BMS CONFIDENTIAL INFORMATION

PHARMACY SERVICES AGREEMENT

This PHARMACY SERVICES AGREEMENT (this
“‘Agreement”) is made valid as of the date of signature
by the last Party, by and between:

Bristol-Myers Squibb Services Unlimited Company
having an office at Plaza 254, Blanchardstown
Corporate Part 2, Ballycoolin, Dublin 15, D15 T867,
Ireland, Tax Identification No.: IE3986060BH

represented by || based on Power of
Attorney dated 8" December 2025

(“SPONSOR”), and

VSEOBECNA FAKULTNi NEMOCNICE V PRAZE,
Represented by

based on Power of Attorney
7. 6. 2019, having address at U Nemocnice 499/2, 128
08 Praha 2, Czech Republic, Identification No.:
00064165, Tax Identification No.: CZ00064165

(“SERVICE PROVIDER?”),
individually or collectively, as the case may be,

referred hereto as the “Party” or “Parties”.

PRELIMINARY STATEMENTS

A. SPONSOR has entered or shall enter into
agreement(s) with Revmatologicky ustav, Na
Slupi 450/4, Nove Mesto, Prague 128 00,
Czech Republic (“INSTITUTION”) and with
facility Institute of Hematology and Blood
Transfusion, with address at U Nemocnice
2094/1, 128 00 Praha 2 (hereinafter, the
“CAR-T SITE”), (jointly called “Clinical Trial
Agreement”) to conduct a clinical trial under
the BMS protocol entitled,

A Phase 1, Multicenter, Open-label Study of
BMS-986515, Healthy Donor Allogeneic
CD19-targeted Chimeric Antigen Receptor
(CAR) T Cells, in Participants with Severe,

SMLOUVA O POSKYTOVANI
LEKARENSKYCH SLUZEB

Tato SMLOUVA O POSKYTOVANI LEKARENSKYCH
SLUZEB (déle jen ,smlouva®) nabyva platnosti k datu
podpisu posledni smluvni stranou, mezi:

Bristol-Myers Squibb Services Unlimited
Company, se sidlem na adrese Plaza 254,
Blanchardstown Corporate Part 2, Ballycoolin, Dublin
15, D15 T867, Irsko, identifikacni Cislo: IE3986060BH,

zastoupen | 2 zékladé pIné moci ze dne
8. prosince 2025

(déle jen ,ZADAVATEL"), a

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE,
zastoupena

na zakladé plné moci ze dne
7. 6. 2019, se sidlem U Nemocnice 499/2, 128 08
Praha 2, Ceska republika, ICO: 00064165, DIC:
CZ00064165

(dale jen ,POSKYTOVATEL SLUZEB"),
jednotlivé nebo spole¢né, podle situace, dale jen

,Smluvni strana“ nebo ,smluvni strany®.

PREDBEZNA PROHLASENI

A. ZADAVATEL uzaviel nebo uzavie smlouvu
(smlouvy) s Revmatologickym uastavem, Na
Slupi 450/4, Nové Meésto, Praha 128 00,
Ceska republika (dale jen ,ZDRAVOTNICKE
ZARIZENI*) a dale s Ustavem hematologie a
krevni transfuze, se sidlem na adrese U
Nemocnice 2094/1, 128 00 Praha 2 (dale jen
"CAR T centrum") (spole€né nazyvané
.Smlouva o klinickém hodnoceni‘) o
provedeni  klinického  hodnoceni  podle
protokolu BMS s nazvem:

Multicentrické, oteviené klinické hodnoceni
faze I pfipravku BMS-986515, alogennich T-
lymfocyti s
chimérickym antigennim receptorem (CAR)
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Refractory Autoimmune Diseases

Protocol No: IM060-0001

- said protocol, as it may be amended or
supplemented from time to time in accordance
with this Agreement, the “Protocol”, which is
incorporated herein by reference - (and
performance of the Protocol, the “Study”).

B. The Study relates to SPONSOR’s, its Affiliate’s
(defined in Section 5 below), and/or its and
their research partner’s proprietary drug(s)
(“SPONSOR’s Study Drug”) and may involve
other investigational medicinal products as
required by the Protocol (including
SPONSOR’s Study Drug, collectively, “Study
Drug”). For the purposes of this Agreement,
chemotherapy shall also be considered as the
Study Drug if its use is specified in the
Protocol.

C. SPONSOR has requested the SERVICE
PROVIDER to perform certain services in the
context of the Study as described in
Attachment A (the “Services”) and the
SERVICE PROVIDER wishes to perform such
Services.

D. The SERVICE PROVIDER has selected the
PERSONNEL (as defined in Section 1.3) to
perform the Services.

E. The PERSONNEL has the expertise to
conduct the Services and agrees to perform
the Services on the terms and conditions set
forth herein.

The Parties therefore agree as follows:

1. PERFORMANCE OF SERVICES
AND COMPLIANCE

11 SERVICE PROVIDER shall provide
the Services after the authorization of
the Study by a competent

namifenym proti CD-19 poskytnutych
zdravym ddrcem, u ucastniki se zavaznymi
refrakternimi autoimunitnimi
onemocnénimi

Cislo protokolu: IM060-0001

- uvedeny protokol, ve znéni pfipadnych
dodatkd nebo dodatkl v souladu s touto
smlouvou, dale jen ,protokol“, ktery je do této
smlouvy zacélenén odkazem — (a provadénim
protokolu, dale jen ,studie®).

B. Studie se tyka ZADAVATELE, jeho pfidruzené
spole¢nosti (definované v ¢asti 5 nize) a/nebo
chranéného  pripravku  (pfipravkd) jeho
vyzkumného partnera (dale jen ,hodnoceny
pripravek ZADAVATELE"®) a mlize zahrnovat
jiné hodnocené [éCivé pfipravky, jak je
vyzadovano protokolem (v&etné hodnoceného
pfipravku ZADAVATELE, spole¢né
,hodnoceny pripravek). Pro ucely této
smlouvy se za hodnoceny pfipravek povaZzuje i
chemoterapie, pokud je jeji pouziti stanoveno
protokolem studie.

C. ZADAVATEL pozadal POSKYTOVATELE
SLUZEB o provedeni uréitych sluzeb v ramci
studie, jak je popsano v pfiloze A (dale jen
,sluzby*), a POSKYTOVATEL SLUZEB si
pfeje tyto sluzby poskytovat.

D. POSKYTOVATEL SLUZEB vybral k
poskytovani sluzeb PERSONAL (jak je
definovan v oddilu 1.3).

E. PERSONAL ma odborné znalosti k provadéni
sluzeb a souhlasi s provadénim sluzeb za
podminek zde stanovenych.

Smluvni strany se proto dohodly nasledovné:

1. POSKYTOVANI SLUZEBA
DODRZOVANI PREDPISU

1.1 POSKYTOVATEL SLUZEB bude
poskytovat sluzby po schvaleni studie
pfislusnym vladnim nebo regulacnim
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1.2

governmental or regulatory agency or
authority (“Agency(ies)’) and an
independent ethics committee
constituted and  operating in
compliance with all Applicable Law
(as defined herein) (“EC”). The
SERVICE PROVIDER shall record all
Study Data collected in the
performance of the Services and
provide them promptly to the
SPONSOR unless instructed
otherwise by the SPONSOR in
writing.

SPONSOR hereby declares that the
conduct of the Study has been
approved in accordance with the
relevant legal regulations, and the
SPONSOR is responsible for the
fulfilment of all legal obligations in
relation to authorities and Ethics
Committees, and further the
SPONSOR confirms that all necessary
documents, including the Informed
Consent Form for the conduct of the
Study and the processing of personal
data within the Study, have been
submitted to the SERVICE
PROVIDER, which are complete and
correct for the purposes of conducting
the study and providing services under
this Agreement.

The SERVICE PROVIDER  shall
transmit all personal data in the
manner specified by the SPONSOR,
directly to the SPONSOR, whereby
the SPONSOR declares and shall
ensure that this method meets the
requirements for completeness,
accuracy, reliability and secure backup
of the entered data, is suitable for the
given purpose and the SERVICE
PROVIDER shall not be liable for the
loss, damage, destruction or misuse of
the submitted data.

SERVICE  PROVIDER  shall
provide the Services in full compliance

1.2

Ufadem nebo organem (dale jen
L2urad(y)“) a nezavislou etickou komisi
zfizenou a pusobici v souladu se
v8emi platnymi zakony (jak jsou
definovany v tomto dokumentu) (dale
jen ,EK*). POSKYTOVATEL SLUZEB
zaznamena vSechny Udaje ze studie
shromazdéné pfi poskytovani sluzeb
a poskytne je neprodlené
ZADAVATELI, pokud ZADAVATEL
pisemné neurci jinak.

ZADAVATEL timto prohladuje, Ze
provadéni studie bylo schvéleno v
souladu s pfisludsnymi  pravnimi
predpisy, pficemz ZADAVATEL
odpovida za plnéni  veSkerych
zdkonnych povinnosti ve vztahu
k Gfadiim a etickym komisim, a dale
ZADAVATEL potvrzuje, ze
POSKYTOVATELI SLUZEB  byly
pfedany veskeré potfebné dokumenty,
véetné formulafe  Informovaného
souhlasu pro provadéni studie a
zpracovavani osobnich udajd v ramci
studie, které jsou uplné a spravné pro
ucely provadéni studie a poskytovani
sluZzeb dle této smlouvy.

POSKYTOVATEL SLUZEB bude
pfedavat veSkeré osobni udaje
zplsobem stanovenym
ZADAVATELEM, a to pfimo
ZADAVATELI, pficemz ZADAVATEL
prohlasuje, Ze tento zplsob splfiuje
pozadavky na Uplnost, pFesnost,
spolehlivost a bezpecné zalohovani
vloZzenych dat, je vhodny pro dany
usel a POSKYTOVATEL SLUZEB
nebude odpovédny za @ ztratu,
poskozeni, zniCeni nebo zneuZiti
zaslanych dat.

POSKYTOVATEL SLUZEB bude
poskytovat sluzby v plném souladu s
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with the Protocol, this Agreement,
instructions of the SPONSOR,
provided prior to the Agreement
signature, and all applicable laws,
rules, regulations, good clinical
practices, International Conference on
Harmonization/Good Clinical Practice
(“ICH-GCP”)  guidelines, industry
codes, and the requirements
applicable to the conduct of the
Services, and official guidance of
relevant health authorities in the
Czech Republic (collectively, as the
same may be amended from time to
time, “Applicable Law”) and any other
requirements provided by SPONSOR
in this  Agreement. = SERVICE
PROVIDER shall immediately inform
the SPONSOR about any deviation
from the Protocol.

1.3 All SERVICE PROVIDER’s
employees, staff and agents, and all
other persons participating in the
performance of the Services
(collectively as “PERSONNEL”) will
perform the Services on behalf of
SERVICE PROVIDER.

The Services defined in this Agreement shall be
provided by the SERVICE PROVIDER under the
direction of:

and

(hereinafter referred to as the
"authorized person").

2. QUALIFICATIONS AND
AVAILABILITY OF SERVICE

protokolem, tuto smlouvu, pokyny
ZADAVATELE pfedané pred
podpisem této smlouvy, a vSemi

platnymi zakony, pravidly, pFedpisy,
spravnou klinickou praxi, pokyny
Mezinarodni konference pro
harmonizaci / spravnou klinickou praxi
(International Conference on
Harmonization/Good Clinical Practice,
dale jen ,ICH-GCP*), kodexy odvétvi,
a pozadavky vztahujicimi se na
provadeéni sluzeb, a oficialnimi pokyny
pFisludnych zdravotnich Gfadi v CR
(jelikoz uvedené se miize ¢as od ¢asu
zménit, souhrnné ,Platné zakony*) a
vesSkerymi dalSimi pozadavky
stanovenymi ZADAVATELEM v této
smlouvé. POSKYTOVATEL SLUZEB

bude neprodlené informovat
ZADAVATELE o jakékoli odchylce od
protokolu.

1.3 Vsichni zaméstnanci, pracovnici a

zastupci POSKYTOVATELE SLUZEB
a vSechny dalSi osoby podilejici se na
poskytovani sluzeb (spole¢né dale jen
,PERSONAL*) budou sluzby provadét
jménem POSKYTOVATELE SLUZEB.

Sluzby vymezené touto smlouvou budou
poskytovany POSKYTOVATELEM SLUZEB pod
vedenim:

(dale jen ,,povérena osoba”).

2. KVALIFIKACE A DOSTUPNOST
POSKYTOVATELE SLUZEB A
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PROVIDER AND PERSONNEL

2.1 SERVICE PROVIDER  shall
perform the Services in an
efficient, ethical, and professional
manner in compliance with
Applicable Law, and shall use its
best efforts to perform the
Services as  described in
Attachment A and with regard to
its operational capabilities and
obligations arising from the
relevant legal regulations.

Dates for the provision of services will be individually
agreed in advance between the authorized person and
the CAR-T SITE, while the authorized person is
entitled to postpone the agreed date by the necessary
time if it is unavoidable for the proper provision of
health services by the SERVICE PROVIDER. In the
event of termination of the employment relationship of
the Authorized Person with the SERVICE PROVIDER,
this shall not affect the validity and effectiveness of this
Agreement. The Parties shall make joint efforts to
reach an agreement on the new doctor.

The SPONSOR undertakes to promptly inform the
SERVICE PROVIDER of the end of the study (early or
in due course), to inform if the Authority suspends or
prohibits the conduct of the study, and if the approval
of the Ethics Committees is (temporarily or
permanently) revoked.

The SERVICE PROVIDER is not responsible for the
selection of patients for the study by the
INVESTIGATOR, the SERVICE PROVIDER is not
obliged to verify their selection or to check the
frequency of examinations for one patient, and is
entitled to receive remuneration for the performance of
services for all patients who will be referred by the
INVESTIGATOR or SPONSOR to perform the service.

2.2 SERVICE PROVIDER represents
and warrants that SERVICE
PROVIDER: (i) has the necessary
qualifications to perform the

PERSONALU

2.1 POSKYTOVATEL  SLUZEB
bude poskytovat  sluzby
efektivnim, etickym a
profesionalnim zplsobem v
souladu s platnymi zakony a

vynaloZi maximalni usili k
poskytovani sluzeb, jak je
popsano v pfiloze A a
s ohledem na své provozni
moznosti a povinnosti
plynouci z pfislusnych

pravnich predpis(.

Terminy pro poskytovani sluzeb budou pfedem
individualné dojednavany mezi povéfenou osobou a
CAR T centrem, pfiemZz je povéfena osoba
opravnéna posunout dohodnuty termin o nezbytné
nuthou dobu je-li to nevyhnutelné pro Fadné
poskytovani  zdravotnich sluzeb ze strany
POSKYTOVATELE SLUZEB. V pfipadé ukongeni
pracovnépravniho vztahu povérené osoby
k POSKYTOVATELI SLUZEB to nebude mit vliv na
platnost a uc&innost této smlouvy. Smluvni strany
vyvinou spole¢né Usili k dosaZeni dohody ohledné
nového lékare.

ZADAVATEL se zavazuje neprodlené informovat
POSKYTOVATELE SLUZEB o ukongeni studie
(pfedCasném nebo v Ffadném predpokladaném
terminu), dale informovat v pfipadé, Ze ufad pozastavi
nebo zakéaze provadéni studie a dale bude-li souhlas
etickych komisi (doCasné nebo trvale) odvolan.

POSKYTOVATEL SLUZEB neodpovida za vybér
pacienti do studie ZKOUSEJICIM, POSKYTOVATEL
SLUZEB neni povinen jejich vybér ovéfovat, ani
kontrolovat &etnost vySetfeni u jednoho pacienta, a je
opravnén dostat odménu za provedeni sluzeb u vSech
pacientll, ktefi budou k provedeni sluzby odeslani
ZKOUSEJICIM nebo ZADAVATELEM.

2.2 POSKYTOVATEL SLUZEB
prohlasuje a zarucuje, ze: (i) ma
nezbytnou kvalifikaci k
poskytovani sluzeb; (i) neni
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Services; (i) is not bound by any
agreement which prevents the
SERVICE PROVIDER from
entering into or performing this
Agreement; and (iii) is authorized to
enter into this Agreement under
Applicable Laws.

3. AUDITING AND MONITORING AND

(a)

INSPECTIONS

3.1 AUDITING AND MONITORING
BY SPONSOR
REPRESENTATIVES

SERVICE PROVIDER shall, on
reasonable prior notice and during
normal business hours, permit
SPONSOR or its representatives to
monitor or audit the provision of the
Services and compliance with the
terms of this Agreement and the
Applicable Law in full compliance
with the legal duty of confidentiality
and the terms and conditions of
operation of the SERVICE
PROVIDER. SERVICE PROVIDER

shall fully cooperate with
SPONSOR and/or it's
representatives during the
monitoring or audit visits, to

determine whether the Services are
being conducted in compliance with
this Agreement, the Protocol and
Applicable Law. Monitoring and
audits may include visual
inspection of the facilities required
for the performance of the
Services; review of documents
related to the relevant facility, and
interviews  with PERSONNEL
involved in the provision of the
Services. SPONSOR may conduct
monitoring visits exclusively at the
premises of the SERVICE
PROVIDER where the services are
provided. When viewing patient

vazan Zadnou smlouvou, ktera
by POSKYTOVATELI SLUZEB
branila v uzavieni nebo pInéni
této smlouvy; a (iii) je podle
platnych  zakon  opravnén
uzavfit tuto smlouvu.

3. AUDITY, MONITOROVANI A

3.1

(@)

INSPEKCE
AUDIT A MONITOROVANI ZE
STRANY ZASTUPCU
ZADAVATELE

POSKYTOVATEL SLUZEB po

pfiméfeném pfedchozim oznameni
a béhem obvyklé pracovni doby
umozni ZADAVATELI nebo jeho
zastupciim monitorovat nebo
kontrolovat poskytovani sluzeb a
dodrzovani podminek této smlouvy
a platnych zakonl, pfi plném
respektovani zakonné povinnosti
mi¢enlivosti a provoznich podminek
POSKYTOVATELE SLUZEB.
POSKYTOVATEL SLUZEB bude
piné spolupracovat se
ZADAVATELEM a/nebo jeho
zastupci béhem  monitorovacich
nebo auditnich navstév za ucelem
zjisténi, zda jsou sluzby
poskytovany v souladu s touto
smlouvou, protokolem a platnymi
zdkony. Monitorovani a audity
mohou zahrnovat vizualni kontrolu
zarizeni potfebnych pro poskytovani
sluzeb; kontrolu dokument
tykajicich se pfisludného zafizeni, a
rozhovory s PERSONALEM
zapojenym do poskytovani sluzeb.

ZADAVATEL muze provadét
monitorovaci  navstévy  vyluéné
v téch prostorach

POSKYTOVATELE SLUZEB, kde
se poskytuji sluzby. PFi nahliZzeni do
zaznamu pacientd maji opravnéni

records, authorized representatives zastupci ZADAVATELE  pravo
of SPONSOR have the right to
IM060-0001-0001_Pharmacy Services Agreement, VFN Page 6 of 51
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(@)

(b)

(c)

(d)

view the source documentation in
accordance with the patient's
informed consent, to compare them
with each other, they are not
authorized to make any
records/copies of the entire records
or parts thereof, or extracts from
the said documents. It is also not
permissible to ask for the loan of
recordings. Authorized persons of
SERVICE PROVIDER will always
be present during such a visit. The
SPONSOR is obliged to bind all
persons involved in the audit under
this article of the Agreement to
maintain confidentiality. The
SPONSOR shall be fully liable for
any breach of this obligation by
third parties.

3.2 INSPECTION BY
GOVERNMENTAL
AUTHORITY

SERVICE PROVIDER shall

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

SERVICE PROVIDER shall
promptly provide SPONSOR with
copies of communications or
correspondence received from an
Agency related to the Services.

SERVICE PROVIDER shall
disclose only those documents and
materials that are required to be
disclosed during such inquiry or
inspection.

To the extent not prohibited by

(a)

(b)

(c)

(d)

nahlizet do zdrojové dokumentace
v souladu s informovanym
souhlasem pacienta, tyto navzgjem
porovnavat, nejsou  opravnéné
pofizovat si jakékoli zaznamy/kopie
celych zaznamu nebo jejich &asti,

pfipadné vypisy z uvedenych
dokumentl. Rovnéz neni pfipustné
zadat o zapujéeni zaznamd.
Povérené osoby

POSKYTOVATELE SLUZEB budou
vzdy pfitomny pfi takové navstéve.
ZADAVATEL je povinen zavazat
vesSkeré osoby podilejici se na
auditu dle tohoto ¢lanku Smlouvy k
zachovavani povinnosti mi¢enlivosti.
Za poruSeni této povinnosti tfetimi
osobami odpovida v plném rozsahu
ZADAVATEL.

3.2 KONTROLA STATNIHO
URADU

POSKYTOVATEL SLUZEB bude bez
zbyte€ného  odkladu informovat
ZADAVATELE o jakékoli Zzadosti,
kterou POSKYTOVATEL SLUZEB
obdrzi od jakékoliv agentury o
kontrolu nebo jiné ziskani pfistupu k
informacim, Udajum nebo materialim
tykajicim se sluzeb.
POSKYTOVATEL SLUZEB pieda
toto oznameni ZADAVATELI
predtim, neZz povoli jakykoli takovy
pfistup, pokud pfedchozi oznameni
neni mozné.

POSKYTOVATEL SLUZEB
neprodlené poskytne ZADAVATELI
kopie sdéleni nebo korespondence
obdrzené od statniho ufadu v
souvislosti se sluzbami.

POSKYTOVATEL SLUZEB zvefejni
pouze ty dokumenty a materialy,
které musi byt zvefejnény béhem
takového Setfeni nebo inspekce.

V rozsahu, ktery neni zakézan
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Applicable Law, and at
SPONSOR’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, SPONSOR 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 SERVICE
PROVIDER or any PERSONNEL,
SERVICE PROVIDER shall
promptly notify SPONSOR of any
such regulatory action taken that
may affect the Services and
promptly provide a copy of all
related correspondence.

3.3 DEBARMENT

SERVICE PROVIDER represents and warrants that
SERVICE PROVIDER is not, has not and shall not use
any person or entity, debarred, disqualified, suspended
or excluded by any Agency or under Applicable Law, in
any capacity in connection with performing the
Services. SERVICE PROVIDER shall immediately
notify SPONSOR of any change in the truth of this
representation and warranty.

3.4 ADVERSE EVENT
SAFETY REPORTING

AND

SERVICE PROVIDER shall report to SPONSOR all
adverse events and other reportable events in the
course of the Services, in accordance with Applicable
Law.

platnymi pravnimi pFedpisy, a dle
vyhradniho uvazeni ZADAVATELE
strany pfipravi v Uzké spolupréaci na
jakoukoli  nadchazejici  kontrolu
a/nebo odpovéd na dotaz nebo
zpravu o kontrole od pfislusného
statniho Uradu tykajici se sluzeb.
(e) Pokud to pfislusny statni udrad
nezakazuje, ma ZADAVATEL pravo
byt pfitomen a uc€astnit se jakékoli
takové inspekce nebo regulaéniho
opatieni tykajiciho se sluzeb.

(f) V prfipadé, Ze statni ufad podnikne

regulacni kroky proti
POSKYTOVATELI SLUZEB nebo
kterémukoli PERSONALU,
POSKYTOVATEL SLUZEB bude
neprodlené informovat

ZADAVATELE o veSkerych takovych
regulaCnich opatfenich, ktera mohou

ovlivnit ~ sluzby, a neprodlené
poskytne kopii veSkeré souvisejici
korespondence.

3.3 ZAKAZ CINNOSTI

POSKYTOVATEL SLUZEB prohlasuje a zaruduje, Ze v
souvislosti s poskytovanim sluzeb nevyuzival,
nevyuziva a nebude vyuZivat Zadnou osobu ani
subjekt, o kterém vi, Zze mu byla zakazana cinnost, byl
diskvalifikovan, pozastaven nebo vyloucen jakymkoli
statnim organem nebo platnymi zakony.
POSKYTOVATEL SLUZEB bude neprodleng
informovat ZADAVATELE o jakékoli zméné pravdivosti
tohoto prohlaseni.

34 HLASENI NEZADOUCICH
PRIHOD A BEZPECNOSTI
POSKYTOVATEL SLUZEB je povinen hlasit

ZADAVATELI veSkeré nezadouci pfihody a jiné
udalosti podléhajici hlaSeni v prabéhu poskytovani
sluzeb v souladu s platnymi zakony.
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4. COMPENSATION
4.1 PAYMENT & BUDGET

In full consideration of SERVICE
PROVIDER’s performance of the
Services under this Agreement,
SPONSOR or its designee shall
pay to SERVICE PROVIDER such
amount as determined and in the
manner set forth in Attachment A.

(a)

SERVICE PROVIDER and
SPONSOR agree that all such
payments made by SPONSOR or
its designee reflect all
compensation received under this
Agreement and reflect no more
than fair market value for the
performance of the Services
hereunder, and does not take into
account the volume or value of any

(b)

business which SPONSOR
maintained or obtained from or with
the help of the SERVICE
PROVIDER.

4.2 PERSONNEL
COMPENSATION

SERVICE PROVIDER is solely responsible for all
compensation, benefits, social contributions, if
applicable, and other conditions of engagement for
PERSONNEL (except for the fees for the authorized
persons) other than authorized person and SPONSOR
shall have no liability to PERSONNEL other than
authorized person in connection with the same.

4.3 TRANSPARENCY

SERVICE PROVIDER agrees to keep records
regarding payments or transfers of value to the extent
required by applicable law and shall promptly provide
SPONSOR, to the extent that SPONSOR does not
possess , in the format SPONSOR requests, with all
information that SPONSOR reasonably determines it

4. ODMENA

4.1 PLATBA A ROZPOCET

(a) Jako protiplnéni za provadéni
sluzeb POSKYTOVATELEM
SLUZEB podle této smlouvy

zaplati ZADAVATEL nebo jim
povérena osoba
POSKYTOVATELI SLUZEB

takovou Castku, jak je stanoveno v
pfiloze A, a to zpusobem
stanovenym v pfiloze A.

POSKYTOVATEL SLUZEB a
ZADAVATEL souhlasi s tim, Ze
vSechny tyto platby provedené
ZADAVATELEM nebo jim
povéfenou osobou odrazeji
veSkeré odmény obdrzené podle
této smlouvy a neodrazeji vice
nez spravedlivou trzni hodnotu za
provadéni sluzeb podle této
smlouvy a neberou v Uvahu objem
ani hodnotu Z&dného obchodu,
ktery ZADAVATEL udrZoval nebo
ziskal od POSKYTOVATELE
SLUZEB nebo za pomoci
POSKYTOVATELE SLUZEB.

(b)

4.2 ODMENA PERSONALU

POSKYTOVATEL SLUZEB nese vyhradni
odpovédnost za veSkeré odmény, benefity, pfipadné
socialni pfispévky a jiné podminky spoluprace pro
PERSONAL (vyjma odmén pro povéfené osoby) a
ZADAVATEL nenese v souvislosti s tim vGéi
PERSONALU Z4adnou odpovédnost.

4.3 TRANSPARENTNOST

POSKYTOVATEL SLUZEB souhlasi s tim, Ze bude
uchovavat zaznamy o platbach nebo pfevodech
hodnot v rozsahu pozadovaném pfisluSnymi pravnimi
predpisy, a neprodlené poskytne ZADAVATELI, v
rozsahu, ktery ZADAVATELE nevlastni, ve formatu,
ktery ZADAVATEL pozaduje, veSkeré informace, o
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needs to comply with such Applicable Law in
connection with this Agreement, unless it is subject to
a duty of confidentiality to which SERVICE PROVIDER
is bound. Notwithstanding anything to the contrary
herein, SPONSOR may disclose any information that it
reasonably believes is necessary to comply with
Applicable Law.

5. CONFIDENTIAL INFORMATION

5.1 DEFINITIONS

"Confidential Information" is the
confidential information of SPONSOR or
its Affiliate(s), and means (i) all
information that is directly or indirectly
disclosed or otherwise made available
hereunder to SERVICE PROVIDER, by
or on behalf of SPONSOR, related to the
Services, the Study or this Agreement,
including the Protocol, investigator's
brochure(s), the Study Drug and any
information related to the Study Drug,
and (i) all data, materials, and
information developed, generated, or
collected by SERVICE PROVIDER in
connection with the performance of the

(a)

Services, including all Intellectual
Property (as defined in Section 7.1) and
Study Data.

(b) Confidential Information does not

include information to the extent that (i) it
is now in the public domain or
subsequently enters the public domain
through no breach of this Agreement; (ii)
SERVICE PROVIDER lawfully receives
from any third party or it is known to
SERVICE PROVIDER without restriction
as to use or confidentiality as shown by
written or other tangible evidence; or (iii)
it is independently developed by
SERVICE PROVIDER by persons
without access to the Confidential

nichz ZADAVATEL pfiméfené rozhodne, ze je
potfebuje k dodrzeni platnych pravnich predpist v
souvislosti s touto smlouvou, nepodléhaji-li povinnosti
migenlivosti, kterou je POSKYTOVATEL SLUZEB
vazan. Bez ohledu na cokoli, co je v rozporu s touto
smlouvou, muize ZADAVATEL zvefejnit jakékoli
informace, o kterych se divodné domniva, Ze jsou
nezbytné pro dodrzeni platnych zakonu.

5. DUVERNE INFORMACE

5.1 DEFINICE

(a) ,Davérné informace“ jsou davérné
informace ZADAVATELE nebo jeho
pfidruzené spole€nosti (spfiznénych
osob), a znamenaji (i) veskeré
informace, které jsou pfimo nebo
nepfimo  zpfistupnény nebo jinak
zpfistupnény POSKYTOVATELI
SLUZEB podle této smlouvy, a to ze
strany ZADAVATELE nebo jeho

jménem, souvisejici se sluzbami, studie
nebo tato smlouva, vcetné protokolu,

broZura (broZury) pro zkouSejiciho,
hodnoceny  pfipravek a  veSkeré
informace tykajici se hodnoceného
pfipravku, a (i) v8echny Uudaje,
materidly, a informace vyvinuté,
vytvorené nebo shromazdéné
POSKYTOVATELEM SLUZEB v
souvislosti s poskytovanim sluzeb,

vCetné vesSkerého dusevniho vlastnictvi
(jak je definovano v oddilu 7.1) a udaje

ze studie.

(b) Daveérné informace nezahrnuji
informace v rozsahu, v jakém (i) jsou
nyni  vefejné dostupné nebo se

nasledné stanou vefejné dostupnymi
bez poruSeni této smlouvy; (ii)
POSKYTOVATEL SLUZEB legélné
obdrzi od jakékoli tfeti strany nebo je
mu znamo, ze je POSKYTOVATELI
SLUZEB bez omezeni, pokud jde o

pouziti nebo davérnost, jak je
prokazano pisemnymi nebo jinymi
hmotnymi  dikazy; nebo (iii)) jsou
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Information as shown by written or other

tangible evidence.
(c) “Affiliate(s)” means a business entity that
Controls, is under the Control of or
under common Control with SPONSOR.
“Control” means the possession, directly
or indirectly, of the power to direct or
cause the direction of the management
of such business entity, whether through

ownership of voting securities or
otherwise.
5.2 USE OF CONFIDENTIAL

INFORMATION

During the term of this Agreement and for a period of
seven (7) years after termination or expiration of this
Agreement, SERVICE PROVIDER will use
Confidential Information only for purposes related to
the conduct of the Services. SERVICE PROVIDER
shall not disclose Confidential Information to any third
party without prior written consent of SPONSOR. To
protect Confidential Information, SERVICE PROVIDER
agrees to: (a) limit dissemination of Confidential
Information to only those of the PERSONNEL who
have a “need to know” such Confidential Information in
order to perform the Services and who are bound by
the confidentiality and nondisclosure obligations
contained herein; (b) advise the recipients of the
Confidential Information of the confidential nature of
such information; and (c) use all of the same measures
to protect the Confidential Information from disclosure
that SERVICE PROVIDER uses to protect its own
confidential information, but, in any event, no less than
reasonable measures. SERVICE PROVIDER shall be
liable for unauthorized disclosure of Confidential
Information by any person to whom it discloses such
information. This is without prejudice to the use of
examination results and patients' personal data for the
purposes of providing health services by the SERVICE
PROVIDER in accordance with applicable law.

nezavisle vyvinuty POSKYTOVATELEM
SLUZEB osobami bez pfistupu k
davérnym informacim, jak je dolozeno

pisemnymi nebo jinymi hmotnymi
dikazy.
(c) ,Ovladana osoba (osoby)‘ znamena

obchodni subjekt, ktery kontroluje, je
pod kontrolou nebo pod spolec¢nou
kontrolou se ZADAVATELEM.
.Kontrola® znamena pfimé nebo
nepfimé vlastnictvi pravomoci Fidit nebo
uréovat smér fizeni takového
obchodniho subjektu, at uz
prostfednictvim  vlastnictvi  cennych
papirt s hlasovacim pravem nebo jinak.
POUZITI DUVERNYCH
INFORMACI

5.2

Béhem doby platnosti této smlouvy a po dobu sedmi
(7) let po ukoneni nebo vyprSeni platnosti této
smlouvy bude POSKYTOVATEL SLUZEB pouzivat
davérné informace pouze pro ucely souvisejici s
poskytovanim sluzeb. POSKYTOVATEL SLUZEB
nezpfistupni divérné informace zadné treti strané bez
pfedchoziho pisemného souhlasu ZADAVATELE. Za
ucelem ochrany dlivérnych informaci
POSKYTOVATEL SLUZEB souhlasi s tim, Ze: (a)
omezi Sifeni davérnych informaci pouze na ty
ZAMESTNANCE, ktefi takové diavérné informace
.potfebuji znat“ za ucelem poskytovani sluzeb a ktefi
jsou vazani povinnosti zachovavat duvérnost a
zachovavat mi€enlivost v této smlouvé; (b) informuje
pfiiemce davérnych informaci o davérné povaze
takovych informaci; a (c) bude pouzivat vSechna
stejnd opatfeni k ochrané davérnych informaci pred
zvefejnénim, které POSKYTOVATEL SLUZEB
pouziva k ochrané svych vlastnich ddvérnych
informaci, ale v kazdém pfipadé nejméné pfiméfenych
opatreni. POSKYTOVATEL SLUZEB  ponese
odpovédnost za neopravnéné zvefejnéni duvérnych
informaci jakoukoli osobou, které tyto informace
zpfistupni. Tim neni dotéeno pouzivani vysledki
vySetfeni a osobnich (daji pacientdl pro Gcely
poskytovani zdravotnich sluzeb POSKYTOVATELEM
SLUZEB v souladu s pFislu§nymi pravnimi predpisy.
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5.3 REQUIRED DISCLOSURES

If SERVICE PROVIDER receives a subpoena or other
validly issued administrative or judicial process, order
or government process demanding Confidential
Information, SERVICE PROVIDER shall (a) promptly
notify the SPONSOR of the disclosure requirement
(including a copy of any applicable subpoena or order),
(b) afford SPONSOR a reasonable opportunity to
oppose, limit or secure confidential treatment for the
required disclosure, and (c) not oppose any effort by
SPONSOR to quash any such subpoena or other
government process. If SPONSOR fails to intervene to
quash said subpoena or other government process,
the SERVICE PROVIDER shall disclose only that
portion of the Confidential Information that the
SERVICE PROVIDER is legally required to disclose,
and SERVICE PROVIDER shall continue to maintain
the confidentiality of such Confidential Information with
respect to all other third parties.

54 RETURN OF CONFIDENTIAL

INFORMATION

Upon the termination or expiration of this Agreement,
or upon the written request of SPONSOR, SERVICE
PROVIDER shall promptly return all Confidential
Information to SPONSOR or at SPONSOR'’s request,
destroy all Confidential Information in SERVICE
PROVIDER’s possession or control, together with all
copies, summaries and analyses, regardless of the
format in which the information exists or is stored, and
provide written notification to SPONSOR following
such destruction. However, archival electronic back-up
copies of such Confidential Information that are
routinely created by SERVICE PROVIDER'’s standard
automatic system back-up, provided that all such
retained and archival electronic back-up copies are
maintained in strict confidence from third parties and
remain subject to the obligations of confidentiality and
non-use set forth herein.

5.5 IRREPARABLE HARM

SERVICE PROVIDER acknowledges that breach of

5.3 POZADOVANE ZVEREJNENI

Pokud POSKYTOVATEL SLUZEB obdrzi vyzvu nebo
pokud je s nim vedeno platné zahajené spravni nebo
soudni Fizeni, pokud bude adresatem pfikazu &i jiného
nafizeni  statniho organu  vyzadujici  davérné
informace, POSKYTOVATEL SLUZEB bude (a)
neprodlené informovat ZADAVATELE o pozadavku na
zvefejnéni (vCetné kopie jakékoli platné predvolani
nebo pfikazu), (b) poskytne ZADAVATELI pfiméfenou
pfilezitost vznést namitku, omezit nebo zabezpedit
divérné zachazeni pro pozadované zvefejnéni, a (c)
nebude branit jakémukoli Usili ZADAVATELE ohradit
se v0Ci jakékoli takové vyzvé nebo jinému nafizeni
statniho organu. Pokud ZADAVATEL nezasahne do
zruSeni uvedené vyzvy nebo jiného nafizeni statniho
organu, POSKYTOVATEL SLUZEB zvefejni pouze tu
¢ast duvérnych informaci, kterou je POSKYTOVATEL
SLUZEB ze zakona povinen zpfistupnit, a
POSKYTOVATEL SLUZEB bude i nadale zachovavat
dlvérnost téchto divérnych informaci ve vztahu ke
vSem ostatnim tfetim stranam.
VRACENI DUVERNYCH
INFORMACI

5.4

Po ukon&eni nebo vyprSeni platnosti této smlouvy
nebo na pisemnou zadost ZADAVATELE
POSKYTOVATEL SLUZEB neprodieng vrati veskeré
davérné informace ZADAVATELI nebo na jeho zadost
zni¢i veskeré davérné informace, které ma
POSKYTOVATEL SLUZEB v drzeni nebo pod
kontrolou, spole¢né se vSemi kopiemi, shrnutimi a
analyzami, bez ohledu na format, ve kterém jsou
informace ulozeny, a po takovém zniceni poskytne
pisemné oznameni ZADAVATELI. To se vSak
nezvtahuje na archivni elektronické zaloZzni kopie
takovych davérnych informaci, které jsou bézné
vytvafeny standardnim automatickym systémem
POSKYTOVATELE SLUZEB za predpokladu, Ze
v8echny takové uchovavané a archivni elektronické
zalozni kopie jsou uchovavany jako pfisné davérné od
tretich stran a nadale podléhaji zavazkam davérnosti a
nepouzivani stanovenym v této smlouvé.

5.5 NENAPRAVITELNA SKODA

POSKYTOVATEL SLUZEB bere na védomi, Ze

IM060-0001-0001_Pharmacy Services Agreement, VFN

Page 12 of 51




BMS CONFIDENTIAL INFORMATION

this Section 5 may cause SPONSOR irreparable harm,
for which monetary damages may not be an adequate
remedy. Therefore, in the event of breach of this
Section 5, SPONSOR is entitled, in addition to any
other remedy available at law or in equity, to seek
injunctive relief or an order for specific performance.

5.6 PROHIBITION ON DISCLOSURES OR USE
FOR FINANCIAL BENEFIT

SERVICE PROVIDER shall not trade in, recommend
that others trade in, or disclose information to others
who may trade in SPONSOR’s securities while in
possession of Confidential Information and SERVICE
PROVIDER will employ reasonable efforts to prohibit
any such conduct by PERSONNEL.

6. PERSONAL DATA AND PRIVACY

6.1 USE AND DISCLOSURE OF
SPONSOR PERSONAL

DATA
The SERVICE PROVIDER shall
process SPONSOR Personal Data
only in accordance with this

Agreement, SPONSOR policies and
procedures transmitted prior to the
signing of this Agreement, SPONSOR
instructions transmitted prior to the
signing of this Agreement and
Applicable Law. Unless agreed
otherwise in this Agreement, the
SERVICE PROVIDER shall not have
any right to process SPONSOR
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 SPONSOR. This is without
prejudice to the processing of patients’
personal data for the purposes of

poruseni tohoto oddilu 5 mize ZADAVATELI zpusobit
nenapravitelnou Skodu, pro kterou nemusi byt penézni
nahrada Skody adekvatni napravou. Proto v pfipadé
poruSeni tohoto oddilu 5 ma ZADAVATEL kromé
jakéhokoli jiného opravného prostfedku dostupného ze
zadkona nebo podle prava ekvity pravo usilovat o
soudni pfikaz nebo pfikaz ke konkrétnimu plnéni.

5.6 ZAKAZ ZVEREJNOVANiI NEBO POUZITI
PRO FINANCNi PROSPECH

POSKYTOVATEL SLUZEB nebude obchodovat,
doporuCovat jinym osobam obchodovat nebo
zvefejfiovat informace jinym osobam, které mohou
obchodovat s cennymi papiry ZADAVATELE, pokud
maiji divérné informace, a POSKYTOVATEL SLUZEB
vynalozi pfiméfené Usili, aby takové jednani
PERSONALU zakazal.

6. OSOBNi UDAJE A OCHRANA
SOUKROMI

6.1 POUZITI A ZPRISTUPNENI

OSOBNICH UDAJU
ZADAVATELE
POSKYTOVATEL SLUZEB bude
zpracovavat osobni udaje

ZADAVATELE pouze v souladu s
touto smlouvou, zasadami a postupy

ZADAVATELE pfedanymi pred
podpisem této smlouvy, pokyny
ZADAVATELE predanymi pred
podpisem této smlouvy a platnymi
zdkony. Neni-li v této smlouvé
dohodnuto  jinak, nebude mit
POSKYTOVATEL SLUZEB pravo
zpracovavat osobni udaje
ZADAVATELE pro svdj vlastni

komer¢ni prospéch v jakékoli formé
nebo pro jakykoli jiny u&el nez pro
poskytovani  sluzeb podle této
smlouvy, mimo jiné vcetné vytvoreni
anonymizovanych udaju bez
pfedchoziho vyslovného pisemného
souhlasu ZADAVATELE. Tim neni
nijak dotéeno zpracovani osobnich
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6.3

(@)

(b)

(c)

providing health services by the
SERVICE PROVIDER as the controller
in accordance with the applicable legal
regulations.

6.2 MINIMUM
PROCESSING

DATA

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

IDENTIFICATION OF THE ROLES OF
THE PARTIES

The Parties agree that:

SPONSOR shall act as a Controller
under the Agreement in relation to
SPONSOR Personal Data. The
relevant informed consent form, or
notification of the processing of
personal data, shall be forwarded by
the SPONSOR TO THE SERVICE
PROVIDER, and the SPONSOR shall
be responsible for its accuracy and
completeness.

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

If SERVICE PROVIDER by
infingement of this  Agreement
determines the purposes for

6.3

(@)

(b)

(c)

Udajt pacientl pro Ucely poskytovani
zdravotnich sluzeb
POSKYTOVATELEM SLUZEB jakozto
sprdvcem v souladu s pfislusnymi
pravnimi pfedpisy.

6.2 MINIMALNi ZPRACOVANI

UDAJU
POSKYTOVATEL SLUZEB
nezpracuje vice nez minimalni
mnozstvi osobnich udaju

ZADAVATELE, které je nezbytné, a
pouze po dobu nezbytnou k provadéni
sluZeb podle této smlouvy.
IDENTIFIKACE ROLi SMLUVNICH
STRAN

Smluvni strany se dohodly, ze:

ZADAVATEL bude jednat jako spravce
Udaji podle této smlouvy ve vztahu k
osobnim udajim ZADAVATELE.
Pfislusny  formuldf  informovaného
souhlasu, resp. oznameni o zpracovani
osobnich udajli, pfeda ZADAVATEL
POSKYTOVATELI SLUZEB, a
ZADAVATEL odpovida za jeho
spravnost a uplnost.

POSKYTOVATEL SLUZEB bude ve

vztahu k osobnim udajum
ZADAVATELE jednat podle této
smlouvy jako zpracovatel. Aby se
predeslo pochybnostem, muze
POSKYTOVATEL SLUZEB

zpracovavat svym jménem jako
spravce ur€ité osobni (daje, které
obsahuji kontaktni udaje personalu
ZADAVATELE, pouze v rozsahu
nezbytném pro splnéni jeho zakonnych
povinnosti, pro uplatnéni  jeho
zakonnych prav nebo pro spravu jeho

obchodniho vztahu se
ZADAVATELEM.
Pokud POSKYTOVATEL SLUZEB

porusenim této smlouvy stanovi ucely
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6.4

6.5

(@)

(b)

processing of SPONSOR Personal
Data, the SERVICE PROVIDER shall
become the Controller with respect to
such processing.

ASSISTANCE AND COOPERATION
TO SPONSOR

With respect to any processing carried
out under the Agreement, SERVICE
PROVIDER shall provide prompt
cooperation and assistance to
SPONSOR with respect to
SPONSOR’s obligations to comply
with Applicable Law.

SERVICE PROVIDER PRIVACY,
CONFIDENTIALITY AND SECURITY
PROGRAM

The SERVICE PROVIDER shall:

implement all appropriate technical,
physical and organizational measures
to ensure a level of security
appropriate to the level of risk to
SPONSOR Personal Data as required
by Applicable Law, which shall include
the measures identified in Attachment
C;

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

(i) is only authorized to access or
process SPONSOR Personal
Data if needed for the
performance of the Agreement;

(ii) receives appropriate periodic
training on their responsibilities
related to privacy and data
security; and

(iii) is imposed a duty of
confidentiality due to being

6.4

6.5

(a)

(b)

zpracovani osobnich udaj
ZADAVATELE, stane se v souvislosti s
takovym zpracovanim spravcem.

POMOC A SPOLUPRACE SE
SPONZOREM

S ohledem na jakékoli zpracovani
provadéné podle této smlouvy bude
POSKYTOVATEL SLUZEB poskytovat
ZADAVATELI rychlou spolupraci a

pomoc s ohledem na zdvazky
ZADAVATELE dodrzovat platné
zakony.

PROGRAM OCHRANY OSOBNICH

UDAJU, DUVERNOSTI A
ZABEZPECENi POSKYTOVATELE
SLUZEB

POSKYTOVATEL SLUZEB:

zavede v8echna vhodna technicka,
fyzicka a organizaéni opatfeni k
zajisténi urovné zabezpeceni
odpovidajici drovni rizika pro osobni
udaje ZADAVATELE, jak je
vyZzadovano platnymi zakony, ktera
budou zahrnovat opatfeni uvedena v
priloze C;

zajisti, aby personal (vCetné jeho
zaméstnancu, konzultant, do¢asnych
pracovnikl a agenturnich pracovnika):

(i) mél opravnéni k pfistupu nebo
zpracovani osobnich udaju
ZADAVATELE pouze v pfipadé,
Ze je to nutné pro plnéni smlouvy;

(i) absolvoval pfislusna pravidelna
Skoleni o svych povinnostech

souvisejicich S ochranou
soukromi a zabezpecenim udajl
a

(iii) maél povinnost zachovani

duvérnosti z dlvodu vazanosti
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bound under an appropriate
statutory obligation of
confidentiality; and

(c) maintain a comprehensive privacy and
security program consistent with
industry standards to ensure that
SPONSOR Personal Data will only be
processed in accordance with this
Agreement.

The SERVICE PROVIDER shall
ensure that such confidentiality
obligations survive the termination of
the Personnel engagement.

6.6 SECURITY BREACHES: NOTIFICATION,
ASSISTANCE AND DISCLOSURE

In the event the SERVICE 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
Personal Data related to the Services
and/or this Agreement (“Security
Breach”), it shall:

(@) notify SPONSOR without undue delay
of such Security Breach;

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

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

pfislusnou zakonnou povinnosti
zachovani ddvérnosti; a

(c) bude udrzovat komplexni program
ochrany osobnich udajl a

bezpec€nosti, v souladu
s prumyslovymi standardy, aby bylo
zajisténo, Ze osobni udaje

ZADAVATELE budou zpracovavany
pouze v souladu s touto smlouvou.

POSKYTOVATEL SLUZEB zajisti,
aby tyto povinnosti zachovani
dlvérnosti pretrvaly i po ukonceni
zapojeni personalu.

6.6 PORUSENiI BEZPECNOSTI: OZNAMENI,
POMOC A ZVEREJNENI

V pfipadé, ze se POSKYTOVATEL
SLUZEB ddvodné domniva, Ze doslo k
nahodnému nebo protipravnimu
zni¢eni, ztraté nebo poskozeni a/nebo
neopravnénému nebo protipravnimu
zpfistupnéni, pfistupu nebo
zpracovani osobnich udaju
souvisejicich se sluzbami a/nebo touto
smlouvou (dale jen ,poruseni
bezpeénosti“), je povinen:

(@) bez zbyte€ného odkladu informovat
ZADAVATELE o takovém poruseni
bezpectnosti;

(b) poskytnout ZADAVATELI  veSkeré
relevantni informace po jejich oznameni
nebo jakmile budou tyto informace k
dispozici, aby mohl ZADAVATEL
vyhodnotit poruSeni bezpe&nosti a uinit
jakékoli poZadované oznameni podle
platnych zakonu. Oznameni
POSKYTOVATELE SLUZEB
ZADAVATELI musi obsahovat alespofi:

(i) povahu a rozsah poruseni

bezpecénosti (vCetné
rozsahu subjektd
hodnoceni, kategorii

zpracovavanych osobnich
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Data processed);

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

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

In the event of a Security Breach
relating to SPONSOR Personal Data
processed under this Agreement, the
SERVICE PROVIDER shall assist
and fully cooperate as instructed by
SPONSOR  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
SERVICE PROVIDER shall take any
remedial actions as the Parties
mutually agree, such agreement not
to be unreasonably withheld by
SERVICE PROVIDER.

In the event SPONSOR determines
that a notification is required under
any Applicable Law, the SERVICE
PROVIDER shall assist the
SPONSOR in complying with
SPONSOR’s notification obligations
to Study subjects and/or supervisory
authorities. SERVICE PROVIDER
shall not disclose, without
SPONSOR’s prior written approval,
any information related to the actual
or suspected Security Breach to any

(c)

(d)

udajua);
(i) znamé nebo
pravdépodobné  dusledky

poruseni bezpecnosti; a

(iii) jakakoli opatfeni pfijata
nebo navrzena
POSKYTOVATELEM
SLUZEB  za  ugelem
vySetfovani, feSeni nebo
zmirnéni poruseni

bezpe€nosti nebo snizeni
rizika opakovani takového
poruseni bezpec€nosti

V.  pfipadé poruSeni bezpecénosti
tykajiciho se osobnich udajd
ZADAVATELE zpracovavanych podle
této smlouvy, POSKYTOVATEL
SLUZEB je povinen poskytnout plnou
soucinnost podle pokyni ZADAVATELE
pfi jakémkoli internim nebo externim
vySetfovani tfetimi stranami, jako jsou
organy ¢inné v trestnim fizeni, v podobé
poskytovani informaci, zaméstnancl a
jejich personalu, vyslechli, material(,

databazi, nebo vesSkerych dalSich
polozek potfebnych k  Uplnému
proSetfeni a vyfeSeni jakéhokoli

takového poruseni bezpe€nosti a

poskytnuti informaci nezbytnych Kk
poskytnuti pozadovanych oznameni.
POSKYTOVATEL SLUZEB pfijme

veskera napravna opatfeni, na nichz se
strany vzajemné dohodnou, pficemz
POSKYTOVATEL SLUZEB nebude tuto
smlouvu bezddvodné zadrzovat.

V pfipadé, ze ZADAVATEL rozhodne,
Ze je podle platnych  zakon(
vyZadovano oznameni,
POSKYTOVATEL SLUZEB  zajisti
ZADAVATELI souc€innost pfi pInéni
oznamovacich povinnosti
ZADAVATELE vugi subjektim studie
a/nebo kontrolnim uraddm.
POSKYTOVATEL SLUZEB
nezpfistupni bez pfedchoziho
pisemného souhlasu ZADAVATELE
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6.7

6.8

third party other than a vendor hired
by, or pursuant to the prior written
authorization received from, the
SPONSOR to investigate/mitigate
such Security Breach and bound by
confidentiality obligations, except as
required by Applicable Law. In this
case, the SERVICE PROVIDER shall
immediately inform SPONSOR on the
legal requirement and content of the
disclosure.

RIGHTS OF STUDY SUBJECTS

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

CROSS-BORDER DATA
TRANSFERS AND DISCLOSURE TO
THIRD PARTIES
Transfers outside the Equivalent
Protection Area

Where SPONSOR permits the transfer
of SPONSOR Personal Data outside
the Equivalent Protection Area, the
SERVICE PROVIDER shall do so on
the basis of the EU Model Clauses or
via any other lawful transfer
mechanism. SPONSOR'’S approval is

6.7

6.8

zadné informace tykajici se skute¢ného
nebo domnélého poruSeni bezpecCnosti
zadné treti strané kromé& dodavatele
najatého ZADAVATELEM nebo na
zakladé pfedchoziho pisemného
souhlasu obdrzeného od ZADAVATELE
k proSetieni/zmirnéni takového
poruSeni bezpeCnosti a vazaného
povinnostmi zachovani duavérnosti, s
vyjimkou pFipadt, kdy to vyzaduji platné
zakony. V takovém pfipadé bude
POSKYTOVATEL SLUZEB neprodlené
informovat ZADAVATELE o zakonném
pozadavku a obsahu zvefejnéni.

PRAVA SUBJEKTU HODNOCENI

V pfipadé, ze POSKYTOVATEL
SLUZEB obdrzi od subjektu studie
zadost o pfistup, upravu, pfevod,
omezeni pouzivani nebo vymaz
osobnich udaja ZADAVATELE nebo
uplatni jakékoli jiné pravo na ochranu
osobnich udaju podle platnych zakond,
POSKYTOVATEL SLUZEB bude
neprodlené (a v kazdém pfipadé do 72
hodin) informovat ZADAVATELE o
takové Zadosti a bude dodrzovat
pfiméfené pokyny ZADAVATELE,
vCetné soucinnosti ZADAVATELI pfi
reakci na takové Zadosti pomoci
vhodnych technickych a organiza&nich
opatfeni, a to v souladu s platnymi
zakony.

PRENOSY A
UDAJU TRETIM

PRESHRANICNI
ZPRISTUPNENI
STRANAM

Prenosy mimo _ekvivalentni oblast
ochrany

Pokud ZADAVATEL povoluje pfenos
osobnich udajt ZADAVATELE mimo
ekvivalentni oblast ochrany,
POSKYTOVATEL SLUZEB tak ugini
na zakladé vzorovych dolozek EU
nebo prostfednictvim jakéhokoli jiného
zakonného mechanismu  pfenosu.
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6.9

given at the Effective Date in
accordance with the Details of
processing as set out in Attachment D
to this Agreement.

To the extent that any chosen lawful
mechanism provided above is no
longer valid, SERVICE PROVIDER
shall implement any appropriate
alternative transfer mechanism to
comply with Applicable Law.

RETURN,
RETENTION

DESTRUCTION,

The SERVICE PROVIDER shall:

(a) archive, return or securely
destroy, at SPONSOR'’s
discretion, all SPONSOR
Personal Data processed,

received or created pursuant
to the Agreement, including
any copies, to the extent
permitted by Applicable Law,
upon either (i) completion of
performance of the Services
under the Agreement; (ii)
termination or expiration of the
Agreement, or (iii) earlier upon
request by SPONSOR; This is
without prejudice to the
obligation under Applicable
Law of the SERVICE
PROVIDER to archive
documents related to the
health services provided;

and

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

6.9

Souhlas ZADAVATELE je udélen k
datu ucinnosti v souladu s
podrobnostmi o zpracovani uvedenymi
v pfiloze D této smlouvy.

V rozsahu, v jakém néktery z vySe
uvedenych  zvolenych  zd&konnych
mechanisml jiz neni platny, bude
POSKYTOVATEL SLUZEB
implementovat jakykoli vhodny
alternativni mechanismus pfenosu,
ktery bude v souladu s platnymi
zakony.

VRACENI, ZNICENIi, UCHOVAVANI
POSKYTOVATEL SLUZEB:

(a) je povinen archivovat, vratit
nebo bezpeéné znicit, podle
uvazeni ZADAVATELE,
vSechny osobni udaje
ZADAVATELE zpracovavane,
pfijaté nebo vytvofené podle
této smlouvy, v€etné jakychkoli
kopii, v rozsahu povoleném
platnymi zakony, bud po (i)
dokonCeni poskytovani sluzeb

podle této smlouvy; (i)
ukonceni nebo vyprseni
platnosti smlouvy nebo (iii)
dfive na Z&dost
ZADAVATELE. Tim  neni
dotCena povinnost

POSKYTOVATELE SLUZEB
archivovat dokumenty podle
platnych pravnich predpist
tykajici se poskytnutych
zdravotnich sluzeb;

a

(b) pokud jsou osobni udaje
ZADAVATELE uchovavany v
souladu se zakonem, zustavaji
predmétem pozadavku této
smlouvy, které zuUstanou v
platnosti i po ukonleni této
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6.10

6.11

6.12

Agreement.
RECORDS
To the extent the SERVICE
PROVIDER processes SPONSOR

Personal Data of Study subjects that
are located in the European Economic
Area, the SERVICE PROVIDER shall
maintain a written record of all
processing activities carried out on
behalf of SPONSOR in accordance
with Art. 30.2 GDPR. Upon request of
SPONSOR, the SERVICE PROVIDER
shall provide promptly such written
record and permits SPONSOR to
submit such record to third-party Data
Controllers, including SPONSOR’s
Affiliates, its personnel and third party
suppliers (where applicable) and to
relevant supervisory authorities to
comply with any Applicable Law.

SUB-PROCESSORS

Except as listed under Attachment D to
this  Agreement, the SERVICE
PROVIDER may not transfer any
SPONSOR Personal Data to any third
party without SPONSOR'’s express
prior written consent. This is without
prejudice to the processing of patients’
personal data in connection with the
provision of health services. Where
the SERVICE PROVIDER appoints
any subcontractors as further Data
processors on behalf of SPONSOR,
the SERVICE PROVIDER shall
engage them on terms that provide
equivalent protections as set out in this
Agreement.

DELEGATION

SPONSOR may delegate its rights and
obligations under this Agreement to an

6.10

6.11

6.12

smiouvy.
ZAZNAMY

V rozsahu, v jakém POSKYTOVATEL
SLUZEB zpracovava osobni Udaje
subjektt studie, které se nachazeji v
Evropském hospodaiském prostoru,
bude uchovavat pisemny zaznam o
v8ech Cinnostech zpracovani
provadénych jménem ZADAVATELE v
souladu s ¢lankem 30 odst. 2 GDPR.
Na zadost ZADAVATELE poskytne
POSKYTOVATEL SLUZEB
neprodlené takovy pisemny zaznam a
umozni ZADAVATELI pfedlozit takovy
zaznam spravcum udajl tretich stran,
vCetné pfidruzenych spole€nosti
ZADAVATELE, jeho personalu a
dodavatel(i tfetich stran (je-li to
relevantni) a pfisluSnym dozorovym
Ufadum, aby dodrzeli veskeré platné
zakony.

DILCi ZPRACOVATELE

S vyjimkou pfipadd uvedenych v
pfiloze D této smlouvy nesmi
POSKYTOVATEL SLUZEB predavat
zadné osobni Udaje ZADAVATELE
zadné ftreti strané bez predchoziho
vyslovhého  pisemného  souhlasu
ZADAVATELE. Tim neni dotéeno
zpracovani osobnich (dajid pacientd
v souvislosti s poskytovanim
zdravotnich sluzeb. Pokud
POSKYTOVATEL SLUZEB jmenuje
subdodavatele jako dalSi zpracovatele
udaju jménem ZADAVATELE, bude je
POSKYTOVATEL SLUZEB najimat za
podminek, které poskytuji ekvivalentni
ochranu, jak je stanoveno v této
smlouvé.

DELEGOVANI

ZADAVATEL muaze delegovat sva
prava a povinnosti podle této smlouvy
na pfidruzenou spole¢nost
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Affiliate of SPONSOR.
6.13 SPONSOR RIGHT TO AUDIT

SPONSOR or its designated third-
party and/or a supervisory authority
shall have the right to audit the
SERVICE PROVIDER during its
normal business hours and on
reasonable notice (which notice shall
not be required in the event such audit
is triggered by an inquiry of an
Agency), in order to monitor
compliance with the terms of this
Agreement and Applicable Law subject
to the terms and conditions set out in
Article 3.1 of this Agreement. Each
Party shall bear its own costs and
expenses in relation to such audit. If,
as a result of the audit, the SERVICE
PROVIDER is considered to be in
breach of this Agreement, and such
breach is capable of cure, the
SERVICE 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, SPONSOR has
the right to immediately terminate the
Agreement, without penalty or further
costs. SPONSOR’s right to terminate
the Agreement shall be without
prejudice to section 10 to this
Agreement.

6.14 SERVICE PROVIDER AS DATA
CONTROLLER OF SPONSOR
PERSONAL DATA

The SERVICE PROVIDER may
process, on its own behalf, certain
SPONSOR Personal Data that
comprises contact details of personnel
of SPONSOR only to the extent
necessary for exercising its legal rights
or managing its commercial
relationship with SPONSOR.

6.15 SPONSOR AS DATA CONTROLLER
OF PERSONAL DATA RELATING TO

6.13

6.14

6.15

ZADAVATELE.

PRAVO ZADAVATELE NA
AUDIT

ZADAVATEL nebo jim urlena tfeti
strana a/nebo dozorovy ufad budou
mit pravo provadét audit
POSKYTOVATELE SLUZEB bé&hem
jeho bézné pracovni doby a po
pfiméfeném oznameni (toto oznameni
nebude vyzadovano v pfipadé, Ze
bude takovy audit zahajen dotazem
statniho organu), aby bylo mozné
sledovat dodrZovani podminek této
smlouvy a platnych zakonl za
podminek uvedenych v ¢l 3.1 této
smlouvy. Kazda ze smluvnich stran
ponese Vv souvislosti s takovym
auditem své vlastni naklady a vydaje.
Pokud se v dusledku auditu bude mit
za to, ze POSKYTOVATEL SLUZEB
porusil tuto smlouvu, a takové
poruseni Ize napravit, bude mit
POSKYTOVATEL SLUZEB pét (5) dni
na to, aby porudeni napravil. Pokud
nedojde k napravé poruseni do péti (5)
dnd nebo neni mozné je napravit,
ZADAVATEL ma pravo okamzité
ukonCit smlouvu bez postihu nebo
dalSich nakladi. Pravo ZADAVATELE
ukonéit tuto smlouvu nebude dotéeno
ustanovenim ¢lanku 10 této smlouvy.

POSKYTOVATEL SLUZEB JAKOZTO
SPRAVCE  OSOBNICH UDAJU
ZADAVATELE

POSKYTOVATEL SLUZEB muze
svym jménem zpracovavat urcité
osobni Udaje ZADAVATELE, které
obsahuji kontaktni udaje personalu
ZADAVATELE, pouze v rozsahu
nezbytném pro vykon jeho zakonnych
prav nebo spravu jeho obchodniho
vztahu se ZADAVATELEM.

ZADAVATEL JAKOZTO SPRAVCE
OSOBNICH UDAJU TYKAJICICH SE
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6.16

7.

THE SERVICE PROVIDER.

Where, in relation to this Agreement,
SPONSOR processes Personal Data
of the SERVICE PROVIDER, it shall
do so in accordance with the
SPONSOR’s Privacy Policy available
at https://www.bms.com/privacy-
policy.html and as amended from time
to time, and SPONSOR shall be
responsible for the accuracy and
completeness of its Privacy Policy.

ANONYMIZED
SPONSOR

INFORMATION TO

Where the Services do not require the
SERVICE PROVIDER to communicate
Personal Data to SPONSOR, any user
data and the information provided to
SPONSOR 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
SERVICE PROVIDER communicate
any Personal Data to SPONSOR
(including any type of identifiers, such
as names, email addressed, codes or
numbers). In the event of an incidental
disclosure of Personal Data to
SPONSOR, the SERVICE 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
SERVICE PROVIDER shall exclude
this information from the agreed
Services.

INTELLECTUAL PROPERTY AND
STUDY DATA

6.16

POSKYTOVATELE SLUZEB.

Pokud ZADAVATEL v souvislosti s
touto smlouvou zpracovava osobni
udaje POSKYTOVATELE SLUZEB,
ucini tak v souladu se zasadami

ochrany osobnich udaja
ZADAVATELE, které jsou k dispozici
na adrese

https://www.bms.com/privacy-

policy.html a ve znéni pozdéjSich
pfedpist a ZADAVATEL nese
odpovédnost za pFesnost a uplnost
svych zasad ochrany osobnich udajl.

ANONYMIZOVANE INFORMACE
PRO ZADAVATELE

Pokud  sluzby nevyzZaduji, aby
POSKYTOVATEL SLUZEB  sdslil

ZADAVATELI osobni udaje, budou
veSkeré udaje o uzivatelich a
informace poskytnuté ZADAVATELI v
souvislosti se sluzbami dohodnutymi v
této smlouvé (véetné informaci, které
maji byt zahrnuty jako soucast
datovych sad a zprav) piné
anonymizovany a budou se tykat

neidentifikovanych a
neidentifikovatelné osob. V tomto
smyslu  nesmi  POSKYTOVATEL
SLUZEB za Zadnych okolnosti

sdélovat ZADAVATELI Zzadné osobni
Udaje  (vCetné  jakéhokoli  typu
identifikatorll, jako jsou jména, e-
mailové adresy, koédy nebo disla). V
pfipadé  nahodného  zpfistupnéni
osobnich udaju ZADAVATELI bude
POSKYTOVATEL SLUZEB informovat
nebo ziska souhlas jednotlivce se
zpracovanim jeho osobnich udaji v
souvislosti se sluzbami v rozsahu
pozadovaném platnymi zakony a
pokud to nebude mozné, vyloudi
POSKYTOVATEL SLUZEB tyto
informace z dohodnutych sluzeb.

7. DUSEVNI VLASTNICTVi A UDAJE

ZE STUDIE
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7.1 DEFINITIONS

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

7.2 EXCLUSIVE OWNERSHIP

INTELLECTUAL PROPERTY

OF

SERVICE PROVIDER shall promptly and fully disclose
to SPONSOR all Intellectual Property. All such
Intellectual Property shall be the exclusive property of
SPONSOR, and SERVICE PROVIDER hereby
assigns to SPONSOR 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.

7.3 COLLECTION AND STORAGE OF

STUDY DATA

SERVICE PROVIDER shall prepare, document and
maintain Study Data in accordance with Applicable
Law, the Protocol and this Agreement. SERVICE
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 industry standards, and (b) protect
the Study Data from unauthorized use, access,
duplication, disclosure, loss and damage.

7.4 OWNERSHIP AND USE OF STUDY

7.1 DEFINICE

,Dusevnim vlastnictvim® se rozumi
jakékoli  vynélezy, objevy nebo
vylepSeni a vSechna prava duSevniho
vlastnictvi k nim, at jiz jsou
patentovatelna, autorska nebo jina
prava duSevniho vlastnictvi, ktera jsou
koncipovana, vyrobena nebo uvedena
do praxe v souvislosti s touto
smlouvou nebo vyplyvaji z pInéni
protokolu, €i nikoli.

(a)

,Udaje ze studie“ znamenaji véechny
Udaje a vysledky shromazdéné nebo
vytvorené v souvislosti S
poskytovanim sluzeb.

(b)

VYHRADNI VLASTNICTVi
DUSEVNIHO VLASTNICTVi

7.2

POSKYTOVATEL SLUZEB neprodlené a v piném
rozsahu zpfistupni ZADAVATELI veskeré duSevni
vlastnictvi. VeSkeré takové duSevni vlastnictvi bude
vyluénym vlastnictvim ZADAVATELE a
POSKYTOVATEL SLUZEB timto postupuje
ZADAVATELI v8echna svéa prava, naroky a zajmy na
takovém duSevnim vlastnictvi a bude spolupracovat pfi
provadéni vySe uvedeného, mimo jiné vietné
poskytovani pfiméfené pomoci v souvislosti se
soudnim stihanim pFislusnych patentu.

7.3 SHROMAZDOVANiI A UCHOVAVANI
UDAJU ZE STUDIE
POSKYTOVATEL SLUZEB bude pripravovat,

dokumentovat a uchovavat udaje ze studie v souladu s
platnymi zakony a protokolem a touto smlouvou.
POSKYTOVATEL SLUZEB bude (a) uchovavat udaje
ze studie bezpeCnym zplsobem s omezenim
fyzického a elektronického pfistupu a kontrolami
prostfedi odpovidajicimi pfislusnému typu udaju a v
souladu s platnymi zakony a oborovymi standardy a
(b) chranit Udaje ze studie pfed neopravnénym
pouzitim, pfistupem, kopirovanim, zvefejnénim,
ztratou a poSkozenim.

7.4 VLASTNICTVi A POUZIVANI UDAJU
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DATA

SERVICE PROVIDER
agrees that all Study Data are
hereby the exclusive property
of SPONSOR and SERVICE
PROVIDER, hereby assigns to
SPONSOR, any and all of its
rights, title and interest,
including intellectual property
rights, in and to the same.
Study Data may be used by
SPONSOR for any purpose
consistent with the Study
subject’'s  signed  informed
consent form without further
obligation or liability to
SERVICE PROVIDER.

(a)

7.5 RETENTION AND DESTRUCTION

SERVICE 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,
SERVICE PROVIDER shall either, destroy the Study
Data upon SPONSOR’s written consent, or at
SPONSOR’s written request and reasonable expense
immediately return to SPONSOR or continue to store
all Study Data.

8. 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.

9. INDEMNIFICATION & INSURANCE

ZE STUDIE

POSKYTOVATEL
SLUZEB souhlasi s tim, Zze
veSkeré Udaje ze studie jsou

(a)

timto  vyluénym  vlastnictvim
ZADAVATELE a
POSKYTOVATELE  SLUZEB

timto postupuje ZADAVATELI
veSkera sva prava, naroky a
podily, v€etné prav duSevniho
vlastnictvi k nim. Udaje ze
studie mohou byt pouzity
ZADAVATELEM pro jakykoli
UCel v souladu s podepsanym
formulafem informovaného
souhlasu subjektu studie bez
dalSich zavazkl nebo
odpovédnosti vaci
POSKYTOVATELI SLUZEB.

7.5 UCHOVAVANI A ZNICENI

POSKYTOVATEL SLUZEB bude uchovavat
Udaje ze studie v souladu s protokolem a tak dlouho,
jak to vyZaduji platné zakony a protokol. Poté, co
platné zdkony  jiz nevyZaduji uchovavani,
POSKYTOVATEL SLUZEB musi bud na zakladé
pisemného souhlasu ZADAVATELE udaje ze studie
zlikvidovat, nebo na zakladé pisemnéh zadosti
ZADAVATELE a za pfiméfenych naklad(i okamzité
vratit ZADAVATELI; pfipadné nadale uchovavat udaje
ze studie.

8. POUZITi JMENA

Zadna ze smluvnich stran nebude vytvaret, umistovat
ani 8ifit jakoukoli reklamu, vztahy s vefejnosti,
propagaéni materidly nebo jakykoli propagaéni
material jakéhokoli druhu s vyuzitim nazvu druhé
smluvni strany a/nebo dcefinych nebo pfidruzenych
spole€nosti druhé smluvni strany nebo pouZivat jejich
ochranné znamky, pokud (a) neni vyzadovano, aby
byly v souladu s platnymi pravnimi predpisy; (b) v
souvislosti s regulaénimi podanimi nebo spravnimi
nebo soudnimi postupy; nebo (c) neobdrzela
pfedchozi pisemny souhlas druhé smluvni strany.

9. ODSKODNENI A POJISTENI
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9.1 SPONSOR

INDEMNIFICATION

Subject to the provisions in Section 9.2, SPONSOR
shall indemnify and hold harmless SERVICE
PROVIDER, PERSONNEL, its employees, officers,
and directors from and against any Study subject
claims, liabilities, losses, demands, causes of action,
judgments, settlements and expenses (including, but
not limited to, reasonable legal fees and court costs)
(each a “Claim”) for bodily injury directly sustained as
the performance of the Services in accordance with
the terms of the Protocol or any procedures required
by the Protocol and this Agreement; provided,
however, that a) SPONSOR shall not be liable for
Claims to the extent such Claims are attributable to
Claims for which the SERVICE PROVIDER is
obligated to indemnify pursuant to Section 9.2 and b)
SPONSOR shall have sole control of the disposition of
such Claim including choice of counsel, any
investigation, trial, defense or settlement provided that
no settlement shall include an admission of liability on
the part of the SERVICE PROVIDER.

9.2 SERVICE PROVIDER
INDEMNIFICATION

SERVICE PROVIDER shall indemnify SPONSOR, its
Affiliates and their respective employees, officers and
directors (the “SPONSOR Indemnitees”) for any
damage caused by failure of SERVICE PROVIDER to
comply with any Applicable Law, and breach of
SERVICE PROVIDER’s representations of obligations
under this Agreement. SERVICE PROVIDER shall not
be liable for Claims to the extent such Claims are
attributable to Claims for which SPONSOR is obligated
to indemnify pursuant to Section 9.1.

9.3 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

9.1 ODSKODNENI| ZADAVATELE

S vyhradou ustanoveni v oddilu 9.2, ZADAVATEL
odSkodni a zbavi odpovédnosti POSKYTOVATELE
SLUZEB, PERSONAL, své zamé&stnance, zastupce, a
feditele prfed veSkerymi naroky subjektt studie,
zavazky, ztratami, pozadavky, pfi€inami jednani,
usudky, vyrovnani a vydaji (v€etné& napfiklad
pfiméfenych nakladl pravni zastoupeni a soudnich
nakladl) (kazdy z nich dale jen ,narok“) za Ujmu na
zdravi pfimo zpusobenou pfi poskytovani sluzeb v
souladu s podminkami protokolu nebo jakymikoli
postupy vyZzadovanymi protokolem a touto smlouvou;
avSak za predpokladu, Ze a) ZADAVATEL nenese
odpovédnost za naroky v rozsahu, v jakém lze takové
naroky pfi¢ist narokiim, za které je POSKYTOVATEL
SLUZEB povinen od$kodnit podle oddilu 9.2 a b)
ZADAVATEL bude mit vyhradni kontrolu nad feSenim
takového naroku, v€etné vybéru pravniho zastupce,
jakéhokoli vySetfovani, klinického hodnoceni, obhajoby
nebo vyrovnani za pfredpokladu, Zze Zzadné vyrovnani
nebude zahrnovat pfiznani odpovédnosti ze strany

POSKYTOVATELE SLUZEB.
9.2 ODSKODNENI
POSKYTOVATELE SLUZEB

POSKYTOVATEL SLUZEB nahradi ZADAVATELI jeji

pfidruzené  spoleCnosti a jejich pfislusnym
zaméstnanclm, Ufednikim a Ffediteldm (dale jen
,odSkodnované osoby ZADAVATELE®") Ujmu

zpusobenou nedodrzeni platnych zakonl ze strany
POSKYTOVATELE SLUZEB, a poruseni prohlaseni
POSKYTOVATELE SLUZEB, povinnosti plynoucich
pro POSKYTOVATELE SLUZEB dle této Smiouvy.
POSKYTOVATEL SLUZEB nenese odpovédnost za
naroky v rozsahu, v jakém lIze takové naroky pfiCist
narokim, za které je ZADAVATEL povinen odskodnit
podle oddilu 9.1.

9.3 Kazda ze  smluvnich  stran
neprodlené pisemné oznami druhé smluvni strané
jakykoli narok nebo potencialni narok, u kterého
muZe tato smluvni strana usilovat o od$kodnéni, ale
v zadném pfipadé ne pozdéji nez tficet (30) dnl
poté, co se smluvni strana, ktera usiluje o
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indemnify except to the extent that the delay in
notification resulted in additional damages or claims
to the Party seeking indemnification.

94 The SPONSOR shall secure and
maintain in full force and effect insurance which covers
its liability in accordance with the Applicable Law and

also covers Sponsor's obligations under this
Agreement.
9.5 The SERVICE PROVIDER shall

secure and maintain in full force and effect insurance
liability pursuant to Section 45 of Act No. 372/2011
Coll., on Health Services. Upon SPONSOR’s request,
SERVICE PROVIDER shall provide evidence of their
respective insurance.

10. TERM AND TERMINATION

10.1 TERM

This Agreement shall commence on the Effective Date
and shall, unless sooner terminated as herein
expressly provided, continue until completion of the
Services as provided in the Agreement.

"Effective Date" means the date of publication of this
Agreement in the Public Register of Contracts
pursuant to Act No. 340/2015 Coll., on the Register of
Contracts. The Contracting Parties have agreed that to
the extent required by the relevant legal regulations, in
particular by Act No. 340/2015 Coll. of the Czech
Republic, this Agreement shall be published in the
Public Register of Contracts in such a way that the
SERVICE PROVIDER shall publish a version of this
Agreement, which shall be prepared and provided for
this purpose by the SPONSOR no later than on the
day of signing this Agreement, in a machine-readable
format in electronic form by sending it to the

I ail address.

The estimated total amount of remuneration for the
performance of services for the maximum number of
patients who undergo all examinations according to
this Agreement is CZK 203,600.

odskodnéni, dozvi o naroku nebo potencialnim
naroku. Neposkytnuti véasného oznameni nezbavuje
druhou stranu povinnosti odSkodnit s vyjimkou
pfipadd, kdy zpozdéni oznameni vedlo k dal$im
Skodam nebo narokim vUiéi strané pozadujici
odskodnéni.

94 ZADAVATEL zajisti a bude udrzovat v
plné platnosti a uc€innosti pojisténi, které kryje jeho
odpovédnost v souladu s platnymi zakony a kryje také
odpovédnost ZADAVATELE dle této smlouvy.

9.5 POSKYTOVATEL SLUZEB zajisti a
bude udrzovat v plné platnosti a ucinnosti pojisténi
odpovédnosti dle § 45 zakona &. 372/2011 Sb. o
zdravotnich sluzbach. Na Zadost ZADAVATELE
poskytne POSKYTOVATEL SLUZEB dikaz o svém
pfislusném pojisténi.

10. DOBA PLATNOSTI A UKONCENI

10.1 DOBA PLATNOSTI

Tato smlouva vstoupi v platnost k datu ucinnosti a
bude, pokud nebude ukonlena dfive, jak je zde
vyslovné uvedeno, pokraovat az do dokonc€eni
sluzeb, jak je uvedeno ve smlouvé.

Datum ucinnosti® znamena datum uvefejnéni této
smlouvy ve vefejném registru smiluv dle zakona ¢&.
340/2015 Sb., o registru smluv. Smluvni strany se
dohodly, Ze v rozsahu, v jakém je pozadovano
pfislusnymi pravnimi pfedpisy, zejména zakonem
Ceské republiky &. 340/2015 Sb., bude tato smlouva
uvefejnéna ve vefejném registru smluv tak, Ze
POSKYTOVATEL SLUZEB uvefejni verzi této
smlouvy, kterou mu za timto ucelem pfipravi a
poskytne ZADAVATEL nejpozdéji v den podpisu této
smlouvy, a to v strojové Cditelném formatu v
elektronické podobé& zaslanim na emailovou adresu

Pfedpokladana celkova vySe odmény za provedeni
sluzeb za maximalni pocet pacientd, ktefi absolvuji
vSechna vySetreni dle této Smlouvy ¢ini 203,600,- K.

IM060-0001-0001_Pharmacy Services Agreement, VFN

Page 26 of 51




BMS CONFIDENTIAL INFORMATION

10.2 TERMINATION BY
PARTIES
(a) SPONSOR may terminate this

Agreement (a) without cause, upon
thirty (30) days prior written notice to
SERVICE PROVIDER; (b) with
immediate effect, if necessary to
protect the health and safety of the
Study subjects.
(b) 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 (C) as
otherwise expressly permitted by the
Protocol.

(c) Upon receipt of notice of termination of
the Agreement, SERVICE PROVIDER
shall immediately stop any activity
related to the Services, and refrain
from incurring additional costs related

to the Services.

SPONSOR’s termination of this
Agreement in accordance with this
Section 10.2 will be without penalty or
liability and without payment of any
further  compensation hereunder
except as may be expressly provided
in Attachment A; provided, however,
that SPONSOR shall have no
obligation to pay for the Services if
SPONSOR terminates for SERVICE

(d)

PROVIDER’s breach of this
Agreement.
10.3 SURVIVAL

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

10.2  VYPOVED SMLOUVY
ZADAVATEL muze ukonéit tuto
smlouvu (a) bez udani divodu na
zakladé pisemné vypovédi
POSKYTOVATELI SLUZEB s
tficetidenni (30) vypovédni Ihltou;
(b) s okamzitou u&innosti, pokud je
to nezbytné k ochrané zdravi a
bezpecénosti subjektl studie.

(a)

Kterakoli ze smluvnich stran muze
tuto smlouvu ukoncit z davodu
zavazného poruseni této smlouvy,
pokud toto poruseni nebude
napraveno do patnacti (15) dnl od
obdrzeni pisemného oznameni od
strany, ktera smlouvu neporusila,
nebo (C) jinak vyslovné& povolené
protokolem.

(b)

Po obdrZzeni oznameni o ukonceni
smlouvy POSKYTOVATEL SLUZEB
okamzité zastavi jakoukoli Cinnost
souvisejici se sluzbami a zdrzi se
vzniku dal$ich nakladu souvisejicich
se sluzbami.

(c)

(d) Ukonceni této smlouvy
ZADAVATELEM v souladu s timto
oddilem 10.2 nebude mit =za
nasledek Zzadné postihy ani zavazky
a nebude platit Z2Zadnou dalSi
odménu podle této smlouvy, s
vyjimkou pfipadd vyslovné
uvedenych v pfiloze A; av8ak za
pfedpokladu, ze  ZADAVATEL
nebude povinen zaplatit za sluzby,
pokud ZADAVATEL ukongi
poskytovani sluzeb z d{vodu
poruSeni této smlouvy ze strany
POSKYTOVATELE SLUZEB.

PLATNOST USTANOVENI PO
UKONCENI SMLOUVY

10.3

Oddily, které maji svou povahou nebo vyznamem
zUstat v platnosti i po ukon&eni nebo vyprseni platnosti
této smlouvy, zlstavaji v platnosti.
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11. INDEPENDENT CONTRACTOR
RELATIONSHIP

All services that SERVICE PROVIDER render to
SPONSOR pursuant to this Agreement shall be
rendered as an independent contractor and not as an
agent or an employee of SPONSOR. Nothing
contained in this Agreement shall be construed to
place the Parties or their 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.
SERVICE PROVIDER shall not have the authority to
legally bind SPONSOR.

12. 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.

13. GOVERNING LAW

This Agreement and any claim, controversy, dispute or
other matter arising under or related to this Agreement,
the relationship of the Parties, or the enforcement of
the rights and obligations hereunder of the Parties will
be governed by the laws of Czech Republic and will be
construed and interpreted under and in accordance
with the laws of Czech Republic without regard to the
provisions governing conflict of laws.

In the event of a discrepancy between the two
language versions, the Czech version shall prevail.
The Parties agree that any disputes arising out of or in
connection with this Agreement shall be decided by
the competent court in the Czech Republic.

14. 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

11. VZTAH S NEZAVISLYM
DODAVATELEM

V8echny sluzby, které POSKYTOVATEL SLUZEB
poskytuje ZADAVATELI podle této smlouvy, budou
poskytovany jako nezavisly dodavatel, a nikoli jako
zastupce nebo zaméstnanec ZADAVATELE. Nic z
toho, co je obsazeno v této smlouvé, nebude
vykladano tak, Ze by smluvni strany nebo jejich
personal byli ve vztahu zaméstnavatele a
zaméstnance, spolec¢nikli, zmocnitele a zastupce,
spole¢nych podnikt nebo jako pojistitel nebo zastupce
druhé smluvni strany této smlouvy. POSKYTOVATEL
SLUZEB neni opravnén ZADAVATELE pravné
zavazovat.

12. ZAKAZ IMPLICITNICH PRAV NEBO
LICENCE

Zadna ze smluvnich stran neudéluje na zakladé této
smlouvy druhé smluvni strané Zzadné pravo ani licenci
s vyjimkou téch, které jsou zde vyslovné uvedeny.
Zadné ustanoveni této smlouvy neuklada jedné
smluvni strané zavazek exkluzivity ze strany druhé
smluvni strany.

13. ROZHODNE PRAVO

Tato smlouva a jakykoli narok, spor, rozepfe nebo jina
zalezitost vznikla na zakladé této smlouvy nebo v
souvislosti s ni, vztah stran nebo vyméhani prav a
povinnosti smluvnich stran se budou Fidit zakony
Ceské republiky a budou vykladany a interpretovany
podle zakon(i Ceské republiky a v souladu s nimi bez
ohledu na ustanoveni upravujici kolizni normy.

V pfipadé rozporu mezi obéma jazykovymi verzemi je
rozhodujici ¢eska verze. Smluvni strany se dohodly,
Ze pfipadné spory vzeSlé z této Smlouvy, nebo v
souvislosti s ni, budou rozhodovany pfislusnym
soudem v Ceské republice.

14. ODDELITELNOST

Tato smlouva ma byt oddélitelna a neplatnost a/nebo
nevymahatelnost jakéhokoli ustanoveni této smlouvy
nebo jakékoli jeji casti neovlivni platnost a/nebo
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validity and or enforceability of any other clause or part
thereof to the extent not invalidated or held
unenforceable.

15. NOTICES

Any legal or formal notices must be in writing and will
be deemed effective only when delivered by certified
or registered mail, postage prepaid, to the Party and
address set forth herein or such other address(es) of
which such Party shall have given written notice.

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

Bristol-Myers Squibb Company

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 SERVICE PROVIDER to whom
notices shall be addressed is:

VsSeobecna fakultni nemocnice v Praze

U Nemocnice 499/2
128 08 Praha 2
Czech Republic

16. ENTIRE AGREEMENT

This Agreement and any 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

vymahatelnost jakéhokoli jiného ustanoveni nebo jeho
Casti v rozsahu, ktery neni zneplatnén nebo shledan
nevymahatelnym.

15. OZNAMENI

Jakakoli pravni nebo formaini oznameni musi byt
pisemna a budou povaZovana za ucinna pouze tehdy,
pokud budou doruéena  doporucenou nebo
doporuéenou poStou s predplacenym postovnym
smluvni strané a na adresu uvedenou v tomto
dokumentu nebo na jinou adresu (adresy), o které tato
smluvni strana pisemné informovala.

Pro ucely této smlouvy je osobou ZADAVATELE, které
budou oznameni adresovana:

Spolec¢nost Bristol-Myers Squibb

s kopiemi pro:

Vedouci oddéleni vyzkumu a vyvoje, uzavirani
smluv, pacienti, data a soukromi

Spolec€nost Bristol-Myers Squibb

Route 206 and Province Line

Princeton, New Jersey 08543

A osoba POSKYTOVATELE SLUZEB, které budou
oznameni adresovana, je:

VsSeobecna fakultni nemocnice v Praze

U Nemocnice 499/2
1v 28 08 Praha 2
Ceska republika

16. UPLNA DOHODA

Tato smlouva a veSkeré jeji pfilohy tvofi uplnou
dohodu smluvnich stran a nahrazuji vSechny
pfedchozi dohody a ujednani tykajici se jejiho
pfedmétu. Tuto smlouvu a jeji pfilohy Ize ménit,
upravovat nebo se jich zcela nebo z&asti vzdat pouze
pisemnou formou podepsanou obé&ma smluvnimi
stranami. V pfipadé rozporu mezi touto smlouvou a
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and any attachments to it, the terms of this Agreement
control.

17. 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.

Unless prohibited by Applicable Law, electronic or
digital signatures shall have the same effect as
handwritten signatures for the execution of this
Agreement.

18. ASSIGNMENT AND DELEGATION OF
RESPONSIBILITIES

SERVICE PROVIDER may not assign any of its rights
or subcontract or delegate any of its duties under this
Agreement. SPONSOR may assign its rights or
delegate its duties under this Agreement to its Affiliate.

This Agreement shall inure to the benefit of
SPONSOR’s Affiliates, successors, and assignees.

19. ANTI BRIBERY
(a) The Parties acknowledge that SPONSOR
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 SERVICE PROVIDER
therefore undertakes to comply with the
obligations under letter b) below.
(b) In performing the Services under this
Agreement, SERVICE 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,

jejimi pfilohami plati podminky této smlouvy.

17. STEJNOPISY A ELEKTRONICKE
PODPISY

Tato smlouva muze byt vyhotovena ve dvou (2)
stejnopisech, z nichZz kazdy bude povazovan za
original, a vSechny tyto stejnopisy spole¢né tvofi jednu
a tutéz smlouvu.

Pokud to platné zakony nezakazuiji, elektronické nebo
digitalni podpisy budou mit stejny ucinek jako
vlastnoruéni podpisy pro uzavfeni této smlouvy.

18. PRIDELENi A DELEGOVANI
POVINNOSTI

POSKYTOVATEL SLUZEB nesmi postoupit Zadna ze
svych prav ani zadat subdodavateli ani delegovat
zadné ze svych povinnosti podle této smiouvy.
ZADAVATEL muUze postoupit sva prava nebo
delegovat své povinnosti podle této smlouvy na svou
pfidruzenou spole€nost.

Tato smlouva vstoupi
pfidruzenych spole¢nosti,
ZADAVATELE.

v platnost ve prospéch
nastupcl a postupnikid

19. BOJ PROTI UPLATKARSTVIi
(a) Smluvni strany berou na védomi, ze
ZADAVATEL je vazan vSemi platnymi
protikorup&nimi a protiuplatkaiskymi zakony
a predpisy, mimo jiné vCetné zakona o
zahranic¢nich korupénich praktikach (Foreign
Corrupt Practices Act, ,FCPA®) a britského
protikorupéniho zakona a POSKYTOVATEL
SLUZEB se proto zavazuje k povinnostem
dle pism. b) niZe.

Pfi poskytovani sluzeb podle této smlouvy
POSKYTOVATEL SLUZEB (i) souhlasi s
tim, Ze neucinil a neucini, pfimo €i nepfimo,
nabidky, slib, autorizovat nebo pfijmout
jakoukoli platbu nebo cokoli hodnotného,
vCetné Uplatkd, dary a/nebo dary jakémukoli
vefejnému Ciniteli nebo od né&j, regulaéni
organ nebo kdokoli jiny za ucelem
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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 of the Czech
Republic. SERVICE PROVIDER shall
notify SPONSOR immediately upon
becoming aware of any breach under this
Section.

[Signature Page Follows]

nepatficného ovliviiovani, navadéni nebo
odménovani jakéhokoli jednani, opomenuti
nebo rozhodnuti s cilem zajistit nepatfi¢nou
vyhodu, vc&etné ziskani nebo udrzeni
obchodu, a (ii) budou dodrzovat vSechny
platné protikorup&ni a protiuplatkaiské
zékony a predpisy CR. POSKYTOVATEL
SLUZEB bude informovat ZADAVATELE
okamzité poté, co se dozvi o jakémkoli
poruseni tohoto oddilu.

[Nasleduje stranka s podpisy]
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In order to demonstrate their agreement, the Parties have executed this Agreement as follows:

Na dlkaz svého souhlasu uzaviely smluvni strany tuto smlouvu nasledujicim zpusobem:

Bristol-Myers Squibb Services Unlimited Company

By / Podpis:

Name / Jméno:

Title / Funkce:

Date / Datum:

Vseobecna fakultni nemocnice v Praze

By / Podpis:

Name / Jméno:

Title / Funkce

Date / Datum:

List of attachment:

ATTACHMENT A — Payment Schedule
ATTACHMENT A1 — Payment Intake Form (PIF)
ATTACHMENT B -REQUIRED SECURITY AND
PRIVACY MEASURES

ATTACHMENT C - DETAILS OF DATA
PROCESSING

Seznam priloh:

PRILOHA A — PREHLED PLATEB

PRILOHA A1 — FORMULAR K PRIJETi PLATBY
PRILOHA B — POZADOVANA BEZPECNOSTNI
OPATRENIi A OPATRENIi NA OCHRANU
SOUKROMI

PRILOHA C - PODROBNOSTI O ZPRACOVANI
UDAJU
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Appendix A

Payment Schedule
IM060-0001
Site No: 0001

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

SPONSOR retains vendor, IQVIA Clinical Trial
Payments (‘SPONSOR DESIGNEE”), to administer
and process payments, to Payee/s on behalf of
SPONSOR.

I. Description of Services

SERVICE PROVIDER shall provide the following
Pharmacy Services to SPONSOR:

A. Supply of Study Drug and materials by
SERVICE PROVIDER

The SERVICE PROVIDER shall provide to the
SPONSOR the required quantities of the Study
Drugs and documents, as set forth in the
Protocol. The Study Drugs are supplied from the
SERVICE PROVIDER’S own stock. SERVICE
PROVIDER shall, under this Agreement, supply
the SPONSOR only with the Study Drugs
Fludarabine and Cyclophosphamide for the
purposes of lymphodepleting chemotherapy
(hereinafter referred to as “chemotherapy”). The
SERVICE PROVIDER shall deliver this
chemotherapy directly to the CAR-T SITE. The
SERVICE PROVIDER shall not be supplied with
the Study Drug BMS-986515 and shall not be
responsible for any handling of this Study Drug.

Priloha A

Prehled plateb
IM060-0001
Pracovisté ¢.: 0001

Tento Pfehled plateb zahrnuje veskeré platby a
naklady — na IéCebné i neléCebné ukony — které
se ZADAVATEL (v relevantnich pfipadech pojem
zahrnuje i osoby uréené ZADAVATELEM)
zavazuje uhradit/proplacet Vv souvislosti
s provadénim  sluzeb. ZADAVATEL nema
v souvislosti se studii Zadnou jinou povinnost
k uhradé ¢&i proplaceni vydaju.

ZADAVATEL povéfuje dodavatele IQVIA Clinical
Trial Payments (dale jen ,osoba uréena
Zadavatelem®) spravou a zpracovanim plateb
ur¢enych Pfijemci (PFijemctm) plateb, které jsou
hrazeny jménem ZADAVATELE.

l. Popis sluzeb

POSKYTOVATEL SLUZEB bude ZADAVATELI
poskytovat Iékarenské sluzby:

A. Zajisténi hodnoceného pripravku a

materiald POSKYTOVATELEM
SLUZEB
POSKYTOVATEL SLUZEB zajisti

ZADAVATELI pozadované mnozstvi
Hodnocenych pfipravkil a dokument(, jak je
uvedeno v Protokolu. Tyto Hodnocené
pfipravky jsou poskytnuty z vlastnich zasob
POSKYTOVATELE SLUZEB.
POSKYTOVATEL SLUZEB bude
ZADAVATELI v ramci této Smlouvy
poskytovat pouze légivé pfipravky fludarabin
a cyklofofamid pro ucely Ilymfodepleéni
chemoterapie (dale jen “chemoterapie”).
POSKYTOVATEL SLUZEB bude tuto
chemoterapii pfedavat pfimo CAR T centrum.
POSKYTOVATELI SLUZEB nebude
pfedavan hodnoceny lék BMS-986515 a ani
nebude odpovédny za jakékoliv nakladani s
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B. Performance of the Pharmacy Services

1.

a) The Services shall be provided under
the direction of a qualified pharmacist
(the “Pharmacist”).

b) The performance of the Services shall
be supervised by the SERVICE
PROVIDER/INVESTIGATOR.

c) The SERVICE PROVIDER shall be
responsible for the fulfillment of any
duty which this Agreement assigned to
the Pharmacist.

d) SERVICE PROVIDER shall ensure that
Services are provided in accordance
with the Applicable Law, the Protocol
and SPONSOR’s written instructions
provided prior the Agreement signature.

SERVICE PROVIDER acknowledges that
the Pharmacist has received a copy of the
Protocol. The SPONSOR shall timely
provide any Protocol amendment or
updated Protocol to the Pharmacist.

Pharmacist shall verify and confirm receipt
of the Study Drugs prepared from the
SERVICE PROVIDER’s stock by signing
the appropriate documentation provided by
maintained as part of the study records.

SERVICE PROVIDER shall ensure that
the Study Drugs are stored in an
appropriate restricted area under the
control of the Pharmacist.

The Pharmacist shall dispense the Study
Drugs to the assigned CAR-T SITE
Pharmacist upon prescription or request in
accordance with the appropriate internal
procedures of the SERVICE PROVIDER
and the CAR-T SITE. SPONSOR shall
ensure, at its sole expense, the
transportation of the chemotherapy from

timto hodnoceny lékem.

Vykon lékarenskych sluzeb

Sluzby budou poskytovany pod
vedenim kvalifikovaného |ékarnika
(dale jen “lékarnik”)
Na vykon Sluzeb dohlizi
POSKYTOVATEL
SLUZEB/ZKOUSEJICI.

POSKYTOVATEL SLUZEB je
odpovédny za splnéni jakékoli
povinnosti, kterou tato Smlouva
ulozila Lékarnikovi.

POSKYTOVATEL SLUZEB zajisti,
aby Sluzby byly poskytovany v
souladu s Platnymi pravnimi
predpisy, Protokolem a pisemnymi
pokyny ZADAVATELE pFfedanymi
pfed podpisem smlouvy.

POSKYTOVATEL SLUZEB bere na
védomi, Ze Lékarnik obdrzel kopii
Protokolu. ZADAVATEL vé&as poskytne
Iékarnikovi jakykoli dodatek k Protokolu
nebo aktualizovany Protokol.

Lékarnik ovéfi a potvrdi prevzeti
hodnocenych pfipravku, které mu byly

pfipraveny ze zasob
POSKYTOVATELE SLUZEB, to
podpisem  pfislusné dokumentace

vedené v ramci studijniho zdznamu.

POSKYTOVATEL SLUZEB zajisti, aby
byly Hodnocené pfipravky skladovany
ve vhodném vyhrazeném prostoru pod
kontrolou Lékarnika.

Lékarnik vyda hodnocené pfipravky na
zakladé  predpisu nebo  zadosti
povéfenému pracovnikovi CAR T
centra, a to v souladu s pfislusnymi
internimi  postupy POSKYTOVATELE
SLUZEB a CAR T centra. Zadavatel je
povinen zajistit na své naklady dopravu
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the SERVICE PROVIDER’s pharmacy to
the CAR-T SITE. The Pharmacist shall
dispense the Study Drugs solely for the
purposes of the Services. SERVICE
PROVIDER shall be responsible for the
Study Drugs only until their handover to
the CAR-T SITE. SERVICE PROVIDER
shall not arrange transportation of the
Study Drugs, and the handover of the
Study Drugs shall take place on the
premises of the SERVICE PROVIDER’s
Pharmacy. Any subsequent handling of
the Study Drugs after their handover for
transport shall be the sole responsibility of
the CAR-T SITE.

7.

a)

b)

c)

The pharmacist shall maintain an
inventory of the Study Drugs at the
Pharmacy and shall record in the
relevant documentation their
receipt from the SERVICE
PROVIDER’s stock, their storage,
preparation, and dispensing to the
CAR-T SITE as part of the study.

The SERVICE PROVIDER shall
not be obliged to dispose of the
Study Drugs. Any unused Study
Durgs shall be disposed of by the
CAR-T SITE at its own expense
and in compliance with Applicable
Law.

The Pharmacist shall retain a copy of
all information recorded under
Section B.7 (a) above and other
documentation regarding the
performance of this Agreement for
a minimum period of 25 years
following  completion of the
Services, in compliance with
Applicable Law.

The SERVICE PROVIDER shall give
the SPONSOR and the competent
authorities direct access to the
records mentioned in Section
B.7(a) and (b) for the purposes of
Section 3.2 of the Agreement.

chemoterapie z lékarny
POSKYTOVATELE SLUZEB do CAR T
centra. Lékarnik bude  vydavat
hodnocené pfipravky pouze pro uUcely
Sluzeb. POSKYTOVATEL SLUZEB
odpovida za hodnocené pfipravky,
pouze do momentu jejich pfedani do
CART T centra. POSKYTOVATEL
SLUZEB nezajistuje prepravu
hodnocenych pfipravkd a k predani
hodnocenych pfipravkl dochazi v
prostorach Iékarny POSKYTOVATELE
SLUZEB. Veskeré dal$i nakladani s
pFipravky po jejich pfedani k pfepravé
je pIné v odpovédnosti CAR T centra.

7.

a) Lékarnik vede v Lékarné inventar
Hodnoceny pfipravk( a v pfilslusné
dokumentaci zaznamenava jejich
pfijeti ze zasob POSKYTOVATELE
SLUZEB, jejich skladovani,
pfipravu a vydej do CAR T centra v
ramci studie

POSKYTOVATEL SLUZEB neni
povinen  hodnocené  pripravky
likvidovat. Nevyuzité pfipravky
budou likvidovany CAR T centrem
na jeho naklady a v souladu s
platnymi pravnimi pfedpisy.

b) Lékarnik si ponecha kopii vSech
informaci zaznamenanych v &asti
B.7 (a) vySe a dalSi dokumentaci
tykajici se pInéni této Smlouvy
nejméné po dobu 25 let od
dokonceni Sluzeb, v souladu s
platnymi pravnimi pfedpisy.

c) POSKYTOVATEL SLUZEB poskytne
ZADAVATELI a pFislusnym
organum pfimy pristup k
zaznamum uvedenym v casti B. 7
pism. a) a (b) pro ucely ¢lanku 3.2
Smiouvy.
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d) Upon the SPONSOR’s request the
Pharmacist shall provide a Study
Drug accountability document to
the SPONSOR.

d) Na Zzadost ZADAVATELE poskytne
lékarnik ZADAVATELI dokument s
nazvem Drug Accountability
(Evidence o nakladani s

8. The Pharmacist shall include in the study hednocenym; piguavkem).
document only the information required by

the SPONSOR. The accuracy of which will 8. Lékarnik bude do studinich dokumentt
be verified by the study monitor. uvadét pouze informace pozadované
ZADAVATELM, jejichz spravnost oveéri

monitor studie.

Il. Budget Il. Rozpocet

Start-up poplatek / Start-up fee

Line ltem Name / Jméno polozky Castka v K& / Amount in
CZK

Naklady souvisejici se studii / Study Related Costs

Line Item Name / Jméno polozky Castka v K&/ Amount in

CZK
LA

[
F
—

—
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Hrazené studijni naklady souvisejici se studii / Reimbursable Study Costs

V&echny faktury musi byt doprovazeny podptrnou dokumentaci/ All invoices must be accompanied by
supporting documentation

VysSetreni/ Procedure

Castkav Ké/
Amount in CZK

lll. Start-up Fee

. Study Related Costs and

Within thirty (30) days of the Agreement
execution, a one-time start-up fee shall be
paid by SPONSOR upon receipt and approval
of a valid invoice. This payment represents
reimbursement (inclusive of overhead) for all
activities supporting the activation of the
Study at SERVICE PROVIDER.

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

Reimbursable Study Subject Costs

Payment will be made half-yearly (calendar half-

year) by SPONSOR in accordance with the a. ZADAVATEL provede platby pololetné

lll. Start-up platba

a. ZADAVATEL do fficeti (30) dnu od podpisu
smlouvy uhradi jednorazovy start-up
poplatek, ktery bude splatny po doruéeni a
schvaleni platné faktury. Tato platba
pokryva nahradu (véetné rezijnich nakladu)
za veskeré podpurné éinnosti souvisejici se
zahajenim studie u POSKYTOVATELE
SLUZEB.

b. V pfipadé, Ze studie bude ukoniena pied
jejim zahajenim, a toto ukonéeni neni
dusledkem porudeni smlouvy, protokolu
nebo jakychkoli platnych zakoni nebo
predpist ze strany POSKYTOVATELE
SLUZEB, mize ZADAVATEL vyhodnotit
skute€nou praci vykonanou za ucelem
zahajeni studie a uhradit prislusné
pocatecni naklady.

IV. Naklady spojené se studii a Hrazené

naklady za Subjekt hodnoceni

(kalendarni pololeti) na zakladé rozpoétu.
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budget.

SPONSOR is not obligated to reimburse for
items which have not been identified within the
budget. Any exceptions require prior written
approval by SPONSOR.

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
iffwhen the estimated reimbursable Study
subject costs amount is exceeded. Any
exceptions require prior written SPONSOR
approval.

The documents for invoicing (overview of
services provided for the first half of the year) will
be prepared and sent by assigned Pharmacist to
.
U Nemocnice 2/499, Praha 2, 128 08, Czech
Republic, by email: || TG
I 5P ONSOR shall provide

the contact details to the assigned Pharmacist
immediately after the Agreement signature to the
email address: |||} NNNEGEGEE /)
failure to provide the documents for invoicing
does not deprive the SERVICE PROVIDER of
the right to issue the relevant invoice according
to the payment terms agreed in the Agreement.
In the event of late payment that cannot be
attributed to the SERVICE PROVIDER in any
way, the SPONSOR shall be obliged to pay
default interest in accordance with the applicable
law. All incoming payments must be uniquely
identified by an invoice number or a specific

symbol of the clinical trial numbe |

V. Payment
Payments will be paid within forty-five (45) days
of receipt and approval of invoices.

Payments will be issued only after site activation
for actual work performed.

ZADAVATEL neni povinen proplacet
polozky, které nebyly v rozpoc¢tu oznaceny.
VesSkeré vyjimky z tohoto pravidla vyZaduji
pfedchozi pisemny souhlas ZADAVATELE.

Hrazené studijni naklady za Subjekt
hodnoceni, které nejsou povaZovany za
standardni péci, budou uhrazeny v souladu
s rozpoctem.

PFijemci (PFijemcum) platby budou vzniklé a
vyuctované naklady proplaceny dle rozpoctu
i v pfipadé, resp. poté, co dojde k prekroceni
Odhadované vySe Hrazenych studijnich
nakladd za subjekt hodnoceni. VeSkeré
vyjimky z tohoto pravidla vyZaduji pfedchozi
pisemny souhlas ZADAVATELE.

Podklady pro fakturaci (pfehled poskytnutych
sluzeb za pololeti) pfipravi a zaSle povéfena
lékarnice POSKYTOVATELE SLUZEB na
.
U Nemocnice 2/499, Praha 2, 128 08, Ceska
republika, na email: I
I

ZADAVATEL poskytne POSKYTOVATELI
SLUZEB kontaktni Gdaje na povéfenou
Iékarnici ihned po podpisu této smlouvy na
emailovou adresu: [
] Pfipadné  nedodani
podkladd k fakturaci nezbavuje
POSKYTOVATELE SLUZEB prava vystavit
pfislusnou fakturu dle platebnich podminek
dohodnutych ve smlouvé. V pfipadé pozdni
platby, kterou nelze Zadnym zpUsobem
pfigist POSKYTOVATELI SLUZEB, bude
ZADAVATEL povinnen uhradit urok z
prodleni dle platného zakona. VSechny
pfichozi platby musi byt jednoznacné
identifikovany Cislem faktury nebo

specifickym symbolem || | N

V. Platba

Platby budou hrazeny ctyficet pét (45) dn
od doruceni faktur a schvaleni faktur.

Platby budou zadany az po aktivaci
studijniho pracovisté, a to za skuteéné
vykonanou praci.
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d.

Invoices will be issued to the following:

Bristol-Myers Squibb Services Unlimited
Company

Plaza 254, Blanchardstown Corporate Park 2,
Ballycoolin, Dublin 15, D15 T867, Ireland Tax ID
Number: IE3986060BH

Attn: Site Payments

Invoices should include the following information:

i. Invoice Number, Protocol Number, Site
Number (0001), Name of INSTITUTION,
Name of INVESTIGATOR, Name and
address of Payee, Payee/s VAT ID (if
applicable) date, SPONSOR name.

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

All invoices should be uploaded directly through

SPONSOR DESIGNEE’'s site portal at
I
i. Alternatively, invoices may be

submitted electronically to

I i

the following subject line:

ii. Payment inquiries must be submitted
to SPONSOR via e-mail to:

Payments will be generated in the following
currency: CZK.

All outstanding invoices must be received by
SPONSOR no later than forty-five (45) days
after the Study close-out visit at INSTITUTION.

Financial reconciliation will occur within forty-five
(45) days of completion of the Study or within

c. Faktury budou vystavovany na:

Bristol-Myers Squibb Services Unlimited
Company

Plaza 254, Blanchardstown Corporate Park 2,
Ballycoolin, Dublin 15, D15 T867, Irsko, DIC
IE3986060BH

Na védomi: Site Payments

d. Faktury budou obsahovat nasledujici udaje:

Cislo faktury, Ccislo protokolu, ¢&islo
Klinického pracovisté (0001), nazev
ZDRAVOTNICKEHO ZARIZENI, jméno
ZKOUSEJICIHO, jméno a adresa
Pfijemce platby, danové identifikacni
Cislo PFijemce platby (je-li relevantni),
datum, nazev ZADAVATELE.

. podklady ke véem lééebnym Gkonim a
nakladim (napf. identifikacni Cisla
pacientll, datum |écebného Ukonu,
faktura vystavena tfeti osobou).

Vedkeré faktury by se mély nahravat pfimo
prostfednictvim portalu pracovisté osoby

urCené ZADAVATELEM na internetovych

strankach [

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

.

|

ii. Veskeré dotazy ohledné plateb je

tteba ZADAVATELI zaslat na
emailovou adresu:
I

Platby budou generovany v méné: Ke.

VSechny dluzné faktury museji byt

ZADAVATELI doru¢eny nejpozdéji do

Ctyficeti péti (45) dnG od navstévy, kdy
probéhlo uzavieni studijniho pracovisté ve
ZDRAVOTNICKEM ZARIZENI.

Finan&ni vyrovnani probéhne do Ctyficeti péti
(45) dnl od dokonceni studie nebo do
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forty-five (45) days of termination of the Study at
INSTITUTION. The final payment shall be paid,
provided:

i. all completed eCRF/CFRs are received
by SPONSOR.

i. STUDY PROVIDER has completed and
submitted all required forms and logs
reconciling receipt, dispensation, use of
Study Drug per SPONSOR’s written
instructions.

ii. all Study Data queries have been
resolved to SPONSOR'’s reasonable
satisfaction.

SPONSOR DESIGNEE will not issue proforma
invoices for reimbursable costs. These will have
to be tracked and invoiced proactively by
SERVICE PROVIDER.

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

k. The fees referred to as “Study Related Costs and
Reimbursable Study Subject Costs” (e.g.,
conditional procedures, pass through costs, etc.)
due under this Agreement, have to be invoiced as
per the budget by the Payee/s to SPONSOR
DESIGNEE. Invoices for any additional payments
to those stated in the Agreement (i.e., additional
reimbursements) must also be sent to SPONSOR
DESIGNEE and approved in writing by
SPONSOR.

VI. 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 Payee/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

Ctyficeti péti (45) dnu od ukoncéeni studie ve
ZDRAVOTNICKEM ZARIZENI. Zavére¢na
platba bude uhrazena za pfedpokladu, Ze:

i. ZADAVATEL obdrzi veSkeré vyplnéné
formulafe eCRF/CRF.

i. POSKYTOVATEL SLUZEB vyplni a
predlozi v8echny pozadované
formulafe a zaznamy, které potvrzu;ji
pfijeti, vydani, pouziti Hodnoceného
IéCivého pfipravku v souladu s
pisemnymi pokyny ZADAVATELE,

iii. VSechny dotazy tykajici se formulari
byly vyfeSeny k pfiméfené
spokojenosti ZADAVATELE.

i. Osoba urCena ZADAVATELEM nebude
vystavovat proforma faktury na Hrazené
naklady. Tyto néaklady budou muset byt
sledovany a fakturovany aktivné
POSKYTOVATELEM SLUZEB.

j- Osoba uréenda ZADAVATELEM bude pfijimat
faktury od Pfijemce (Pfijemcu) platby a tyto
platby zpracovavat jménem ZADAVATELE,
ledaze bude dohodnuto jinak.

k. Platby oznaCované jako ,Naklady spojené se
studii a Hrazené studini naklady za Subjekt
hodnoceni“ (napf. podminéné I|éCebné
ukony, pfreuctované Nenaklady atd.), které
budou splatné podle této smlouvy, musi
Pfijemce (Pfijemci) platby osobé& urcené
ZADAVATELEM fakturovat v souladu s
rozpo¢tem. Faktury za jakékoli dalSi platby
nad ramec plateb uvedenych ve smlouvé (ij.
dodate¢né Uhrady) musi byt rovnéz zaslany
osobé urcené ZADAVATELEM a
ZADAVATEL je musi pisemné odsouhlasit.

VI . Informace ke zdanéni

VSechny naklady uvedené v této Prfiloze jsou
uvadény v Cisté vysi, bez jakékoliv dané (napfr.
DPH, dané ze zboZzi a sluzeb, dané z obratu nebo
jakékoliv obdobné dané &i odvodu, které pozadu;ji
platné pravni pfedpisy). PFfijemce plateb
zodpovida, resp. Prijemci plateb zodpovidaji za
vypolteni vySe této dané a jeji uplatnéni na
sluzby, vyzaduji-li to pravni pfedpisy, a zavazuje
(zavazuji) se dodrzovat veskeré formalni pravni
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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.

VII. Study Drug(s)

a. The following Study drug(s) will be provided or
reimbursed by SPONSOR:

Provided:

Locally sourced and reimbursed:

Auxiliary Medicine Products:
e,

The actual invoiced price for the supply of,

will
depend on the actual purchase price of the
drug(s) being evaluated, which are set by the
Ministry of Health (MoH). The pharmacy's
margin will be added to the price of the
evaluated product(s) according to the state-
determined degressive margin  range.
Purchase costs will be reimbursed semi-
annually within forty-five (45) days of receipt
and approval of invoices.

b. SPONSOR is not responsible to supply or
reimburse the cost of any other drugs not
mentioned above required by Protocol.

nalezitosti, aby bylo zaruéeno pravo Zadavatele
narokovat pfipadné vraceni dané podle
prislusného postupu. Prijemce platby podrobné
popise, resp. Prijemci platby popisi sluzby
poskytované na zakladé prislusné faktury podie
podminek a vrozsahu, které stanovi pravni
predpisy, a vyéleni ty, k nimz se pripo¢itava nebo
se ma pripoc¢itavat, resp. na néz se uplatni, resp.
se ma uplatnit dar.

VII. Hodnoceny lécivy pripravek (pripravky)

a. ZADAVATEL poskytne nebo proplati
nasledujici Hodnoceny |éCivy pripravek,
resp. pripravky:

Poskytnuty léCivy pripravek:

Z mistnich zdroju a proplaceny:

Pomocné [éky:

L -
R

Skuteéna fakturovana cena za dodavku

bude
zaviset na  aktualni  kupni cené
hodnoceného Iéku (pfipravku), které jsou
stanoveny  Ministerstvem  zdravotnictvi
(MZ). MarZe lékarny bude pfipotena k
cené hodnoceného pripravku (hodnocenych
pfipravkl) podle statem stanoveného
rozmezi degresivni marze. Nakupni naklady
budou proplaceny pololetné do Etyriceti péti
(45) dnl od prijeti a schvaleni faktur.

b. ZADAVATEL neodpovida za dodani nebo
proplaceni nakladu na jiné 1é¢ivé pripravky
pozadované Protokolem nez ty, které jsou
uvedeny vyse.
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ATTACHMENT A1/ PRILOHA A1

PAYMENT INTAKE FORM / Formular k prijeti platby

In order to receive payment, all payment information fields outlined in the Payment Intake Form below must
be completed. Aby bylo mozné obdrzet platbu, musi byt vypinéna vSechna pole s informacemi o platbé
uvedena v niZe prilozeném formulafri pro pfijem plateb.

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 prijemcem budou pouzity pouze pro platebni sluzby souvisejici se studii a
nebudou poskytnuty tfetim stranam s vyjimkou osoby uréené ZADAVATELEM, ktera pro tyto ucely pfijme vhodna
bezpeénostni opatieni.

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 || I e 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 Cisla bankovniho uétu prijemce je pfijemce povinen pisemné informovat osobu uréenou ZADAVATELEM
zaslanim e-mailu na adresu || s'uni strany se dohodly, Ze v pfipadé zmény
adresy, ktera nezahrnuje zménu prijemce, danového Cisla, statusu osvobozeni od dané nebo zemé umisténi
bankovniho uétu, nejsou nutné zadné dalSi zmény. Smiuvni strany berou na védomi, Ze uréeny pfijemce je opravnén
prijimat veSkeré platby za sluzby poskytované na zékladé této smiouvy.

Investigator

1.) | First/ Given Name

2.) | Last/Family Name

Contract Payee

Payee Name

3.) | (Must match name in the contract) Vseobecna fakultni nemocnice v Praze

4.) | Tax Number or ID CZ00064165

Banking Information

5.) | Bank Name Ceska narodni banka

6.) | Bank Street Na Prikopé 28

7.) | Bank City Praha 1

8.) | Bank State/Province Ceska republika

9.) | Bank Postal Code 11503

10.) | Bank Country Ceska republika

11.) | Receiving Account Currency CzK

12.) | IBAN CZ33 0710 0000 0000 2403 5021
CNBACZPP

13.) | SWIFT Code (8 or 11 Characters)

14.)
15.)

Ancillary Services Agreement Ex-US_EEC region_ April2023

Specific symbol:

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,

Page 42 of 51




please provide Bank Name, Account Number if applicable and SWIFT Code of Intermediary Bank along with
all other required Wire instructions

Contact Information

16.) | Name of Invoice Recipient sending invoices i
I

17.) | Phone Number & Email .

18.) | Language Preference Cesky/Czech

Name of Payment Recipient to receive payment

19.) | notification and details I

20.) | Phone Number & Email |

21) | Language Preference Cesky/Czech

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. * Prijemce faktury (mimo centra v
USA) je osoba, ktera bude zasilat faktury osobé uréené ZADAVATELEM. V pribéhu studie bude osoba
urCena ZADAVATELEM zasilat prijemci faktury splatné navstévy, které by mély byt fakturovany osobé
uréené ZADAVATELEM, za ucelem obdrzeni platby.

*K

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 CTP Portal for payment details. The email
notification will include a link to the IQVIA CTP 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 CTP s podrobnostmi o platbé.
E-mailova notifikace bude obsahovat odkaz na portal IQVIA CTP, 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 dotazi nebo dopliujicich informaci by mél prijemce

I
kontaktovat osobu povérenou ZADAVATELEM na adrese || NN

Information regarding the SPONSOR DESIGNEE process can be found within the Resource section of the
IQVIA CTP Portal. Informace tykajici se procesu osoby povérené ZADAVATELEM naleznete v sekci Zdroje
na portalu IQVIA CTP.

Ancillary Services Agreement Ex-US_EEC region_ April2023 Page 43 of 51



ATTACHMENT B
REQUIRED SECURITY AND PRIVACY MEASURES

SERVICE 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 an information
security program that includes appropriate
administrative, technical and physical safeguards
and other security measures that are designed to:
(i) ensure the confidentiality, integrity, and
availability of SPONSOR Personal Data; (ii) protect
against any anticipated threats or hazards to the
confidentiality, integrity, and availability of
SPONSOR Personal Data; and (iii) protect against
unauthorized access, use, or disclosure of
SPONSOR Personal Data.

2. Such administrative, technical, and physical
safeguards shall be no less rigorous than accepted
industry practices, including ISO/IEC 27001
(“Information security management’), ISO/IEC
29100 (Security Techniques-Privacy Framework),
NIST Cybersecurity Framework, and where
applicable (e.g., based on the SERVICE
PROVIDER or its subcontractors storing
SPONSOR Personal Data in a cloud computing
environment), ISO/IEC 27018 (“Code of practice for
protection of personally identifiable information (PII)

in public clouds acting as PIl processors”).

3. Maintain an information privacy program that

assures compliance with Applicable Law.

4. Regularly test and monitor the effectiveness of its

PRILOHA B
POZADOVANA BEZPECNOSTNi OPATRENI A
OPATRENi NA OCHRANU SOUKROMI

POSKYTOVATEL SLUZEB ve vztahu k osobnim
Udajum zavede nasledujici bezpecnostni opatfeni.
Pojmy psané velkymi pismeny maji vyznam stanoveny

v pFislusné smlouvé.

1. Udrzuje a pravidelné aktualizuje program
zabezpeceni informaci, ktery zahrnuje pfislusna
administrativni, technicka a fyzicka bezpecnostni
opatieni a dal8i bezpeénostni opatieni, ktera jsou
navrzena tak, aby: (i) zajistila divérnost, integritu, a
dostupnost osobnich 0dajd ZADAVATELE; (ii)
chranila pfed jakymikoli o&ekavanymi hrozbami
nebo riziky pro zachovani ddvérnosti, integrity, a
dostupnosti osobnich udaja ZADAVATELE; a (iii)
chranila pfed neopravnénym pfistupem, pouZzitim,
nebo zpFistupnénim osobnich udaj
ZADAVATELE.

2. Takova administrativni, technicka, a fyzicka
bezpe&nostni opatfeni by neméla byt méné pfisna
nez akceptované postupy v oboru, v&etné normy
ISO/IEC 27001 (,Sprava zabezpeceni informaci*),
ISO/IEC 29100 (Ramec bezpecnosti a ochrany
soukromi), Ramec kybernetické bezpecnosti NIST,
a pfipadné (napf. na zakladé POSKYTOVATELE
SLUZEB nebo jeho subdodavatell, ktefi ukladaji
osobni udaje ZADAVATELE v prostfedi cloud
computingu), ISO/IEC 27018 (dale jen ,Kodex
postupl pro ochranu osobnich identifikovatelnych
udaja (Pll) ve vefejnych cloudech jednajicich jako
zpracovatelé PII%).

3. Udrzuje program ochrany osobnich udaju, ktery

zajistuje dodrzovani platnych zakona.

4. Pravidelné testujte a monitorujte  U&innost
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10.

safeguards, controls, systems, and procedures,
including conducting credentialed vulnerability
scans and correcting discovered vulnerabilities in a

timely manner.

Periodically identify and reasonably foreseeable

internal and external risks to the security,
confidentiality, and integrity of SPONSOR Personal
Data, and ensure that these risks are addressed.

Implement an enterprise-wide authentication
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 and

for privileged access to key servers.

Conduct security assessments on all applications
that contain SPONSOR Personal Data, provide
networks, and/or hold

access to internal

SPONSOR confidential information.

Network traffic shall pass through firewalls that are
monitored and protected by intrusion detection/
that
through the firewalls to be logged.

prevention systems allow traffic flowing

Distributed Denial of Service

(DDoS) attacks through the use of commercial

Defend against

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

10.

bezpeénostnich opatfeni, kontrol, systémi a
postupul, véetné provadéni ovéfenych skenovani
zranitelnosti a v€asné opravy zjisténych
zranitelnosti.

Pravidelné identifikuje a pfiméfené eliminuje

pfedvidatelna interni a externi rizika pro

bezpecénost, dlivérnost a integritu osobnich udaju
ZADAVATELE a zajisti, aby tato rizika byla feSena.

Implementuje celopodnikovou strategii spravy

ovéfovani, ktera zajiStuje dodrzovani osvédcenych
postupl v oboru a prochazi pravidelnymi
kontrolami. Strategie by méla zahrnovat pouziti
dvoufaktorového nebo vicefaktorového ovérovani
pro vzdaleny pfistup a pro privilegovany pfistup ke

klicovym serverim.

Provadi bezpeénostni hodnoceni ve vsSech

aplikacich,  které  obsahuji osobni  udaje

ZADAVATELE, poskytovat pfistup k internim sitim
a/nebo
ZADAVATELE.

uchovavat ddvérné informace

Sitovy provoz musi prochazet branami firewall,
které jsou monitorovany a chranény systémy
naruseni, které

detekce/prevence umoZzAuji

protokolovani provozu pres branu firewall.

Zajisti obranu proti distribuovanym atokdm s cilem

odepreni sluzeb (DDoS) prostfednictvim
komercnich sluzeb a/nebo implementace
osvédCenych postupl v oboru (napf. nejlepsi
aktualni praxe [BCP] 38, ,Filtrovani sitovych
vniknuti).

Udrzuje a pravidelné kontroluje zasady, postupy a

technické kontroly na ochranu proti malwaru (napf.

against malware (e.g. viruses, worms, i . )
) o viry, Cervy, ransomware, spyware). Podpisy a
ransomware, spyware). Signatures and definitions
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11.

12.

13.

14.

15.

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

(e.g.
of

to recognize social engineering attacks
the

cybersecurity and to support implementation of an

phishing) and reinforce importance

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.

Encrypt SPONSOR Personal Data, whether in
transit or at rest, including that which is stored on
laptop computers, removable media, or other

portable computer devices or media.

SERVICE PROVIDER engaged in
systems or software development that will impact
SPONSOR Personal Data will (i) ensure industry

standard privacy-by-design principles are applied;

process,

(i) include appropriate privacy stakeholders in
consultative roles in the development lifecycle, and
(iii) document such processes such to demonstrate
to the SPONSOR upon

request the robust

11.

12.

13.

14.

15.

definice musi byt aktualni.

Zajistuje nepfetrzité monitorovani zabezpeceni sité
a najima dostate¢né kvalifikované pracovniky k

provadéni této funkce.

Realizuje postupy o povédomi o bezpecénosti
s cilem vyskolit zaméstnance v rozpoznavani Gtokd
socialniho inZenyrstvi (napf. phishing) a zdlraznit
vyznam Kkybernetické bezpe€nosti a podpofit

implementaci vhodného planu reakce na incidenty.

ZajiStuje a poskytuje dikazy o tom, Ze jsou
zavedeny kontroly pfistupu zaloZzené na rolich,
pravidelné pfezkoumavany a aktualizovany, a
dodrzuje zasady zabezpe&eni podle navrhu
omezenim pfistupu na urovni uzivatelll osobam,
které je potfebuji znat, s pravidelnymi kontrolami
pfistupovych opravnéni — zejména téch, ktera jsou

udélovana privilegovanym uzivatelim.

Sifruje osobni udaje ZADAVATELE, at uZ na cesté

nebo v Kklidu, véetné (daji ulozenych na

pfenosnych podcitaCich, vyménitelnych médiich
nebo jinych pfenosnych pocitaCovych zafizenich

nebo médiich.

POSKYTOVATEL SLUZEB zapojeny do procesu,
systémU nebo vyvoje softwaru, ktery bude mit vliv
na osobni udaje ZADAVATELE, (i) zajisti, aby byly
uplatnény standardni zasady ochrany osobnich
udaju podle navrhu v oboru; (i) zapoji pfislusné
zainteresované strany v konzultacnich rolich v

Zivotnim cyklu vyvoje a (iii) zdokumentuje takové

procesy, aby bylo na vyzadani prokazano
application of such principles. ZADAVATELI, 2e jsou tyto zasady radné
uplatiiovany.
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16.

17.

18.

19.

20.

21.

22.

Where possible and on the instructions of
SPONSOR, render SPONSOR Personal Data
anonymous (i.e. such that its disclosure in

unencrypted form would prevent identification of
data subjects). Periodically review anonymization
mechanisms to validate their efficacy.

Use or

encryption secure

with

technologies in

connection any transmission, transfer,

communication, or remote access connectivity

involving SPONSOR Personal Data.

Ensure that security procedures applicable to
SPONSOR 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

maijor 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

16.

17.

18.

19.

20.

21.

22.

Pokud je
ZADAVATELE, udaje
ZADAVATELE (ij. tak, aby jejich zpfistupnéni v
nezasifrované formé branilo identifikaci subjektd

to mozné a na zakladé pokynl

anonymizuje  osobni

Udaja).  Pravidelné  kontroluje  mechanismy

anonymizace, abyste ovéfili jejich uinnost.

Pouziva Sifrovaci nebo zabezpecené technologie v

souvislosti s jakymkoli pfenosem, pfenosem,
komunikaci nebo pfipojenim vzdaleného pfistupu
zahrnujicim osobni udaje ZADAVATELE.

Zajisti, aby bezpec€nostni postupy platné pro
osobni udaje ZADAVATELE splfiovaly nasledujici

elektronické bezpeénostni specifikace: (i) ovéfeni

prihlaseni; (ii) vytvofeni U¢td na prisné bazi
.potfeby védét*; (iii) zabezpeceni Sifrovanych
pfipojeni pro pfistup k serverum; (iv) uroven

ochrany proti virlm v souladu s osvédcenymi
postupy v oboru; a (v) serverm s firewallem v

souladu s aktualnimi osvédcenymi postupy.

Piné

bezpecnosti

spolupracuje a dodrzuje  hodnoceni

informaci klientG a FfeSi vSechna
kritickda a zasadni zjisté€ni, kterd& mohou byt v

dusledku toho identifikovana.

Zajisti, aby v8echny prostory, ve kterych jsou
sluzby (nebo jakakoli jejich ¢ast) provadény, mély

ucinné fyzické bezpecnostni kontroly.

Pfed opétovnym pouzitim nebo likvidaci dodrzuje
bezpeény postup likvidace, ktery zajisti dezinfekci

elektronickych médii.

UdrZzuje obchodné& pfiméFfeny plan kontinuity
podnikani a obnovy po havarii, ktery popisuje
postupy, které je tfeba dodrZovat s ohledem na

pokralujici poskytovani sluzeb, pokud néktera ¢ast
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23.

the services are unavailable for the SPONSOR’s
use because they are damaged, destroyed, or
otherwise unavailable for use for any reason

whatsoever.

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

and business resiliency requirements.

23.

sluzeb neni k dispozici pro pouziti
ZADAVATELEM, protoze jsou poskozeny, zniCeny
nebo jinak nedostupné pro pouziti z jakéhokoli

ddvodu.

Udrzuje zdokumentované postupy zalohovani,
provadét pravidelné zalohovani dat a udrzovat
zalohovaci média v souladu s pravnimi pozadavky,
pozadavky na uchovavani zaznamu a pozadavky

na odolnost podniku.
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ATTACHMENT D
DETAILS OF DATA PROCESSING

Details of SPONSOR Personal Data Processing

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

(b) Duration
For the term of the Agreement.

(c) 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.

(d) Types of SPONSOR 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, professional information
relating to healthcare professionals and
supporting staff working on clinical trials or
other forms of medical or scientific research.

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

PRILOHA D
PODROBNOSTI O ZPRACOVANIi UDAJU

Podrobnosti o  zpracovani  osobnich  udaju
ZADAVATELE

(a) Popis zpracovani / pfedmet
Udaje budou zpracovavany za UuCelem
poskytovani sluzeb.

(b) Trvani
Po dobu platnosti smlouvy.

(c) Povaha a ucel zpracovani

Provoz nebo soubor operaci, které jsou
provadény s osobnimi udaji nebo soubory
osobnich udaja, 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 zni¢eni
za ucelem pokroku klinického vyzkumu.

(d) Typy osobnich udaji ZADAVATELE

Pseudonymizované  (,klicové  kdédované®)
demografické a lékarské/klinické udaje tykajici
se subjektd/pacientll ucastnicich se klinickych
hodnoceni nebo jinych forem Iékafského
vyzkumu.

Jméno, kontaktni Udaje, profesni informace
tykajici se zdravotnickych pracovnikli a
podplrnych  pracovnikl  pracujicich  na
klinickych hodnocenich nebo jinych formach
Iékafského nebo védeckého vyzkumu.

Jméno, kontaktni  udaje  tykajici se
zdravotnickych pracovnikd, podpurnych
pracovniki a spotfebiteld farmaceutickych
pfipravkl, informace o jejich zadostech o
informace o farmaceutickych pfipravcich
a/nebo hlaseni (potencidlnich) nezddoucich a
bezpe&nostnich pfihod a dalsi informace
tykajici se  pouzivani  farmaceutickych
pripravkd, souvisejici podrobnosti o]
potencialnich nezadoucich a bezpe&nostnich
pfihodach.

Udaje tykajici se zdravi, udaje tykajici se
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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.

(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

Osobni udaje ZADAVATELE jsou shromazdovany
POSKYTOVATELEM. SLUZEB Tyto udaje jsou
umistény na lokalnim ulozisti POSKYTOVATELE
SLUZEB v Ceské republice. Cloudové ulozZisté neni
vyuzivano. Osobni udaje ZADAVATELE jsou
poskytnuty jen ZADAVATELI.

sexualniho Zivota nebo sexualni orientace
fyzické osoby, rasovy plvod, genetické Udaje
subjektt/pacientt U&astnicich se klinickych
hodnoceni nebo jiné formy Iékarského nebo
védeckého vyzkumu.
(e) Kategorie subjekti tudaju
Pacienti/subjekty  uéastnici se  klinickych
hodnoceni nebo jinych forem Iékaiského nebo
védeckého vyzkumu

Zdravotniéti pracovnici a podpurny personal

pracujici na Kklinickych hodnocenich nebo
jinych formach lékarského nebo védeckého
vyzkumu

Zdravotni¢ti  pracovnici a  spotfebitelé

farmaceutickych vyrobku poZadujici informace
o farmaceutickych vyrobcich a/nebo
oznamujici nezadouci a bezpecnostni prihody
a dalsi informace tykajici se pouzivani
farmaceutickych vyrobk

(f) Misto zpracovani udaji — zemé, ve kterych je
dohodnuto, Ze udaje mohou byt zpracovavany
Tok dat

Misto hostovani a predem schvaleny seznam

dilcich zpracovatelu

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

Primary hosting location

Primarni umisténi hostingu

Secondary hosting location

Umisténi sekundarniho hostingu

[Type of processing activity]

[Typ €innosti zpracovani]

Location
L If applicable If applicable
V pfipadé potieby V pfipadé potieby
List of Sub- - . ~ DPO
Procossors Entity name Pu’rpose of use Contact details (if relevant)
Seznam Nazev subjektu Ucel pouziti Kontaktni udaje DPO
dilcich (pokud je
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zpracovatelu relevantni)

(e.g.: hosting)

(napr.: hostovani)
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