate any Personal
Data to Client (including any type of
identifiers, such as names, email addressed,
codes or numbers). In the event of an
incidental disclosure of Personal Data to
Client, the Provider shall inform or obtain
the consent of the individual for the
processing of their Personal Data in the
context of the Services to the extent
required by Applicable Law and, if not
possible, the Provider shall exclude this
information from the agreed Services.
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Clanek 6
DusSevni vlastnictvi a studijni udaje

Article 6
Intellectual Property and Study Data

6.1 Definice.
(a) "Dusevnim vlastnictvim" se rozumi jakékoli

6.1 Definitions.
(a) “Intellectual Property” means any inventions,

vynalezy, objevy nebo vylepsSeni a veskera
prava dusevniho vlastnictvi v nich obsazena,
at’ uz chranéna patentem, autorskym pravem
nebo jinymi pravy duSevniho vlastnictvi Ci
nikoli,  vymySlend, vytvofend nebo
prevedena do praxe v souvislosti s touto
Dohodou nebo vyplyvajici z plnéni
protokolu.

(b) "Studijni udaje" znamenaji vSechny udaje a

vysledky shromazdéné nebo vytvoiené v
souvislosti s poskytovanim SluZeb.

6.2 Vyhradni viastnictvi duSevniho viastnictvi.

Poskytovatel neprodlené a Gplné zpristupni
Objednateli veSkeré¢ duSevni vlastnictvi.
Veskeré takové duSevni vlastnictvi je
vyhradnim vlastnictvim Objednatele a
Poskytovatel timto postupuje Objednateli
vSechna sva prava, naroky a podily na
takovém duSevnim vlastnictvi a bude
spolupracovat na dosazeni vySe uvedeného,
mimo jiné vcetné poskytovani pfiméiené
soucinnosti v souvislosti s trestnim stihanim
prislusnych patentti.

6.3 Shromazdovani a ukladani studijnich udaji.

Poskytovatel je  povinen  pfipravit,
zdokumentovat a udrzovat studijni udaje v
souladu s platnymi pravnimi predpisy a
protokolem. Poskytovatel (a) bude udrzovat
a schrafiovat studijni udaje bezpecnym
zpisobem s omezenim fyzického a
elektronického pristupu a  kontrolami
prosttedi odpovidajicimi ptislusSnému typu
udajii a v souladu s platnymi pravnimi
predpisy a (b) chranit studijni tdaje pied

discoveries, or improvements, and all
intellectual property rights therein, whether
or not protectable by patent, copyright or
other intellectual  property  rights,
conceived, made, or reduced to practice in
connection with this Agreement or resulting
from the performance of the Protocol.

(b) “Study Data” means all data and results

collected or created pursuant to the
performance of the Services.

6.2 Exclusive ownership of Intellectual Property.

6.3

Provider shall promptly and fully disclose
to Client all Intellectual Property. All such
Intellectual Property shall be the exclusive
property of Client, and Provider hereby
assigns to Client all of its rights, title and
interests in such Intellectual Property and
will cooperate to effect the foregoing,
including, without limitation, providing
reasonable assistance in connection with
prosecuting relevant patents.

Collection and storage of Study Data.
Provider shall prepare, document and
maintain Study Data in accordance with
Applicable Law and the Protocol. Provider
shall (a) maintain and store Study Data in a
secure manner with physical and electronic
access restrictions and environmental
controls appropriate to the applicable data
type and in accordance with Applicable
Law and (b) protect the Study Data from
unauthorized use, access, duplication,

neopravnénym pouzitim, pfistupem, disclosure, loss and damage.
duplikaci, zvefejnénim, ztratou a
poskozenim.

6.4 Viastnictvi a pouzivani studijnich udaju.
(a) Poskytovatel souhlasi s tim, ze veskeré

studijni 0daje jsou timto vyhradnim
vlastnictvim Objednatele a Poskytovatel
svym jménem a jménem vSech Pracovniki
timto postupuje na Objednatele veskera sva
prava, vlastnické pravo a podily, vCetné prav
dusSevniho vlastnictvi, k nim. Studijni udaje
mohou byt Objednatelem pouzity k

6.4
(a)

Protocol: CN012-0024_site: 2103-Anciliary Service Agreement

Ownership and use of study data.

Provider agrees that all Study Data are
hereby the exclusive property of Client and
Provider, on behalf of itself and all
Personnel, hereby assigns to Client, any and
all of its rights, title and interest, including
intellectual property rights, in and to the
same. Study Data may be used by Client for
any purpose consistent with the Study
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jakémukoli ucelu, ktery je v souladu s
podepsanym formulafem informovaného
souhlasu subjektu studie, a to bez dalsich
zavazkl nebo zavazkl vici Poskytovateli.

6.5 Uchovavani a likvidace. Poskytovatel bude
uchovavat studijni udaje v souladu s
protokolem a po dobu vyzadovanou
platnymi pravnimi pfedpisy a protokolem.
Poté, co uchovavani jiz neni vyzadovano
platnymi pravnimi ptedpisy, Poskytovatel
bude postupovat v souladu s pravnimi
predpisy.

Clanek 7
Pouziti jména

Z4dna ze stran nesmi vytvafet, umistovat ani §ifit
zadné reklamni, PR, propagacni materialy nebo
jakékoli propagacni materialy jakéhokoli druhu s
pouzitim nazvu druhé strany a/nebo dcefinych
nebo piidruzenych spolec¢nosti druhé strany nebo
pouzivat jejich ochranné znamky, pokud (a) to
neni nutné k dodrzeni platnych pravnich ptedpisi;
(b) v souvislosti s regula¢nimi podanimi nebo
spravnimi nebo soudnimi fizenimi; nebo (c)
ziskali pfedchozi pisemny souhlas druhé strany.

Clanek 8
Odskodnéni & Pojisténi

V ptipadé vzniku Gjmy bude tato nahrazena
vrozsahu a zpisobem stanovenym pravnimi
predpisy, zejména pak zakonem ¢. 89/2012 Sb.,
obcansky zakonik, ve znéni pozd¢€jsich predpisa.
8.1 Kazda ze smluvnich stran neprodlené
pisemné oznami druhé smluvni strané
jakykoli narok nebo potencialni narok, u
kterého mize tato smluvni strana usilovat o
odskodnéni, ale v zadném ptipadé ne pozdéji
nez tiicet (30) dnti poté, co se smluvni strana,
ktera usiluje o odSkodnéni, dozvi o naroku
nebo potencidlnim naroku. Neposkytnuti
vcasného oznameni nezbavuje druhou stranu
povinnosti odSkodnit s vyjimkou pfipadd,
kdy zpozdéni oznameni vedlo k dalSim
Skodam nebo naroktim viici strané pozadujici
odskodnéni.

8.2 Objednatel zajisti a bude udrzovat v plné
platnosti a ucinnosti pojisténi, které kryje
jeho odpovédnost v souladu s platnymi
zakony.

subject’s signed informed consent form
without further obligation or liability to
Provider.

6.5 Retention and destruction. Provider shall
retain Study Data in accordance with the
Protocol and for as long as required by
Applicable Law and the Protocol. After
retention is no longer required by
Applicable Law, Provider shallproceed in

accordance with Applicable Law.

Article 7
Use of Name

Neither Party shall make, place or
disseminate any advertising, public relations,
promotional material or any publicity
material of any kind using the name of the
other party and/or the other party’s subsidiary
or affiliate companies or use their trademarks,
unless (a) required to comply with Applicable
Law; (b) in connection with regulatory filings
or administrative or litigation procedures; or
(c) they have obtained the prior written
approval of the other party.

Article 8
Indemnification & Insurance

In the event of harm, a Party will be
compensated to the extent and in the manner
stipulated by Applicable Laws, in particular
Act No. 89/2012 Coll., the Civil Code, as
amended.

8.1 Each party shall promptly notify the other
party in writing of any Claim or potential
Claim for which such party may seek
indemnification, but in no event more than
thirty (30) days after the Party seeking
indemnification has knowledge of the Claim
or potential Claim. Failure to provide timely
notice shall not negate the obligation of the
other party to indemnify except to the extent
that the delay in notification resulted in
additional damages or claims to the party
seeking indemnification.

8.2 The Client shall secure and maintain in full
force and effect insurance which covers its
liability in accordance with the Applicable
Law.

Protocol: CN012-0024_site: 2103-Anciliary Service Agreement

15



8.3 Poskytovatel zajisti a bude udrzovat v plné 8.3 The Provider shall secure and maintain in full

platnosti a ucCinnosti zakonné pojisténi
profesni  odpovédnosti.  Na  Zzadost
Objednatele poskytne Poskytovatel dikaz o
svém prislusném pojisténi.

Clanek 9
Doba platnosti a ukonceni Smlouvy

9.1 Tato Smlouva nabyva G¢innosti dnem, jejiho 9.1

uvefejnéni v registru smluv v souladu se
zakonem ¢. 340/2015 Sb. a bude pokracovat
az do dokonceni Sluzeb tak, jak je stanoveno
v této Smlouvé, pokud nebude ukoncéena
diive, jak je zde vyslovné uvedeno.

force and effect statutory professional
liability insurance. Upon Client’s request,
Provider shall provide evidence of their
respective insurance.

Article 9
Duration and Termination of the
Agreement

Term. This Agreement is effective on the day
of its publication in the Register of Contracts
in accordance with Act. No. 340/2015
Coll.and shall, unless sooner terminated as
herein expressly provided, continue until
completion of the Services as provided in the
Agreement.

9.2 Ukonceni Smlouvy smluvnimi stranami 9.2 Termination by parties

(a) Objednatel mize ukoncit tuto Smlouvu (i) (a)
bez udani diivodu, na zakladé pisemné
vypovédi zaslané Poskytovateli tficet (30)
dni predem; (ii) s okamzitou platnosti,
pokud je to nezbytné k ochran¢ zdravi a
bezpecnosti subjektt studie;

(b) Kterakoli ze stran mlze ukonCit tuto (b)
Smlouvu z divodu zavazného poruseni této
Smlouvy, pokud toto poruSeni neni
napraveno do patnacti (15) dnti od obdrzeni
pisemného oznameni od strany, ktera toto
poruseni neporusila; nebo (¢) jak je jinak
vyslovné povoleno protokolem, nebo jak se
ob¢ smluvni strany pisemné dohodnou.

(c) Po obdrzeni ozndmeni o ukonceni (c)
Smlouvy je Poskytovatel povinen
okamzit¢ ukoncit jakoukoli c¢innost
souvisejici se Sluzbami a zdrzet se vzniku
dodatecnych néakladi souvisejicich se
Sluzbami.

(d) Ukonceni této Smlouvy =ze strany (d)
Objednatele v souladu s timto oddilem 9.2
bude bez sankce nebo odpovédnosti a bez
zaplaceni jakékoli dal$i kompenzace
podle této Smlouvy, s vyjimkou ptipadu,
které mohou byt vyslovné uvedeny v
Piiloze A;

Pokud je tato Smlouva  ukoncena
Objednatelem z jakéhokoli jiného diivodu, nez
je podstatné poruseni ze strany Poskytovatele,

Client may terminate this Agreement (i)
without cause, upon thirty (30) days prior
written notice to Provider; (ii) with
immediate effect, if necessary to protect the
health and safety of the Study subjects;

Either party may terminate this Agreement
for material breach of this Agreement, where
the breach is not cured within fifteen (15)
days following receipt of written notice
thereof from the non-breaching party; or as
otherwise expressly permitted by the
Protocol; or as mutually agreed upon by both
parties in writing.

Upon receipt of notice of termination of the
Agreement, Provider shall immediately stop
any activity related to the Services, and
refrain from incurring additional costs related
to the Services.

Client’s termination of this Agreement in
accordance with this Section 9.2 will be
without penalty or liability and without
payment of any further compensation
hereunder except as may be expressly
provided in Attachment A.

If this Agreement is terminated by Client for
any reason other than Provider’s material
breach, Client shall pay for unpaid Services

Protocol: CN012-0024_site: 2103-Anciliary Service Agreement
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je Objednatel povinen uhradit neuhrazené
Sluzby skute¢né poskytnuté podle této
Smlouvy a zahrnuté do rozsahu rozpoctu
uvedeného v Piiloze A, a to az do data
ucinnosti takového ukonceni. Smluvni strany
vynalozi pfiméfené¢ usili k urychlenému
vyteseni jakékoli pfipadné neshody.

Pokud je tato Smlouva ukoncéena
Objednatelem z divodu zavazného porusSeni
ze strany Poskytovatele, je Objednatel povinen
uhradit  neuhrazené  Sluzby  skute¢né
poskytnuté na zakladé této Smlouvy a
zahrnuté do rozsahu rozpoc¢tu uvedeného v
Ptiloze A, a to pied datem takového poruseni
a bez souvislosti s nim, pokud Objednatel
nevznese namitky proti jakémukoli poplatku,
v kterémzto piipad¢ strany vynaloZi pfiméfené
usili k rychlému vyfeSeni jakéhokoli
nesouladu.

V ptipadé€, Ze pro provozni komplikace nebo
z divodu ochrany vefejného zdravi nebude
nadale mozné, aby Poskytovatel poskytoval
sluzby dle této smlouvy, je Poskytovatel
opravnén vypoveédét tuto smlouvu na zakladé
pisemné vypoveédi s G¢innosti ke dni jejiho
doru¢eni  Objednateli.  Poskytovatel o
provoznich komplikacich ¢i jinych divodech,
pro které neni schopen sluzby dale poskytovat,
neprodlené pisemné informuje Objednatele a
strany se zavazuji, ze budou v dobré vife
postupovat pfi feseni problému. Pokud nebude
v pifiméfené¢ lhaté dosazeno vyfesSeni
problému, mohou se strany dohodnout na
vzajemném ukonéeni této smlouvy podle
¢lanku 9.2 (b).

9.3 Platnost ustanoveni po ukoncenti smlouvy. 9.3

Ty oddily, které jsou svou povahou nebo
vyznamem urceny k tomu, aby pfetrvavaly i
po ukonceni nebo vyprSeni platnosti této
Smlouvy, tak pretrvaji.

actually performed pursuant to this
Agreement, and included within the scope of
the budget indicated in Attachment A, up to
the effective date of such termination. The
parties shall use reasonable efforts to
expeditiously  resolve  any  possible
disagreement.

If this Agreement is terminated by Client due
to Provider’s material breach, Client shall pay
for unpaid Services actually performed
pursuant to this Agreement, and included
within the scope of the budget indicated in
Attachment A, prior to the date of and
unrelated to such breach, unless Client
objects to any charge, in which case, the
parties shall use reasonable efforts to
expeditiously resolve any disagreement.

In the event that it is no longer possible for
Provider to provide the  Services
contemplated under this Agreement due to
operational complications or public health
concerns, Provider is entitled to terminate this
Agreement on the basis of a written notice
with effect from the date of its delivery to the
Client. Provider shall immediately notify
Client in writing of operational complications
or other reasons for which it is unable to
continue to provide the Services and the
parties agree to work in good faith to resolve
the issue. If no resolution of the issue is
reached within a reasonable timeframe, the
parties may agree to mutually terminate this
Agreement pursuant to Section 9.2(b).

Survival. Those Sections that by their nature
or meaning are intended to survive
termination or expiration of this Agreement
shall so survive.

Clanek 10
Obecna ustanoveni

Article 10
General Provisions

10.1 Independent Contractor Relationship. All
services that Provider render to Client
pursuant to this Agreement shall be rendered
as an independent contractor and not as an
agent or an employee of Client. Nothing
contained in this Agreement shall be
construed to place the parties or their

10.1 Vztah s nezavislym dodavatelem. Veskeré
sluzby,  které  Poskytovatel  piindsi
Objednateli podle této Smlouvy, budou
poskytovany jako nezavisly dodavatel, nikoli
jako zastupce nebo zamestnanec
Objednatele. Nic z toho, co je obsazeno v

Protocol: CN012-0024_site: 2103-Anciliary Service Agreement
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této Smlouve, nelze vykladat tak, ze strany
nebo jejich zameéstnanci jsou ve vztahu
zamestnavatel a zamestnanec, partneii,
zmocnitel a zastupce, spole¢né podniky nebo
jako pojistitel nebo zastupce druhé strany
této Smlouvy. Poskytovatel neni opravnén
Objednatele pravne zavazovat.

10.2 Zddna predpokiadand prava ani licence. Na

zaklade této Smlouvy neni zadnou ze stran
udeleno zadné pravo ani licence druhé€ strané
s vyjimkou téch, které jsou zde vyslovné
uvedeny. Nic z toho, co je obsazeno v této
Smlouve, nezaklada povinnost exkluzivity
jedné strany druhou.

10.3 Rozhodné pravo.Pravni vztahy vznikajici z

této smlouvy, jakoz i pravni vztahy se
smlouvou souvisejici, vcetné otazek
platnosti a nasledkti neplatnosti se iidi
Ceskym pravem. Jakékoli spory vyplyvajici
nebo souvisejici s touto smlouvou budou
rozhodovény vyhradné prisluSnymi soudy
Ceské republiky. Smluvni strany se v
souladu s § 89a zakona ¢. 99/1963 Sb.,
obcansky soudni fad, ve znéni pozd¢jsich
predpist, dohodly, ze mistné piisluSnym je
prislusny obecny soud Poskytovatele.

10.4 Oddélitelnost. Tato Smlouva ma byt

oddelitelna a neplatnost a/nebo
nevymahatelnost jakéhokoli ustanoveni této
Smlouvy nebo jakékoli jeji Casti neovlivni
platnost a/nebo vymahatelnost jakéhokoli
jiného ustanoveni nebo jeho ¢asti v rozsahu,
ktery neni zneplatnén nebo shledan
nevymahatelnym.

10.5 Ozndmeni. Jakéakoli pravni nebo formalni

oznameni musi byt pisemnd a budou
povazovana za ucinna pouze tehdy, pokud
budou dorucena na adresu uvedenou v tomto
dokumentu nebo na jinou adresu (adresy), o
které tato smluvni strana pisemné
informovala.

Pro ucely této Smlouvy je osobou
Objednatele, které budou oznameni
adresovéna:

New Jersey, USA

iokud e-mailem:
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personnel in the relationship of employer and
employee, partners, principal and agent,
joint-ventures, or as an insurer or a
representative of the other Party to this
Agreement. Provider shall not have the
authority to legally bind Client.

10.2 No implied rights or license. No right or

license is granted under this Agreement by
either party to the other except those
specifically set forth herein. Nothing
contained within this Agreement shall impose
an obligation of exclusivity on one party by
the other.

10.3 Governing Law. Legal relations arising from

this Agreement, as well as legal relations
related to the Agreement, including the issues
of validity and consequences of invalidity are
governed by Czech law. Any disputes arising
under or relating to this Agreement shall be
resolved exclusively by the relevant courts of
the Czech Republic. Parties agreed,
according to par.89a of the Civil Procedure
Code, Actno. 99/1963 Coll. That the relevant
court according to the location shall bet he
Provider’s general jurisdiction court.

10.4 Severability. This Agreement is intended to

be severable and the invalidity and/or
unenforceability of any clause of this
Agreement, or any part thereof, shall not
affect the validity and or enforceability of any
other clause or part thereof to the extent not
invalidated or held unenforceable.

10.5 Notices. Any legal or formal notices must be

in writing and will be deemed effective only
when delivered to the address set forth herein
or such other address(es) of which such Party
shall have given written notice.

For purposes hereof, the person at Client to
whom notices shall be addressed is:

New Jersey, USA

if bi email:
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s kopiemi pro:

Vedouci odd¢€leni vyzkumu a vyvoje,
uzavirani smluv, pacienti, data a
soukromi

Spolecnost Bristol-Myers Squibb
Route 206 and Province Line
Princeton, New Jersey 08543

A osoba Poskytovatele, které budou
oznameni adresovana, je:

Masaikﬁv onkoloiicki ustav

Zluty kopec 7
656 53 Brno
Ceska republika

with copies to:

Head of R&D Contracting, Patient, Data &
Privacy

Bristol-Myers Squibb Company

Route 206 and Province Line Road
Princeton, New Jersey 08543

And the person at Provider to whom notices
shall be addressed is:

Masaikﬁv onkoloiicki' ustav

Zluty kopec 7
656 53 Brno
Czech Republic

10.6 Uplnd dohoda. Tato Smlouva a veskeré jeji 10.6 Entire Agreement. This Agreement and any

ptilohy tvoii Gplnou dohodu smluvnich stran
a nahrazuji vSechny predchozi dohody a
ujednani tykajici se jejiho pfedmétu. Tuto
Smlouvu a jeji ptilohy 1ze ménit, upravovat
nebo se jich zcela nebo z¢asti vzdat pouze
pisemnou formou podepsanou obéma
smluvnimi stranami.

V pripadé rozporu mezi touto Smlouvou a
jejimi  prilohami plati podminky této
Smlouvy.

10.7 Stejnopisy a elektronické podpisy. Tato
Smlouva mize byt vyhotovena ve dvou (2)
stejnopisech, z nichz kazdy bude povazovan
za original, a vSechny tyto stejnopisy
spolecné tvoii jednu a tutéz smlouvu.

10.8  Pridéleni a delegovani  povinnosti.
Poskytovatel podle této Smlouvy neni
opravnén prevést zddnd sva prava nebo je
zadat subdodavateli ¢i delegovat své
povinnosti. Objednatel mlze postoupit sva
prava nebo delegovat své povinnosti podle
této Smlouvy na svou pfidruZzenou
spole¢nost.

10.9 Boj proti uplatkarstvi

(@) Smluvni strany berou na védomi, Ze
Objednatel je véazdn vSemi platnymi
protikorupnimi  a  protiuplatkarskymi
zakony a predpisy, mimo jiné vcetn¢ zakona
o zahrani¢nich korupénich praktikach
(Foreign Corrupt Practices Act, ,,FCPA®) a
britského  protikorupéniho  zdkona a
Poskytovatel bude usilovat, aby jednal tak,

attachments hereto set out the entire
agreement of the parties and supersede all
prior agreements and understandings relating
to its subject matter. This Agreement and any
attachments hereto may not be altered,
modified, or waived in whole or in part,
except in writing signed by both parties.

If there is any conflict between this
Agreement and any attachments to it, the
terms of this Agreement control.

10.7 Counterparts and Electronic signatures. This

Agreement may be executed in two (2)
counterparts, each of which shall be deemed
to be an original, and all of such counterparts
shall together constitute one and the same
Agreement.

10.84ssignment and delegation of responsibilities.

Provider may not assign any of its rights or
subcontract or delegate any of its duties under
this Agreement. Client may assign its rights
or delegate its duties under this Agreement to
its affiliate.

10.9 Anti-Bribery
(a) The parties acknowledge that Client is bound

by all applicable anti-corruption and anti-
bribery laws and regulations, including, but
not limited to, the Foreign Corrupt Practices
Act (“FCPA”) and UK Bribery Act and
Provider shall use commercially reasonable
efforts not to cause Client to be in breach of
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aby nezpusobil, ze Objednatel porusi své
povinnosti  prostfednictvim  jakéhokoli
zakona popsaného v tomto oddilu.

(b) Pti poskytovani Sluzeb podle této Smlouvy
Poskytovatel (i) souhlasi s tim, Ze neu¢inil a
neucini, pfimo ¢i nepfimo, nabidky, slib,
autorizovat nebo piijmout jakoukoli platbu
nebo cokoli hodnotného, véetné tplatkd,
dary a/nebo dary jakémukoli vefejnému
Ciniteli nebo od n¢j, regulacni organ nebo
kdokoli jiny za ucelem nepatficného
ovliviiovani, navadéni nebo odménovani
jakéhokoli  jednani, opomenuti nebo
rozhodnuti s cilem zajistit nepatiicnou
vyhodu, véetné ziskani nebo udrzeni
obchodu, a (ii) budou dodrzovat vSechny
platné¢ protikorupéni a protiuplatkarské
zékony a predpisy. Poskytovatel bude
informovat Objednatele okamZité poté, co se
dozvi o jakémkoli poruseni tohoto oddilu.

(c) Za ucelem zajisténi dodrzovani platnych
protikorupcnich ~ zdkoni a  predpist
Poskytovatel souhlasi s tim, ze Objednatel
bude mit po dobu platnosti této Smlouvy
pravo po predchozim pisemném ozndmeni a
v bézné pracovni dob¢ Poskytovatele provést
Setieni nebo audit Poskytovatele za ucelem
sledovani dodrzovani podminek tohoto
oddilu. Poskytovatel bude plné
spolupracovat pii takovém vysetfovani nebo
auditu, jehoz nacasovani bude ponechano na
vyhradnim uvazeni Objednatele.

10.10 Tato smlouva je vyhotovena ve dvou
jazykovych verzich. V piipadé jakéhokoli
rozporu mezi ¢eskou a anglickou jazykovou
verzi smlouvy se upfednostni a pouZzije ¢eska
verze smlouvy.

Na dukaz své pravé a svobodné viile byt
ustanovenimi této Smlouvy vazani k ni osoby
jednajici za smluvni strany pFipojuji své
podpisy.

(©)

its responsibilities through any act as
described in this Section.

In performing the Services under this
Agreement, Provider (i) agrees that it has
not and shall not, directly or indirectly, offer
to make, promise, authorize or accept any
payment or anything of value, including
bribes, gifts and/or donations to or from any
public official, regulatory authority or
anyone else for the improper purpose of
influencing, inducing or rewarding any act,
omission or decision in order to secure an
improper advantage, including to obtain or
retain business, and (ii) shall comply with
all applicable anti-corruption and anti-
bribery laws and regulations. Provider shall
notify Client immediately upon becoming
aware of any breach under this Section.

(c) For the purpose of ensuring compliance with

applicable  anti-bribery  laws  and
regulations, Provider agrees that Client
shall have the right to conduct an
investigation or audit of Provider during the
term of this Agreement and upon prior
written notice and during the Provider’s
normal business hours to monitor
compliance with the terms of this Section.
Provider shall cooperate fully with such
investigation or audit, the timing of which
shall be at the sole discretion of Client.

10.10 This Agreement is executed in two

languages. In the event of any conflict
between Czech and English language
versions of the Agreement, the Czech
version of the Agreement shall prevail.

To prove their right and free will to be
bound by the provisions of this Agreement,
the persons acting for the Parties affix
their signatures.
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POSKYTOVATEL: PROVIDER:

Jméno: prof. MUDr. Marek Svoboda, Ph.D., Name: prof. MUDr. Marek Svoboda. Ph.D.,
reditel Director
Podpis: Signature:
Datum: 16- 12. 2025 Date: 16.12. 2025
CLIENT:
OBJEDNATEL.:
Podpis: Signature:
Datum: 12. 12. 2025 Date: 12.12. 2025
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Appendix A

Payment Schedule
CN012-0024
Site No: 2103

This Payment Schedule is inclusive of all payments
and costs — procedures and non-procedures- that
the Client (term includes CLIENT’s designee where
applicable) agrees to pay/reimburse in connection
with the conduct of the service. The Client has no
other  payment/reimbursement  obligation in
connection with the Study.

Client retains vendor, Clinical Financial Services
LLC, with business name DBA IQVIA Clinical Trial
Payments (‘CLIENT DESIGNEE”), to administer and
process payments, to Payee/s on behalf of the
Client.

. Description of services

Provider shall provide the following Services the
Client:
- Amyloid PET with low dose CT
- Submission of the non-anonymized
examination report to the
INSTITUTION/INVESTIGATOR, who will
ensure data anonymization and subsequent
forwarding to the Client.

Imaging will be performed as per the protocol
requirements and Site Manual from Clario.

Number of Estimated Enrolled Study Subjects - 3.

1. Budget

Estimated total financial commitment:

Priloha A

Piehled plateb
CNO012-0024
Pracovisté ¢.: 2103

Tento Pfehled plateb zahrnuje vesSkeré platby a
naklady — na 1é€ebné i neléCebné ukony — které
se Objednatel (v relevantnich pfipadech pojem
zahrnuje i osoby uréené Objednatelem) zavazuje
uhradit/proplacet v souvislosti s provadénim
sluzeb. Objednatel nema v souvislosti se studii
zadnou jinou povinnost k uhradé ¢&i proplaceni
vydaju.

Objednatel povéfil dodavatele Clinical Financial
Service LLC, s obchodnim jménem DBA IQVIA
Clinical Trial Payments (dale jen ,osoba uréena
Objednatelem®) spravou a zpracovanim plateb
urc¢enych Pfijemci (Pfijemcum) plateb, které jsou
hrazeny jménem Objednatele.

. Popis sluzeb

Poskytovatel bude Objednateli poskytovat
nasledujici sluzby:
- VySetfeni amyloidni PET s low dose CT
- Odeslani neanonymizované zpravy z
vy$etfeni ZDRAVOTNICKEMU
ZARIZENI/ZKOUSEJICIMU, které zajisti
anonymizaci udaji a nasledné pfedani
Objednateli.

Snimkovani bude provedeno dle pozadavki
protokolu a Site Manual od spole€nosti Clario.

Ocekavany pocet zafazenych pacientu do studie
- 3.

il Rozpocet

Predpokladané celkové finanéni plnéni:
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supporting documentation

Hrazené studijni naklady za Subjekt hodnoceni / Reimbursable Study Subject Costs

Vsechny faktury musi byt doprovazeny podpurnou dokumentaci/ All invoices must be accompanied by

Vysetreni/ Procedure

Castka v Ké /
Amount in CZK

Amyloidni PET s low dose CT / Amyloid PET with low dose CT

50 000

Radiofarmakum (18F)-flutemetamol / Radiopharmaceutical (18F)-flutemetamol
tracer

in accordance with
the current
reimbursement

amount under the
general public
health insurance
system / dle

Extra fee for the PET-CT examination within 5 working days of the examination
request

aktualni vyse
Uhrady ze
vSeobecného
zdravotniho
pojisténi
Vypracovani zpravy (pouzije se i v pripadé, Ze by se jednalo o popis vySetieni
provedeného pred podpisem informovaného souhlasu a poskytnuti snimku):
Report preparation (to be used even if it is a description of the examination 3000
performed before Informed Consent signature and the provision of the image)
Priplatek za vy$etieni do 5-ti pracovnich dnt od Zadosti o PET-CT vysetieni
2500

Start-up poplatek / Start-up fee

Castka v K& / Amount in CZK

Jednorazovy start-up poplatek za posouzeni Smlouvy splatny po uzavreni
Smlouvy na zakladé faktury vystavené Poskytovatelem. Pro vylouéeni
pochybnosti smluvni strany uvadi, Ze narok na zaplaceni jednorazového
iniciaéniho poplatku za posouzeni Smlouvy vznika po podpisu Smiouvy.

One-time start-up fee for the Agreement assessment payable after the
Agreement execution based on an invoice issued by the Provider. For the
avoidance of doubt, the Parties state that the entitlement to payment of a one-
time initiation fee for the assessment of the Agreement arises after the signing
of the Agreement.

20 000

Naklady souvisejici se studii / Study Related Costs

Castka v K& / Amount in
CZK

Poplatek za administrativni zpracovani dodatku smlouvy (iniciovany
Objednatelem) / Contract amendment fee (initiating by Client)

5000
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Start-up Fee

Within thirty (30) days upon receipt of valid
invoice issued after the Agreement execution,
a one-time start-up fee shall be paid by the
Client. This payment represents
reimbursement (inclusive of overhead) for all
support activities related to provision of
Services atthe Provider. The Provider commits
to send the invoice on the day of its issue.

If the Study is terminated prior to activation and
the termination is not the result of a violation by
the Provider of the Agreement, the Protocol or
any Applicable Laws or regulations, the Client
may evaluate actual work performed towards
activation and reimburse for applicable start-up
costs.

Study Services Related Costs
and Reimbursable Study
Subject Costs

. Payment will be made quarterly by the Client in

accordance with the budget in accordance with
Article 3 of the Attachment A.

. The Client is not obligated to reimburse for items

which have not been identified within the budget.
Any exceptions require prior written approval by
the Client.

. Reimbursable Study subject costs not considered

standard of care will be reimbursed in accordance
with the budget.

. Payee/s will be reimbursed in accordance with the

budget as incurred and invoiced even if/when the
estimated reimbursable Study subject costs
amount is exceeded. Any exceptions require prior
written Client approval.

Payment

Payments will be generated within thirty (30) days
of receipt and BMS approval of invoices (as it is
specified below).

Payments will be paid for actual work performed
upon site’s activation.

a.

Start-up platba

Objednatel do tFiceti (30) dnu od dorucéeni platné
faktury vystavené po uzavieni Smlouvy uhradi
jednorazovy start-up poplatek. Tato platba
pokryva nahradu (v€etné rezijnich nakladi) za
vesSkeré podpurné ¢innosti souvisejici se
zahajenim poskytovanim sluzeb u
Poskytovatele. Poskytovatel se zavazuje zaslat
fakturu v den jejiho vystaveni.

V pfipadé, Ze studie bude ukon&ena pred jejim
zahajenim, a toto ukonceni neni dusledkem
poruseni smlouvy, protokolu nebo jakychkoli
platnych zakonl nebo predpisi ze strany
Poskytovatele, muze Objednatel vyhodnotit
skute€nou praci vykonanou za u€elem zahajeni
studie a uhradit pfislusné pocateni naklady.

Naklady spojené s poskytovanim
sluzeb a Hrazené studijni naklady za
Subjekt hodnoceni

Objednatel bude provadét platby Ctvrtletné na
zakladé rozpoctu v souladu s ¢l. 3 Prfilohy A
smlouvy.

Objednatel neni povinen proplacet polozky,
které nebyly vrozpoCtu oznaCeny. VeSkereé
vyjimky z tohoto pravidla vyzaduji pfedchozi
pisemny souhlas Objednatele.

Hrazené studijni naklady za Subjekt hodnoceni,
které nejsou povaZovany za standardni pédi,
budou uhrazeny v souladu s rozpoc¢tem.

Pfijemci (Pfijemctm) platby budou vzniklé a
vyuctované naklady proplaceny dle rozpoctu i
v pfipadé, resp. poté, co dojde k pfekroCeni
odhadované vyse Hrazenych studijnich nakladu
za Subjekt hodnoceni. Veskeré vyjimky z tohoto
pravidla vyZzaduji pfedchozi pisemny souhlas
Objednatele.

Platba

Platby budou zadany do tficeti (30) dnli od
doruceni faktur a jejich schvaleni od spole¢nosti
BMS (blize viz nize)

Platby budou uhrazeny po zahajeni studie, a to
za skute€né vykonanou praci.
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e.

Invoices will be issued to the following: C.

DIC: IE3986060BH

Attn: Site Payments

Invoices should include the following information: | 4

i. Invoice Number, Protocol Number, Site
Number (2103), Name of INSTITUTION,
Name of INVESTIGATOR, Name and
address of Payee, Payee/s VAT ID (if
applicable) date, the Client name.

ii. Supporting documentation of each
procedure and cost (i.e., Study subject,
date of procedure, third party invoice).

All invoices should be uploaded directly through
the Client DESIGNEE's site portal at

i. Alternatively, invoices may be submitted
electronically to
using the

following subject line:

i. Payment inquiries must be submitted to
the Client via e-mail to:

Payments will be generated in the following
currency: CZK.

Payment will be generated to Payee/s listed in the
Payment Intake Form(s) (“PIF”).

Financial reconciliation will occur within sixty (60) | h.
days of Data Base Lock (DBL) or within sixty (60)
days of early termination of the Study at

Faktury budou vystavovany na:

Na védomi: Site Payments

Faktury budou obsahovat nasledujici udaje:

i. Cislo faktury, Ccislo protokolu, Ccislo
Klinického pracovisté (2103), nazev
ZDRAVOTNICKEHO ZARIZENI, jméno
ZKOUSEJICIHO, jméno a adresa
PFijemce platby, danové identifikacni Cislo
Pfijemce platby (je-li relevantni), datum,
nazev Objednatele.

i. podklady ke vSem Ié€ebnym Ukonim a
nakladdm (napf. identifikacni Cisla
subjektll studie, datum lé¢ebného Ukonu,
faktura vystavena tfeti osobou).

Veskeré faktury se budou nahravat pfimo
prostfednictvim portalu pracoviété osoby
uréené Objednatelem internetovych

s

i. Pfipadné mohou byt faktury zasilany
elektronicky na adresu
s uvedenim nasledujiciho textu
v pfedmétu zpravy:

ii. Veskeré dotazy ohledné plateb je tfeba
Objednateli zaslat na emailovou adresu:

Platby budou generovany v méné: Ke.

Platby budou zasilany Pfijemci platby /
PFijemcdm plateb uvedenému / uvedenym ve
Formulafri k pfijeti platby/plateb (,,PIF”).

Finanéni vyrovnani probé&hne do Sedesati (60)
dnd od uzavieni databaze (DBL) nebo do
Sedesati (60) dna od pred¢asného ukoncéeni
studie ve ZDRAVOTNICKEM ZARIZENI.
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INSTITUTION. The final payment shall be paid,
provided:

i. all completed eCRFs/CRFs are received
by the Client.

ii. all Study Data queries have been resolved
to the Client’s reasonable satisfaction.

ii. All outstanding invoices must be received
by Client no later than sixty (60) days after
the notice letters are sent by Client
DESIGNEE following DBL or early
termination of the Study at INSTITUTION.
Invoices received after this time will
not be reimbursed. Final invoices must
be explicitly labelled as “FINAL INVOICE”
to confirm the completion of the billing
process.

The Client DESIGNEE will not issue proforma
invoices for reimbursable costs. These will have to
be tracked and invoiced proactively by sites.
Reimbursable items must be invoiced separately.

Supporting documentation for reimbursable costs | .
will be sent to the Clinical Trial Manager (name J-
and email address will be communicated
immediately after the contract is signed) to the
email: prior to
invoice issuance to the @bms.com email address
address and approved or modified in cooperation
with the the responsible person (especially if they
contain any deficiencies or inaccuracies). It is
considered that if the Clinical Trial Manager does
not comment on the documents, even within 14
days from the date of their provision, they are
correct and an invoice can be issued on the basis
of which the Sponsor is obliged to pay.
Reimbursable items must be invoiced separately.

The Client DESIGNEE will receive invoices from
Payee/s and process payments on behalf of the
Client, unless otherwise agreed.

The fees referred to as “Study Related Costs and
Reimbursable Study Subject Costs” (e.g.,
conditional procedures, pass through costs, etc.)

Zavéretna platba bude uhrazena za
predpokladu, ze:.

i. Objednatel obdrzi veskeré vyplnéné
formulaife eCRF/CRF.

ii. V&echny dotazy tykajici se studijnich
udaji byly vyfeSeny k pfimérené
spokojenosti Objednatele.

iii.  VSechny neuhrazené faktury musi byt
doruéeny Objednateli nejpozdéji do
Sedesati (60) dnlu po odeslani
oznameni od osoby povérené
Objednatelem po uzavrieni databaze
(DBL) nebo pred¢asném ukonceni
studie ve ZDRAVOTNICKEM
ZARIZENI. Faktury doruécené po této
lhaté nebudou proplaceny. Koneéné
faktury musi byt vyslovné oznaéeny
jako ,KONECNA FAKTURA®, aby bylo
potvrzeno dokonéeni fakturaéniho
procesu.

Osoba uréena  Objednatelem  nebude
vystavovat proforma faktury na Hrazené
naklady. Tyto naklady museji byt evidovany a
proaktivné fakturovany pracovisti. Hrazené
polozky museji byt fakturovany zvlast.

Podklady k hrazenym nakladim budou pied
samotnym  vystavenim faktury zaslany
manazerovi klinického hodnoceni(jméno a
emailova adresa budou sdéleny ihned po
podpisu smlouvy na email:

| a to s emailovou
adresu s doménou @bms.com. a ve spolupraci
s nim schvaleny, pfipadné upraveny (zejména
obsahuji-li jakékoli nedostatky &i neprfesnosti).
Ma se za to, Zze v pfipadé, Ze se manazer
klinického hodnoceni k podkladim nevyjadfi,
ani ve Ihité 14 dnd ode dne jejich poskytnuti,
jsou tyto spravné a Ize na jejich zakladé vystavit
fakturu, kterou je Zadavatel povinen uhradit.
Hrazené polozky museji byt fakturovany zvlast.

k. Osoba uréena Objednatelem bude pfijimat

faktury od Pfijemce (Pfijemcu) platby a tyto
platby zpracovavat jménem Objednatele,
ledaze bude dohodnuto jinak.

Platby oznacované jako ,Naklady spojené se
studii a Hrazené studijni naklady za Subjekt
hodnoceni“ (napf. podminéné |éebné ukony,
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VL.

due under this Agreement, have to be invoiced as
per the budget by the Payee/s to the Client
DESIGNEE. Invoices for any additional payments
to those stated in the Agreement (i.e., additional
reimbursements) must also be sent to the Client
DESIGNEE and approved in writing by the Client.

Tax Information

All costs mentioned here are net costs, excluding
tax (any value-added tax/good and services tax,
turnover tax or any equivalent tax or duty required
by any applicable law).The Payeel/s shall be
responsible for determining and applying any such
tax on the services if required by law, and shall
comply with any and all formal legal requirements
in order to safeguard SPONSOR’s right to recover
such tax under any relevant procedure, if any. In
particular, and without prejudice to the foregoing,
the Payee/s shall describe in detail the services
provided on the relevant invoice in accordance
with and to the extent required by law and shall
separately and segregate out those on which tax
is or is to be added or applied.

prfeuctované naklady atd.), které budou
splatné podle této smlouvy, musi PFfijemce
(PFijemci) platby osobé uréené Objednatelem
fakturovat v souladu s rozpocétem. Faktury za
jakékoli dalsi platby nad ramec plateb
uvedenych ve smlouvé (ij. dodatecné uhrady)

musi byt rovnéZz =zaslany osob& urCené
Objednatelem a Objednatel je musi pisemné
odsouhlasit.

VI. Informace ke zdanéni

VSechny naklady uvedené v této PFiloze jsou
uvadény v gisté vysSi, bez jakékoliv dané (napfr.
DPH, dané ze zboZi a sluzeb, dané z obratu nebo
jakékoliv obdobné dané ¢&i odvodu, které pozaduiji
platné pravni pfedpisy). PFijemce plateb
zodpovida, resp. Prfijemci plateb zodpovidaji za
vypocteni vySe této dané a jeji uplatnéni na sluzby,
vyZaduiji-li to pravni pfedpisy, a zavazuje (zavazuiji)
se dodrzovat veSkeré formalni pravni nalezitosti,
aby bylo zaru€eno pravo Zadavatele narokovat
pfipadné vraceni dané podle pfislusného postupu.
Pfijemce platby podrobné popise, resp. Pfijemci
platby popiSi sluzby poskytované na zakladé
pfislusné faktury podle podminek a v rozsahu,
které stanovi pravni pfedpisy, a vyCleni ty, k nimz
se pripoCitava nebo se ma pfipocitavat, resp. na
néz se uplatni, resp. se ma uplatnit dan.
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Exhibit 1 to ATTACHMENT A /Doplnéni 1 k PRILOZE A

PAYMENT INTAKE FORM (PIF) / FormulaF k pfijeti platby (PIF)

In order to receive payment, all payment information fields outlined in the PIF below must be completed.
Aby bylo mozné obdrzet platbu, musi byt vyplnéna vSechna pole s informacemi o platbé uvedena v nize
prilozeném formulafi PIF.

The payment information provided by the Payee will only be used for payment services relating to the Study and
will not be disclosed to third parties except SPONSOR DESIGNEE, who will take the appropriate security measures
for such purposes. Platebni Udaje poskytnuté pfijemcem budou pouzity pouze pro platebni sluzby souvisejici se
studii a nebudou poskytnuty tfetim stranam s vyjimkou osoby uréené ZADAVATELEM, ktera pro tyto Gc€ely pfijme
vhodna bezpecénostni opatfeni.

In case of changes in the Payee’s address or bank account number, Payee is obliged to inform SPONSOR
DESIGNEE in writing by sending an email to ||| The Parties agree that in case of
changes in address which do not involve a change of Payee, tax numbers, tax exempt status or country location of
bank account, no further amendments are required. The Parties acknowledge that the designated Payee is
authorized to receive all of the payments for the services performed under this Agreement. V pfipadé zmény adresy
nebo &isla bankovniho U&tu pfijemce je pfijemce povinen pisemné informovat osobu uréenou ZADAVATELEM
zaslanim e-mailu na adresu ||| s v i strany se dohodly, Ze v pipadé zmény adresy,
ktera nezahrnuje zménu pfijemce, danového gisla, statusu osvobozeni od dané nebo zemé& umisténi bankovniho
Uctu, nejsou nutné zadné dals$i zmény. Smluvni strany berou na védomi, Ze uréeny pfijemce je opravnén pfijimat
veskeré platby za sluzby poskytované na zakladé této smlouvy.

Investigator

1.) | First/ Given Name

I
2.) | Last/Family Name I

Contract Payee

Payee Name
3.) | (Must match name in the contract) Masarykiiv onkologicky ustav
4.) | Tax Number or ID CZ00209805

Banking Information

5.) | Bank Name Ceska narodni banka
6.) | Bank Street Na Prikopée 28

7.) | Bank City Praha 1

8.) | Bank State/Province N/A

9.) | Bank Postal Code 11503

10.) | Bank Country Ceské republika

11.) | Receiving Account Currency CzZK

12.) | IBAN CZ58 0710 0000 0000 8753 5621
13.) | SWIFT Code (8 or 11 Characters) CNBACZPP

14.) | Intentionally Blank No Response Required
15.) | Intentionally Blank No Response Required

If the contracted Payment Currency does not match your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial institution for details. If an Intermediary bank is
required, please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary
Bank along with all other required Wire instructions. Pokud se smluvni ména pro platbu neshoduje s
ménou vaseho bankovniho U¢tu, je mozné, Ze budete muset vyuzit zprostiedkujici banku. Podrobnosti
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Vam sdéli vase finanéni instituce. Pokud je nutna zprostredkujici banka, uvedte prosim jeji nazev, Cislo
uctu (pokud je k dispozici) a SWIFT kod s dalSimi pokyny, které jsou k bankovnimu prevodu nutné.

Contact Information

16.) | Name of Invoice Recipient sending invoices

17.) | Phone Number & Email

18.) | Language Preference Czech, English

Name of Payment Recipient to receive payment
19.) | notification and details

20.) | Phone Number & Email
21) | Language Preference

Czech, English

* The Invoice Recipient (non-US sites) is the person who will be sending invoices to SPONSOR DESIGNEE.
Throughout the study SPONSOR DESIGNEE will be sending the invoice recipient the payable visit activity which
should be invoiced to SPONSOR DESIGNEE to receive payment. * Pfijemce faktury (mimo centra v USA) je osoba,
ktera bude zasilat faktury osobé uréené ZADAVATELEM. V pribéhu studie bude osoba uréena ZADAVATELEM
zasilat prijemci faktury splatnou navstévu, ktera by méla byt fakturovana osobé uréené ZADAVATELEM, za ucelem
obdrzeni platby.

** The Payment Recipient is the person the Payee selects to receive a payment notification email upon processing
of each payment and have access to the IQVIA Site Portal for payment details. The email notification will include a
link to the IQVIA Site Portal where Payment Recipient will be able to access details of the payment. ** Prijemce
platby je osoba, kterou si prijemce vybere, aby mu byl pfi zpracovani kazdé platby zaslan e-mail s oznamenim o
platbé a aby mél pristup na portal IQVIA Site s podrobnostmi o platbé. E-mailova notifikace bude obsahovat odkaz
na portal IQVIA Site, kde bude mit pfijemce platby pristup k podrobnostem o platbé.

For any questions or additional information, Payee should contact SPONSOR DESIGNEE support at
V pripadé jakychkoli dotazG nebo dopliujicich informaci by mél pfijemce
kontaktovat osobu povérenou ZADAVATELEM na adrese

Information regarding the SPONSOR DESIGNEE process can be found within the Resource section of the IQVIA
CTP Portal. Informace tykajici se procesu osoby povéiené ZADAVATELEM naleznete v sekci Zdroje na portalu
IQVIA CTP Portal.
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PRILOHA B
POZADOVANA BEZPECNOSTNI
OPATRENI A OPATRENi NA OCHRANU
SOUKROMI

Poskytovatel ve vztahu k osobnim udajim
zavede nasledujici bezpecnostni opatieni. Pojmy
psané velkymi pismeny maji vyznam stanoveny
v pfislusné smlouve.

1. Udrzuje a pravidelné aktualizuje technicka a
fyzicka bezpec&nostni opatfeni a dalsi
bezpelnostni opatfeni k ochrané osobnich
Udaju, ktera jsou navrzena tak, aby: (i)
zajistila dlvérnost, integritu, a dostupnost
osobnich udaju Objednatele; (ii) chranila
pred jakymikoli o€ekavanymi hrozbami nebo
riziky pro zachovani duavérnosti, integrity, a
dostupnosti osobnich Udaji Objednatele; a
(iii) chranila pfed neopravnénym pfistupem,
pouzitim, nebo zpfistupnénim osobnich
udaji Objednatele.

2. Udrzuje a zpfistupni na zadost Objednatele
seznam technickych a organizanich
opatfeni k ochrané osobnich udaja, ktery
zajiStuje dodrzovani platnych zakont. Ve
vhodnych intervalech nebo jinak podle
pozadavki Objednatel poskytne kopii
pisemnych zasad ochrany osobnich udajd a
zabezpeceni informaci.

3. Pravidelné testuje a monitoruje ucinnost

bezpecnostnich opatfeni, kontrol, systém( a
postupl, vcetné provadéni ovéfenych
skenovani zranitelnosti a v€asné opravy
zjisténych zranitelnosti. Je tfeba ucinit
opatfeni, aby vysledky téchto testll byly na
vyzadani k dispozici Objednateli.

4. Pravidelné identifikuje a pfiméfené eliminuje
predvidatelna interni a externi rizika pro
bezpecénost, divérnost a integritu osobnich
udaji Objednatele a zajisti, aby tato rizika
byla feSena.

5. Implementuje  celopodnikovou  strategii
spravy pfistupt k prostfedkim ICT, ktera
zajistuje dodrzovani osvédcenych postupl v
oboru a prochazi pravidelnymi kontrolami.
Strategie by méla zahrnovat pouziti
dvoufaktorového nebo  vicefaktorového
ovéfovani pro vzdaleny pfistup.

6. Provadi bezpecnostni hodnoceni ve vSech
aplikacich, které obsahuji osobni udaje

ATTACHMENT B

REQUIRED SECURITY AND PRIVACY
MEASURES

Provider shall implement the following security
measures in relation to the Personal Data.
Capitalized terms shall have the meaning set out
in the applicable Agreement.

1. Maintain and periodically update technical
and physical safeguards and other security
measures to protect personal data that are
designed to: (i) ensure the confidentiality,
integrity, and availability of Client Personal
Data; (ii) protect against any anticipated
threats or hazards to the -confidentiality,
integrity, and availability of Client Personal
Data; and (iii) protect against unauthorized
access, use, or disclosure of Client Personal
Data.

2. Maintain and make available, upon request of
Client, a list of technical and organizational
measure to protect personal data that
assures compliance with Applicable Law. At
appropriate intervals or as otherwise
requested by Client, provide a copy of written
privacy and information security policies.

3. Regularly test and monitor the effectiveness
of its safeguards, controls, systems, and
procedures, including conducting
credentialed  vulnerability scans and
correcting discovered vulnerabilities in a
timely manner. Provisions should be made to
make the results of these tests available
upon request to Client.

4. Periodically identify and reasonably
foreseeable internal and external risks to the
security, confidentiality, and integrity of Client
Personal Data, and ensure that these risks
are addressed.

5. Implement an enterprise-wide resource
access ICT management strategy that
ensures compliance to industry best
practices and undergoes periodic review. The
strategy should include use of dual- or multi-
factor authentication for remote access.

6. Conduct security assessments on all
applications that contain Client Personal
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10.

11.

12.

13.

14.

Objednatele, poskytuji pfistup k internim
sitim a/nebo uchovavaji davérné informace
Objednatele.

Sitovy provoz musi prochazet branami
firewall, které jsou monitorovany a chranény
systémy detekce/prevence naruSeni, které
umoznuji protokolovani provozu pfes branu
firewall.

Zaijisti obranu proti distribuovanym utokam s
cilem odepfeni sluzeb (DDoS)
prostfednictvim komerénich sluzeb a/nebo
implementace osvéd¢enych postupl v oboru
(napf. nejlepsi aktualni praxe [BCP] 38,
LFiltrovani sitovych vniknuti).

UdrZzuje a pravidelné kontroluje zasady,
postupy a technické kontroly na ochranu proti
malwaru (napf. viry, Cervy, ransomware,

spyware). Podpisy a definice musi byt
aktualni.

Zajistuje nepfetrzité monitorovani
zabezpeCeni sité a najima dostateCné

kvalifikované pracovniky k provadéni této
funkce.

Realizuje postupy o povédomi o bezpecCnosti
s cilem vysSkolit zaméstnance v rozpoznavani
utoku socialniho inZenyrstvi (napf. phishing)
a zduraznit vyznam kybernetické
bezpeCnosti a podpofit implementaci
vhodného planu reakce na incidenty.
Zajistuje a poskytuje diukazy o tom, Ze jsou
zavedeny kontroly pfistupu zaloZené na

rolich, pravidelné pfezkoumavany a
aktualizovany, a dodrzuje zasady
zabezpeCeni podle navrhu omezenim

pFistupu na urovni uzivatel osobam, které je
potfebuji znat, s pravidelnymi kontrolami
pristupovych opravnéni — zejména téch,
ktera jsou udé&lovadna privilegovanym
uzivatelm.

Poskytovatel zapojeny do procesu, systémi
nebo vyvoje softwaru, ktery bude mit vliv na
osobni udaje Objednatele, (i) zaijisti, aby byly
uplatnény standardni zasady ochrany
osobnich 0daji podle navrhu v oboru; (ii)
zapoji pfislusné zainteresované strany v
konzultaénich rolich v Zivotnim cyklu vyvoje
a (iii) zdokumentuje takové procesy, aby bylo
na vyzadani prokdzano Objednateli, Ze jsou
tyto zasady fadné uplatiiovany.

Pokud je to mozné a na zakladé pokyni
Objednatele, anonymizuje osobni udaje
Objednatele (. tak, aby jejich zpfistupnéni v

10.

11

12.

13.

14.

Data, provide access to internal networks,
and/or hold Client confidential information.

Network traffic shall pass through firewalls
that are monitored and protected by intrusion
detection/ prevention systems that allow
traffic flowing through the firewalls to be

logged.
Defend against Distributed Denial of Service
(DDoS) attacks through the use of

commercial services and/or implementation
of industry best practices (e.g. Best Current
Practice [BCP] 38, “Network Ingress
Filtering”).

Maintain and periodically review policies,
procedures and technical controls to protect
against malware (e.g. viruses, worms,
ransomware, spyware). Signatures and
definitions shall be kept current.

Provide continuous network  security
monitoring and hire sufficiently qualified staff
to perform this function.

. Conduct security awareness exercises to

train staff to recognize social engineering
attacks (e.g. phishing) and reinforce the
importance of cybersecurity and to support
implementation of an appropriate incident
response plan.

Ensure and provide evidence that role-based
access controls are in place, periodically
reviewed and updated, and adhere to
security-by-design principles by constraining
user-level access to those with a “need to
know”, with periodic reviews of access
entitlements-particularly those granted to
privileged users.

Provider engaged in process, systems or
software development that will impact Client
Personal Data will (i) ensure industry
standard privacy-by-design principles are
applied; (ii) include appropriate privacy
stakeholders in consultative roles in the
development lifecycle, and (iii) document
such processes such to demonstrate to the
Client upon request the robust application of
such principles.

Where possible and on the instructions of
Client, render Client Personal Data
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15.

16.

17.

18.

19.

20.

21.

22.

23.

nezaSifrované formé& branilo identifikaci
subjektd  udajt). Pravidelné kontroluje
mechanismy anonymizace, abyste ovéfili
jejich ucinnost.

Pouziva Sifrovaci nebo zabezpelené
technologie v souvislosti s jakymkoli
pfenosem, pifenosem, komunikaci nebo

pfipojenim vzdaleného pfistupu zahrnujicim
osobni udaje Objednatele.
Zajisti, aby bezpec&nostni postupy platné pro

osobni  Udaje  Objednatele  splfiovaly
nasledujici elektronicke bezpecnostni
specifikace: (i) ovéfeni pfihlaseni; (ii)

vytvoreni Uctl na prisné bazi ,potfeby védét;
(iii) zabezpeceni Sifrovanych pfipojeni pro
pFistup k serverlim; (iv) uroven ochrany proti
virlm v souladu s osvédcenymi postupy v
oboru; a (v) serverlim s firewallem v souladu
s aktualnimi osvédCenymi postupy.

PIné spolupracuje a dodrzuje hodnoceni
bezpecnosti informaci Objednatele a FeSi
v8echna kriticka a zasadni zjisténi, ktera
mohou byt v dusledku toho identifikovana.
Zaijisti, aby vSechny prostory, ve kterych jsou
sluzby (nebo jakakoli jejich ¢ast) provadény,
mély ucinné fyzické bezpelnostni kontroly.
Pfed opétovnym pouzitim nebo likvidaci
dodrzuje bezpeény postup likvidace, ktery
zajisti dezinfekci elektronickych médii.
Udrzuje obchodné pfiméfeny plan kontinuity
podnikani a obnovy po havarii, ktery popisuje
postupy, které je tfeba dodrzovat s ohledem
na pokracujici poskytovani sluzeb, pokud
néktera Cast sluzeb neni k dispozici pro
pouziti  Objednatelem, protoze jsou
poskozeny, zni€eny nebo jinak nedostupné
pro pouziti z jakéhokoli divodu.

Pravidelné testuje a realizujte plany
kontinuity podnikani a obnovy po havarii,
vygeneruje zpravu po akci a implementujte
doporu€ené zmény, které jsou v ni podrobné
popsany. V pfisludnych intervalech nebo jak
je jinak vyzadovano Objednatelem poskytuje
kopii zpravy po akci.

Udrzuje zdokumentované postupy
zalohovani, provadét pravidelné zalohovani
dat a udrZovat zalohovaci média v souladu s
pravnimi  pozadavky, pozZadavky na
uchovavani zaznamu a pozadavky na
odolnost podniku.

V souladu s ¢asovymi Ihitami dohodnutymi
ve smlouvy (kromé jakychkoli kontaktl ve

15.

16.

17.

18.

19.

20.

21.

22.

23.

anonymous (i.e. such that its disclosure in
unencrypted form would prevent
identification of data subjects). Periodically
review anonymization mechanisms to
validate their efficacy.

encryption or secure technologies in
connection with any transmission, transfer,
communication, or remote access
connectivity involving Client Personal Data.
Ensure that security procedures applicable to
Client Personal Data shall comply with the
following electronic security specifications: (i)
log-in validation; (ii) creation of accounts on a
strict ‘need to know’ basis; (iii) secure
encrypted connections to access servers; (iv)
a level of virus protection in keeping with
industry best practice; and (v) servers
firewalled in accordance with current best
practice.

Fully cooperate and comply with client
information security evaluations and address
all critical and major findings that may be
identified as a result.

Ensure that any premises at which the
Services (or any part thereof) are carried out
have effective physical security controls.
Maintain a secure disposal procedure to
provide sanitization of electronic media prior
to reuse or disposal.

Maintain a commercially reasonable
business continuity and disaster recovery
plan that describes the procedures to be
followed with respect to the continued
provision of the services if any portion of the
services are unavailable for the Client’s use
because they are damaged, destroyed, or
otherwise unavailable for use for any reason
whatsoever.

Regularly test and exercise the business
continuity and disaster recovery plans,
generate an after-action report, and
implement recommended changes detailed
therein. At appropriate intervals or as
otherwise requested by Client, provide a
copy of the after-action report.

Maintain documented backup procedures,
conduct periodic backup of data, and
maintain backup media in accordance with
legal, records retention, and business
resiliency requirements.

Maintain specific documented processes to
report any suspected or actual breaches to
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smlouvé), bude Poskytovatel informovat tym
Objednatele pro reakci na informacni
bezpeénost na adrese

bude udrzovat
konkrétni zdokumentované procesy pro
hlaseni podezieni nebo skuteénych poruseni

Client in accordance with timeframes agreed
in Agreement including (in addition to any
contacts in the Agreement), the Provider shall
notify Client’'s information security response

tcam =t
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PRILOHA C

PODROBNOSTI O ZPRACOVANI UDAJU

Podrobnosti o zpracovani osobnich udaji
Objednatele

(@)

(b)

(c)

Popis zpracovani / pfedmét
Udaje budou zpracovavany za ucelem
poskytovani Sluzeb.

Trvéni
Po dobu platnosti Smlouvy.

Povaha a ucel zpracovani

Provoz nebo soubor operaci, které jsou

provadény s osobnimi Udaji nebo
soubory osobnich udaji, at jiz
automatizovanymi prostfedky

nezbytnymi k poskytovani sluzeb, jak je
dohodnuto mezi stranami, vcetné
shromazdovani, zaznamenavani,
organizace, strukturovani, uchovavani,
vyhledavani, nahlizeni, pouzivani,
zpfistupfiovani pfenosem nebo jiného
zpfistupnéni, sefazeni nebo
kombinovani, omezeni, vymazu nebo
zniCeni za ucCelem pokroku klinického
vyzkumu.

(d) Typy osobnich tdaji Objednatele

Pseudonymizované (,klicové kédované®)
demografické a Iékarské/klinické udaje
tykajici se subjektd/pacientt ucastnicich
se klinickych hodnoceni nebo jinych
forem lékafského vyzkumu.

Jméno, kontaktni udaje, profesni
informace tykajici se zdravotnickych
pracovniki a podpurnych pracovnikl
pracujicich na klinickych hodnocenich
nebo jinych formach Iékafského nebo
védeckého vyzkumu.

Jméno, kontaktni udaje tykajici se
zdravotnickych pracovnikl, podplrnych
pracovnik( a spotrebitelll
farmaceutickych pfipravk(, informace o
jejich  Zadostech o informace o
farmaceutickych  pfipravcich  a/nebo
hlaseni (potencialnich) nezadoucich a
bezpecénostnich pfihod a dalsi informace
tykajici se pouzivani farmaceutickych
pripravk(l, souvisejici podrobnosti o
potencialnich nezadoucich a
bezpecnostnich pfihodach.

Udaje tykajici se zdravi, tdaje tykajici se
sexualniho  zivota nebo  sexualni

ATTACHMENT C
DETAILS OF DATA PROCESSING

Details of Client Personal Data Processing

(@)

(b)

(c)

(d)

Description of Processing/Subject Matter
The data will be processed in order to
provide the Services.

Duration
For the term of the Agreement.

Nature and Purpose of Processing

Operation or set of operations which is
performed on Personal Data or on sets of
Personal Data, whether or not by
automated means necessary to perform
the Services as agreed between the
Parties, including collection, recording,
organization, structuring, storage,
retrieval, consultation, use, disclosure by
transmission, or otherwise making
available, alignment or combination,
restriction, erasure or destruction with
the purpose of advancing clinical
research.

Types of Client Personal Data

Pseudonymized (“key-coded”)
demographic and medical/clinical data
relating to subjects/patients participating
in clinical trials or other forms of medical
research.

Name, contact details,
information  relating to healthcare
professionals and supporting staff
working on clinical trials or other forms of
medical or scientific research.

professional

Name, contact details relating to
healthcare professionals, supporting
staff and consumers of pharmaceutical
products, information on their requesting
information on pharmaceutical products
and/or reporting (potential) adverse and
safety events, and other information
relating to use of pharmaceutical
products, related details of potential
adverse and safety events.

Data concerning health, data concerning
a natural person’s sex life or sexual
orientation, racial origin, genetic data of
subjects/patients participating in clinical
trials or other forms of medical or
scientific research.
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orientace fyzické osoby, rasovy puvod,
genetické  Udaje  subjektl/pacientt
uCastnicich se klinickych hodnoceni
nebo jiné formy Iékafského nebo
védeckého vyzkumu.

(e) Kategorie subjektu tdaji
Pacienti/subjekty u¢astnici se klinickych

hodnoceni nebo jinych forem Iékai'ského
nebo védeckého vyzkumu

Zdravotniéti pracovnici a podpurny
personal pracujici na  Klinickych
hodnocenich nebo jinych formach

Iékarského nebo védeckého vyzkumu

Zdravotni¢ti pracovnici a spotrebitelé
farmaceutickych  vyrobkli  poZadujici
informace o farmaceutickych vyrobcich
a/nebo  oznamujici nezadouci a
bezpeénostni prihody a daldi informace
tykajici se pouzivani farmaceutickych
vyrobku
(f) Misto zpracovani udaju — zemée, ve
kterych je dohodnuto, Ze u(daje
mohou byt zpracovavany

Misto hostovani a predem schvaleny seznam
diléich zpracovatelt

Osobni udaje Objednatele jsou shromazdovany
Poskytovatelem. Tyto Udaje jsou umistény na
lokalnim  uloZisti  Poskytovatele v Ceské
republice. Cloudové ulozisté¢ neni vyuzivano.
Osobni udaje Objednatele jsou poskytnuty jen
Objednateli.

(e) Categories of Data Subject

Patients/subjects participating in clinical
trials or other forms of medical or
scientific research

Healthcare professionals and support
staff working on clinical trials or other
forms of medical or scientific research

Healthcare professionals and consumers
of pharmaceutical products requesting
information on pharmaceutical products
and/or reporting adverse and safety
events, and other information relating to
use of pharmaceutical products

(f) Location of Data Processing — countries
in which it is agreed that the data may be
Processed
Data flow

Hosting location and pre-approved list of
Sub-Processors

Client Personal Data are collected by Provider.
They are located in Provider local storage in
Czech Republic. Cloud storage is not used. Client
Personal Data are provided to Client only.

Primary hosting location
Primarni umisténi hostingu

Secondary hosting location
Umisténi sekundarniho hostingu

[Type of processing activity]
[Typ €innosti zpracovani]

Location
Umisteni If applicable If applicable
V pfipadé potieby V pripadé potreby
DPO

List of Sub- Entity name Pu'rpose of use Contact details i r;l:\(l)ant)
Processors Nazev subjektu Ucel pouziti Kontaktni udaje (pokud je

sd?lzé':(?:‘ relevantni)

zpracovatelu (e.g. hosting)
(napf.: hostovani)
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