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MEDICAL IMAGING SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI SLUZEB V OBLASTI
LEKARSKEHO ZOBRAZOVANI

AbbVie s.r.o., a legal entity established and existing in
accordance with the laws of Czech Republic, with its
registered offices at Metronom Business Center, Bucharova
2817/13, Stodulky, 158 00 Praha 5, Czech Republic, ID:
24148725, VAT ID: Cz24148725, represented by N

(“AbbVie") desires to co-operate with
Uherskohradist'ska nemocnice, a.s., with its registered
offices at J. E. Purkyné 365, 686 68 Uherské Hradisté, Czech
Republic, ID: 276 60 915, VAT ID: CZ27660915, represented
by MUDr. Petr Sladek, the Executive and Vice-Chairman of
Boards of Directors (“Service Provider”), for Services (as
defined below) pursuant to the terms and conditions of this
Medical Imaging Services Agreement ("Agreement").

Spolecnost AbbVie s.r.o., zaloZzena a existujici dle pravniho
fadu Ceské republiky, se sidlem Metronom Business Center,
Bucharova 2817/13, Stodllky, 158 00 Praha 5, Ceska
republika, 1C: 24148725, DIC: CZ24148725, zastoupena Il
|
I (dale jen ,AbbVie®), si preje spolupracovat se
spole€nosti Uherskohradist'ska nemocnice, a.s., se sidlem J.
E. Purkyné 365, 686 06 Uherské Hradisté, Ceska republika, IC:
276 60 915, DIC: Cz27660915, zastoupenou MUDr. Petrem
Sladkem, feditelem a mistopfedsedou pfedstavenstva (dale jen
.Poskytovatel sluzeb“), aby poskytoval Sluzby (jak jsou
definovany nize) za podminek této Smlouvy o poskytovani
sluzeb (dale jen ,Smlouva®).

WHEREAS, pursuant to certain clinical study agreement
I has been appointed the investigator
(“Investigator”) for the conduct of the Study at PV Medical
Services, s.r.o., KaliSnicka 2889/18, 130 00 Praha 3 -
Zizkov, Czech Republic, ID: 293 61 281, VAT ID:
CZ29361281, represented by MUDr. Petr Vitek, Executive,
address of place of performance of the Study is as
follows: Rheumatology Ambulance, Stefanikova 477, 760
01 Zlin, Czech Republic; and

VZHLEDEM K TOMU, ZE dle ptislugné smlouvy o klinické studii
byl I jmcnovan hlavnim zkous$ejicim (déale jen
wZkouSejici”) pro provadéni Studie v nestatnim zdravotnickém
zafizeni PV Medical Services, s.r.o., KaliSnicka 2889/18, 130
00 Praha 3 — Zizkov, Ceska republika, IC: 293 61 281, DIC:
CZ29361281, zastoupené jednatelem MUDr. Petrem Vitkem,
pficemz adresa mista provadéni Studie je nasledujici:
Revmatologicka ambulance, Stefanikova 477, 760 01 Zlin,
Ceska republika, a

WHEREAS Service Provider has agreed to provide imaging
services as set forth in this Agreement.

VZHLEDEM KTOMU, ZE Poskytovatel sluzeb souhlasil
s poskytovanim sluzeb v oblasti Iékafského zobrazovani, jak je
uvedeno nize v této Smlouvé.

NOW THEREFORE, in consideration of the mutual promises
set forth herein, the parties agree as follows:

NYNI SE TEDY po zvazeni vzajemnych pfislibti uvedenych
v této Smlouvé strany dohodly nasledovné:

1. Services. As AbbVie reasonably directs, Service Provider
will perform the medical imaging activities in relation to
AbbVie’s clinical study (“Study”) set forth in the statement
of work attached herein as Exhibit A (“Statement of
Work”) which may be amended from time to time (the

1. Sluzby. Na zakladé pfiméfenych pokynl spole€nosti
AbbVie bude Poskytovatel sluzeb provadét c&innosti
v oblasti |ékafského zobrazovéani v souvislosti s klinickou
studii spole¢nosti AbbVie (dale jen ,Studie*), uvedené
Vv rozpisu praci pfipojeném v Priloze A (dale jen ,Rozpis

“Services”). praci®), ktery mize byt ¢as od €asu upravovan (dale jen
»SluZby*).
2. Contacts. AbbVie is entering into this Agreement with | 2. Kontakini osoby, kontaktni udaje. Spole€nost AbbVie

Service Provider with the understanding that the individual
or individuals set forth in the Statement of Work will
conduct the Services on behalf of the Service Provider.
Service Provider represents and warrants that each
individual listed on the Statement of Work is an employee
of Service Provider. If the Services of the individual(s)
listed on the Statement of Work are not available for any
reason, AbbVie may terminate the Statement of Work
immediately. Service Provider's contact with AbbVie will
be I ctronom Business Center,
Bucharova 2817/13, Stodllky, 158 00 Praha 5, Czech
Republic, Tel.: +420 . F2< +420
Bl e-mail: I or \whomever

AbbVie may designate in writing. AbbVie’s contact with
Service Provider will be ,
Uherskohradistska nemocnice, a.s., J. E. Purkyné 365,
686 68 Uherské Hradisté, Czech Republic, Phone:

+420 . <mail: I

uzavira tuto Smlouvu s Poskytovatelem sluzeb s védomim,
7e osoba ¢&i osoby uvedené v Rozpisu praci bude/budou
poskytovat Sluzby jménem  Poskytovatele sluzeb.
Poskytovatel sluzeb prohladuje a zaru€uje, Zze kazda osoba
uvedena v Rozpisu praci je zaméstnancem Poskytovatele
sluzeb. Pokud Sluzby osoby/osob uvedenych v Rozpisu
praci nejsou z jakychkoliv dlvodd k dispozici, muze
spole¢nost AbbVie s okamzitou ucinnosti Rozpis praci
vypovédét. Kontaktni osobou/osobami spole¢nosti AbbVie
pro Poskytovatele sluzeb bude/budou NN
I Vetronom Business Center, Bucharova 2817/13,
Stodllky, 158 00 Praha 5, Ceska republika, Tel.:
+A20 o< 420 . - i

nebo  kdokoliv,  koho
spoleénost AbbVie pisemné ur€i. Kontakini osobou
Poskytovatele sluzeb pro spole¢nost AbbVie bude Il
I Uherskohradistska nemocnice, a.s., J. E.
Purkyné 365, 686 68 Uherské Hradisté, Ceska republika,

Tel.: +420 I, c-moi: N

3. Protocol. Service Provider shall conduct the Services in
accordance with Statement of Work and Protocol No.

3. Protokol.

Poskytovatel sluzeb bude poskytovat Sluzby
v souladu s Rozpisem praci a Protokolu &. M19-944, s
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M19-944 entitled “A Phase 3 Randomized, Placebo-
Controlled, Double-Blind Program to Evaluate
Efficacy and Safety of Upadacitinib in Adult Subjects
with Axial Spondyloarthritis” (“Protocol”) in relation to
ABBVIE's product Upadacitinib (“Study Product”), as
the same may be amended from time to time in writing by
AbbVie, copy of which shall be provided to Service
Provider by AbbVie and incorporated herein by reference,
and any other written instructions that may be provided
from time to time to Service Provider by AbbVie. If a
change in the Protocol would require a change in the
scope, cost or timing of the Services, such amended or
modified Protocol shall not be binding on Service Provider
until an Amendment has been agreed to in accordance
with Section 26.

nazvem ,Randomizovany, placebem kontrolovany,
dvojité zaslepeny program faze 3 hodnotici ucinnost a
bezpecnost upadacitinibu u dospélych pacienti s
axialni spondylartritidou “ (dale jen ,protokol“) v
souvislosti s Upadacitinib (dale jen ,hodnoceny
pripravek®) (dale jen ,Protokol”), ktery mize spole¢nost
AbbVie €as od €asu pisemné& meénit a jehoz kopie bude
poskytnuta Poskytovateli sluzeb spole¢nosti AbbVie a bude
zaclenéna do této Smlouvy odkazem, a jakymikoliv dal$imi
pisemnymi pokyny, které mohou byt vydany Poskytovateli
sluzeb spole¢nosti AbbVie. Pokud bude zména v Protokolu
vyzadovat zménu v pfedmétu Sluzeb, nakladech na né
nebo ¢asovych IhGtach platnych pro Sluzby, nebude takto
zménény nebo upraveny Protokol pro Poskytovatele sluzeb
zavazny, dokud nebude sjednan dodatek podle €lanku 26.

Reports. As AbbVie may request, Service Provider will | 4. Zpravy. Na zakladé zadosti spolecnosti AbbVie predlozi
submit written reports on the progress of the Services to Poskytovatel sluzeb pisemné zpravy o tom, jak pokracuje
be performed under the Agreement. poskytovani Sluzeb, které maji byt poskytovany dle této
Smlouvy.
Electronic Data. If performance of the Services involves | 5. Elektronické udaje. V pfipadé, Zze poskytovani Sluzeb
the recording or transmittal to AbbVie of electronic data, zahrnuje zaznam nebo prenos elektronickych Udaju do
Service Provider will comply with the electronic data spole¢nosti AbbVie, Poskytovatel bude podle potfeby
obligations set forth in Exhibit C attached hereto, as dodrZzovat povinnosti tykajici se elektronickych udaja,
applicable, as well as any restrictions or obligations uvedené v Priloze C pfipojené k této Smlouvé, i vSechna
arising under applicable data protection laws. dal§i omezeni nebo povinnosti plynouci z platnych zakont
na ochranu udaju.
Provided ltems. AbbVie may supply Service Provider with | 6. Poskytované  polozky.  Spole¢nost  AbbVie muze
materials and related information for use in the Services Poskytovateli sluzeb dodavat materialy a souvisejici
(collectively “Provided Items”). Service Provider agrees informace, pro vyuziti v ramci Sluzeb (dale spole¢né jen
that all Provided Items are the sole property of AbbVie. .Poskytované polozky“). Poskytovatel sluzeb souhlasi
Service Provider disclaims any rights to the s tim, Zze veSkeré Poskytované polozky jsou vyhradnim
aforementioned Provided Items and will assert no claim, majetkem spolec¢nosti AbbVie. Poskytovatel sluzeb se zfika
copyright, patent or otherwise, to their use, development vesSkerych prav k vySe uvedenym Poskytovanym polozkam
and/or production. Service Provider will use the Provided a nebude uplatiiovat Zadny narok, autorské pravo, patent
ltems solely for the Services under the terms of this nebo jinak Kk jejich wuzivani, vyvoji a/nebo vyrobé.
Agreement, not employ them for any other purposes, and Poskytovatel sluzeb bude Poskytované polozky pouzivat
not provide them to any third party without AbbVie’s prior vyhradné pro Ucely poskytovani Sluzeb za podminek této
written consent. Service Provider will not place any lien Smlouvy, nebude je vyuzivat pro zadné jiné ucely ani je
or encumbrance on any Provided Items while in Service neposkytne zadné treti strané bez pfedchoziho pisemného
Provider’'s possession and will not allow any third party to souhlasu spole€nosti AbbVie. Poskytovatel sluzeb nezfidi
place any such lien or encumbrance on any Provided zadné vécné bfemeno ani zastavni pravo k Zadné
Iltems. Poskytované poloZce v dobé&, kdy je bude mit ve svém
drzeni, a neumozni zadné treti strané, aby zfidila takové
vécné bfemeno nebo zastavni pravo k jakékoliv
z Poskytovanych polozek.
Compensation. 7. Odmeéna.

(@) In consideration for Service Provider's performance
of the Services described in this Agreement, AbbVie
upon receipt and approval of invoice and related
supporting documentation issued in accordance with
applicable legal regulations, will pay Service Provider
an amount not to exceed the amount set forth in the
Statement of Work. In the event of termination of this
Agreement by AbbVie without cause, AbbVie will pay
Service Provider for Services performed and
reasonable and necessary expenses incurred
through the date of termination in accordance with
the budgeted amounts set forth in the Statement of
Work. Service Provider understands that the terms
and conditions of this Agreement, including the
amount of any payment made thereunder, may be
disclosed and made public by AbbVie as required by
law or regulation or where AbbVie deems

(&) Za poskytovani Sluzeb Poskytovatelem sluzeb dle této

Smlouvy zaplati spole¢nost AbbVie Poskytovateli sluzeb
Castku, kterd nepfesahne &astku uvedenou v Rozpisu
praci. Spole€nost AbbVie zaplati Poskytovateli sluzeb
po pfijeti a schvaleni faktury a souvisejicich darnovych
dokladu, které budou vystaveny v souladu s pfisluSnymi
pravnimi pfedpisy. Pokud dojde k ukonceni této
Smlouvy ze strany spole¢nosti AbbVie bez uvedeni
dlvodu, zaplati spole¢nost AbbVie Poskytovateli sluzeb
za vykonané Sluzby a pfiméfené a nezbytné vydaje
vzniklé do data ukonéeni podle rozpoCtu uvedeného
v Rozpisu praci. Poskytovatel sluzeb je srozumén s tim,
ze podminky této Smlouvy, vCetné vySe jakékoliv platby
provedené dle této Smlouvy, mohou byt spolecnosti
AbbVie sdéleny a zvefejnény, jak bude pozadovano
pfisluSsnym zakonem ¢&i pravnim pfedpisem nebo
v pfipadech, kdy to spole€nost AbbVie bude povazovat
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appropriate.

za vhodné.

(b) Service Provider will maintain, at no additional charge
to AbbVie, in accordance with generally accepted
accounting principles, complete and accurate records
related to: (i) amounts billed to and payments made
by AbbVie and (ii) expenses incurred on behalf of
and reimbursed by AbbVie under the Agreement.
Service Provider shall provide AbbVie supporting
documentation concerning any disputed invoice or
payment within thirty (30) days after AbbVie advises
Service Provider of a dispute. Payments made under
the Agreement will be subject to final adjustment as
determined by such review. Service Provider shall
retain such records for a period of three (3) years
from the expiration of the Agreement or the length of
time as may be required by any federal, state or local
law, ordinance or regulation, whichever period is
longer.

(b) Poskytovatel sluzeb povede zdarma pro spole¢nost
AbbVie a v souladu s obecné akceptovanymi ucetnimi
zgsadami uplné a pfesné zaznamy tykajici se: (i)
fakturovanych €astek a plateb provedenych spolecnosti
AbbVie a (ii) vydaji vzniklych dle této Smlouvy jménem
spole¢nosti AbbVie a spole¢nosti AbbVie uhrazenych.
Poskytovatel sluzeb poskytne spole€nosti AbbVie
podkladovou dokumentaci ohledné jakékoliv sporné
faktury nebo platby do fficeti (30) dnl poté, co
spole¢nost AbbVie uvédomi Poskytovatele sluzeb o
takovém sporu. Platby provedené dle této Smlouvy
podléhaji kone¢né upravé urCené na zakladé takoveé
kontroly. Poskytovatel sluzeb bude vySe uvedené
zdznamy uchovévat po dobu tfi (3) let od uplynuti
platnosti této Smlouvy nebo po takovou dobu, ktera je
vyzadovana jakymkoliv federalnim, statnim ¢&i mistnim
pravem, nafizenim nebo pravnim predpisem, podle
toho, ktera doba je delSi.

Term and Termination. This Agreement will be effective
on the date of publishing in Contracts Registry. This
Agreement is subject to registration in Contracts Registry
pursuant to Act no. 340/2015 Coll., on specific terms of
effectivity of certain agreements, publishing of such
agreements and on Contracts Registry (Act on Contracts
Registry), as amended. Both Parties hereby acknowledge
such publishing and agree, that operator of Contracts
Registry shall be sent this Agreement for publishing in
Contracts Registry by Service Provider. Service Provider
shall be furnished by AbbVie with redacted version of
Agreement intended for publishing in Contracts Registry
in electronic form, at the execution date at the latest.

This Agreement will be effective upon full execution by the
parties and shall terminate on the earlier of: (i) one (1)
year from the Effective Date, if there is no subject
enrollment at Service Provider under the clinical study
agreement between AbbVie and Service Provider
regarding the Study; or (ii) at such time as the occurrence
of final data lock for the Study at all sites participating in
the Study. (“Term”). AbbVie may immediately terminate
this Agreement without cause upon notice to Service
Provider. Either party may terminate this Agreement
immediately upon written notice to the other party in the
event of a material breach by the other party of any
provision of this Agreement that remains uncured thirty
(30) days following receipt of notice of such breach from
the non-breaching party. Termination or expiration of this
Agreement will not affect any rights or obligations which
have accrued prior to termination thereof, or any other
rights or remedies provided at law or equity which either
party may otherwise have.

Doba trvani a ukon€eni. Tato Smlouva nabyva ucinnosti
dnem uvefejnéni v registru smluv. Na tuto Smlouvu se
vztahuje povinnost uvefejnéni prostfednictvim registru
smluv dle zakona ¢&. 340/2015 Sb.,, o zvlastnich
podminkach uginnosti nékterych smluv, uverejiovani téchto
smluv a o registru smluv (zakon o registru smluv), v
plathném znéni. Obé& smluvni strany souhlasi s timto
uvefejnénim a sjednavaji, Ze spravci registru smluv zasle
tuto Smlouvu k uverejnéni prostfednictvim registru smluv
Poskytovatel sluzeb. Poskytovateli sluzeb bude spole¢nosti
AbbVie zaslana redigovana verze Smlouvy urena ke
zvefejnéni v Reigstru smluv v elektronické podobé, a to
nejpozdéji v den jejiho podpisu.

Tato Smlouva nabyva platnosti podpisem obéma stranami

udalosti: (i) do jednoho (1) roku od data Uginnosti, nebude-
li ze strany Poskytovatele sluzeb zafazen jakykoli subjekt
na zakladé smlouvy o provedeni klinického hodnoceni
uzaviené mezi Poskytovatelem sluzeb a AbbVie stran této
Studie; nebo (i) v Casovém okamziku,, kdy dojde
k finalnimu uzavfeni databazi v souvislosti s touto Studii ve
v8ech centrech, které se podili na provadéni této Studie
(dale jen ,Doba trvani“). Spole¢nost AbbVie mlze tuto
Smlouvu ukong€it s okamzitou ucinnosti bez uvedeni
divodu na zakladé oznameni podaného Poskytovateli
sluZzeb. Kterakoliv ze stran mlzZe tuto Smlouvu ukongit
s okamzitou ucinnosti na zakladé pisemného oznameni
druhé strané, pokud druha strana porusi zavaznym
zpusobem jakékoliv ustanoveni této Smlouvy a pokud
takové poruSeni nenapravi do fficeti (30) dnd od pfijeti
oznameni o ném od strany, ktera se porudeni nedopustila.
Ukonc€eni této Smlouvy nebo uplynuti jeji platnosti nebude
mit dopad na zadna prava &i povinnosti, které vzniknou
pred ukoncenim, nebo jakakoliv jina prava ¢&i opravné
prostfedky stanovené pravem nebo ekvitou, které muze
jinak mit kterakoliv ze stran.

Acceptance Procedures; Failure to Perform; Remedies.
AbbVie may provide Service Provider with notice of any
defects that cause the Services and/or Materials (as
defined below) not to be in accordance with the
requirements, performance specifications and acceptance
criteria specified in the Statement of Work. Service
Provider will use its best efforts to cure any defects
described in such notification within ten (10) business

Postupy pro pfijeti; NepInéni; Opravné prostfedky.
Spoleénost AbbVie mlze Poskytovateli sluzeb =zaslat
oznameni o vadach, v jejichz dusledku Sluzby a/nebo
Materialy (jak je definovano nize) neodpovidaji
pozadavkim, specifikaci plnéni a kritériim pro pfijeti
uvedenym v Rozpisu praci. Poskytovatel sluzeb vynalozi
maximalni Usili, aby napravil jakékoliv vady popsané
v takovém oznameni do deseti (10) pracovnich dni od
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days of receipt of AbbVie's notice. In the event the
Services and/or Materials are not cured within this time
period, AbbVie, at its sole discretion, will either extend the
cure period for such defective Services and/or Materials
or terminate the Agreement at which time Service
Provider will refund all payments made under the
Agreement.. In the event of failure to act in accordance
with this Agreement Parties retain right to request
performance under this Agreement and to seek all other
remedies available under law.

pfijeti oznameni spole¢nosti AbbVie. Pokud Sluzby a/nebo
Materidly nebudou napraveny vramci stanovené Ihaty,
spole¢nost AbbVie dle vlastniho uvazeni bud prodlouzi
IhGtu pro napravu vadnych Sluzeb a/nebo Materiald, nebo
ukongi tuto Smlouvu.. V pfipadé neplnéni této smlouvy si
smluvni strany ponechavaji své pravo vymahat plnéni
vSemi prostfedky dostupnymi dle prava.

10. Confidential Information; Data Protection.

10. Ddavérné informace; Ochrana osobnich udaju.

(a) During the Term, including any extension thereof, and
for ten (10) years thereafter, Service Provider will not
disclose or use Confidential Information except as
permitted in this Agreement without the prior written
approval of AbbVie. Notwithstanding the foregoing,

@)

Béhem Doby trvani, véetné jakéhokoliv jejiho
prodlouzeni, a po dobu deseti (10) let poté nebude
Poskytovatel sluzeb sdélovat ani uzivat Duvérné
informace, vyjma pfipad povolenych touto Smiouvou,
bez pfedchoziho pisemného souhlasu spoleCnosti

obligations of confidentiality and non-use with respect AbbVie. Bez ohledu na vySe uvedené zUstavaji
to any Confidential Information identified as trade secret zavazky zachovani davérnosti a  nepouzivani
by AbbVie will remain in place for so long as the v souvislosti s jakymikoliv. Davérnymi informacemi

applicable Confidential Information retains its status as
a trade secret under applicable law. Service Provider
agrees and acknowledges that it will limit access to
Confidential Information to those employees or agents
of Service Provider that are providing Services and/or
Materials under the Agreement and such access will be
limited to Confidential Information necessary for such
employees or agents to provide such Services and/or
Materials (as defined below). Service Provider agrees
that any of its employees or agents that need to access
the Confidential Information under the Agreement will
abide by the confidentiality obligations set forth in this
Agreement. “Confidential Information” will include all
Provided Items, information, data and materials
concerning AbbVie and the Services disclosed to
Service Provider by or on behalf of AbbVie under this
Agreement in writing, orally, visually and/or observed
while on the premises of AbbVie, and/or that which is
developed as a result of Service Provider's
performance of the Services, including but not limited to
Materials, except any portion thereof which:

oznacenymi spole¢nosti AbbVie jako obchodni tajemstvi
v platnosti bez ¢asového omezeni. Poskytovatel sluzeb
souhlasi a bere na védomi, Ze omezi pfistup
k Ddvérnym informacim na zaméstnance nebo zastupce
Poskytovatele sluzeb, ktefi poskytuji Sluzby a/nebo
Materialy dle této Smlouvy, a tento pfistup omezi na
Dlvérné informace nezbytné ktomu, aby tito
zameéstnanci &i zastupci poskytovali takové Sluzby
a/nebo Materialy (jak je definovano nize). Poskytovatel
sluzeb souhlasi stim, Ze kazdy zjeho zameéstnancu
nebo zastupcl, ktery bude potfebovat pfistup
k Ddvérnym informacim dle této Smlouvy, bude
dodrzovat zavazek zachovani davérnosti stanoveny
touto Smlouvou. ,Davérné informace” budou zahrnovat
veSkeré Poskytované polozky, informace, uUdaje a
materidly ohledné spole¢nosti AbbVie a Sluzeb,
poskytnuté spoleCnosti AbbVie nebo jejim jménem
Poskytovateli sluzeb dle této Smlouvy, at' jiz ve formé
pisemné, Ustni ¢&i vizualni a/nebo odpozorované
v prostorach spole¢nosti AbbVie a/nebo vyvinuté
v disledku pInéni Sluzeb Poskytovatelem sluzeb,
zejména Materidly, vyjma jakékoliv c&asti vy3e
uvedeného, ktera:

(i) is known to Service Provider as evidenced by its
written records, prior to receipt thereof under this
Agreement;

(i) je Poskytovateli znama, jak je dolozeno jeho
pisemnymi zaznamy, pred pfijetim takovych
informaci dle této Smiouvy;

(ii) is disclosed to Service Provider by a third person
after the full execution of this Agreement, and that
third person has a legal right to make such

disclosure; or

(i) je Poskytovateli sdélena tfeti osobou po uUplném
podpisu této Smlouvy a tato tfeti strana je
opravnéna tuto informaci sdélit; nebo

(iii) is or becomes part of the public domain other than
through breach of this Agreement by Service

Provider.

(i) je nebo se stane vefejné znamou jinak nez
porusenim této Smlouvy Poskytovatelem sluzeb.

(b) Upon the earlier of completion of the Services under the
Agreement or termination or expiration of the

Agreement, Service Provider will return to AbbVie or

(b) Po ukon&eni Sluzeb dle této Smlouvy nebo ukoné&eni
této Smlouvy ¢&i uplynuti jeji platnosti, podle toho, co

nastane dfive, vrati Poskytovatel sluzeb spole€nosti

destroy all Confidential Information provided to Service AbbVie veskeré Duvérné informace poskytnuté
Provider by or on behalf of AbbVie, or developed by Poskytovateli sluzeb spole€nosti AbbVie ¢&i jejim
Service Provider as a result of Service Provider's jménem nebo vyvinuté Poskytovatelem sluzeb

performance of the Services under the Agreement, as
directed by AbbVie. Notwithstanding anything
contained in Section 22 of this Agreement, the parties

v dusledku pInéni Sluzeb ze strany Poskytovatele
sluzeb dle této Smlouvy nebo tyto informace znici, a to
podle pokynl spoleénosti AbbVie. Bez ohledu na
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hereto agree that in the event of Service Provider's
breach of this Section 10, AbbVie will be entitled to
seek injunctive relief from any court of competent
jurisdiction, without proof of damages, in addition to any
other remedies that may be available to AbbVie at law.

cokoliv uvedeného v €élanku 21 této Smlouvy souhlasi
strany s tim, Ze v pfipadé poruseni €lanku 9 ze strany
Poskytovatele sluzeb bude spolecnost AbbVie
opravnéna domahat se prfedbézného opatieni u
jakéhokoliv soudu pfislusné jurisdikce, aniz by
prokazovala Skodu, a to vedle jakychkoliv dalSich
opravnych prostfedkl, které muaze mit spolec¢nost
AbbVie k dispozici dle pfislu§ného prava.

(c) If, in the reasonable opinion of Service Provider's (c)
counsel, any of AbbVie’s Confidential Information is
required to be disclosed pursuant to law, regulation, or
court order, Service Provider will give AbbVie prompt,
written notice (and in any case at least five (5) business
days notice) in order to allow AbbVie to take whatever
action it deems necessary to protect its Confidential
Information. In the event that no protective order or
other remedy is obtained, or AbbVie waives compliance
with the terms of this Agreement, Service Provider will
furnish only that portion of the Confidential Information
which Service Provider is advised by counsel as being
legally required and will notify AbbVie in writing of the
Confidential Information disclosed.

Pokud bude dle nazoru pravniho poradce Poskytovatele
sluzeb potfeba sdélit jakoukoliv z DGvérnych informaci
spole¢nosti AbbVie podle pfislusného prava, pfedpisu Ci
nafizeni soudu, poda Poskytovatel sluzeb spole¢nosti
AbbVie neprodlené pisemné oznameni (v kazdém
pfipadé nejméné pét (5) pracovnich dnl pfedem), aby
méla spole¢nost AbbVie moznost podniknout jakékoliv
opatfeni, které bude povazovat za nezbytné na ochranu
Dlvérnych informaci. Pokud nebude pfijat zadny
ochranny pfikaz ¢&i jiny opravny prostfedek nebo se
spoleénost AbbVie vzda dodrzeni podminek této
Smlouvy, predlozi Poskytovatel sluzeb pouze tu cast
Dlvérnych informaci, které pravni poradce
Poskytovatele sluzeb uvedl jako ze zakona vyzadované.

(d) Service Provider will not disclose to AbbVie any (d)
information which is confidential and/or proprietary to a
third party without first obtaining the written consent of
both such third party and AbbVie.

Poskytovatel sluzeb nebude spole¢nosti AbbVie
sdélovat zadné informace, které jsou duvérnymi a/nebo
utajovanymi informacemi ftfeti strany, aniz by k tomu
obdrZzel pisemny souhlas takové ftfeti strany a
spole¢nosti AbbVie.

(e) Depending on the Services Service Provider performs, (e)
Service Provider may be required to collect, retain,
disclose or otherwise process individually identifiable
health information or information identifying or, in
combination with other information, identifiable to a
living individual (“Personal Data”). In that event,
Service Provider agrees to collect and process
Personal Data solely as described in the Statement of
Work and not use such Personal Data further for any
other purpose or in any other manner except where
such further use is required by applicable, regulation or
governmental authority.  Further, Service Provider
agrees to abide by all applicable data protection and
privacy laws while performing the Services, and will
afford Personal Data all the protections applicable to
Confidential Information as set forth in this Agreement.
Service Provider will maintain appropriate safeguards to
ensure the confidentiality and security of the Personal
Data and promptly inform AbbVie about any
unauthorized or unintentional access to or disclosure of
Personal Data (“Security Breach”), including the timing
and nature of the Security Breach, and provide all
reasonable assistance to remedy the Security Breach.
Where applicable data protection laws require the
parties to enter into additional agreements or
undertakings, including international data transfer
agreements, Service Provider will undertake to ensure
that all necessary agreements are implemented and in
place.  This provision will survive termination or
expiration of this Agreement.

V zavislosti na Sluzbach, které Poskytovatel sluzeb
poskytuje, mlze byt Poskytovatel sluzeb povinen
shromazdovat, uchovavat, sdélovat nebo jinak
zpracovavat zdravotni informace o jednotlivcich, ze
kterych Ize urcit totoZznost dané osoby, nebo informace
ur€ujici totoZnost Zijici osoby ¢&i informace, které
v kombinaci s jinymi informacemi uréuji totoZnost takové
osoby (dale jen ,Osobni udaje“). Pro takovy pfipad
Poskytovatel sluzeb souhlasi stim, ze bude Osobni
Udaje shromazdovat a zpracovavat pouze tak, jak je
uvedeno v Rozpisu praci, a nebude tyto Osobni udaje
dale uzivat pro zadné jiné ucely ¢i jinym zplsobem,
vyjma pfipadud, kdy je takové dal$i pouziti vyZzadovano
platnymi zakony, pravnimi pfedpisy €i statnimi organy.
Poskytovatel sluzeb se dale zavazuje, Zze bude pfi
poskytovani Sluzeb dodrzovat veSkeré platné zakony na
ochranu osobnich Udaji a zajisti pro Osobni Udaje
veSkerou ochranu vztahujici se na Davérné informace,
jak je stanoveno v této Smlouvé. Poskytovatel sluzeb
bude udrzovat pfislusna bezpecnostni opatfeni, aby
zajistil divérny charakter a bezpe¢nost Osobnich udaja,
a bude neprodlené informovat spole¢nost AbbVie o
jakémkoliv nepovoleném ¢&i neumysiném pFistupu
k Osobnim uddajim nebo jejich sdéleni (dale jen
~PoruSeni bezpeénosti“), v€etné Casu vzniku a povahy
Poruseni bezpecnosti, a poskytne veskerou pomoc
k napravé tohoto Poruseni bezpec€nosti. V pfipadech,
kdy pfisluSsné zakony pozaduji, aby strany uzavrely
dodateéné dohody nebo zavazky, véetné smluv o
mezinarodnim  pfedavani  0daji, zavazuje se
Poskytovatel sluzeb, Ze zajisti, aby byly uzavieny a
realizovany vSechny nezbytné smlouvy. Toto
ustanoveni zlstava v platnosti i po ukonceni &i uplynuti
platnosti této Smlouvy.

11. Ownership. 11. Vla

stnictvi.

(&) All  data, reports, communications, material, (a)

VeSkeré udaje, zpravy, komunikace, materialy, vystupy,
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deliverables, work product, information, innovations,
inventions, presentations, lectures, or discoveries
(whether or not patentable or copyrightable) conceived,
reduced to practice, made or developed by Service
Provider solely or jointly with others in connection with
Service Provider's performance of the Services or
related to the Provided ltems (collectively “Materials”)
will be promptly disclosed to AbbVie, assigned to
AbbVie, and will be the sole property of AbbVie. At
AbbVie’s request and expense, Service Provider will
execute, or cause to have executed, such documents
and take such other actions, as AbbVie deems
necessary or appropriate, to obtain, record or enforce
patents, copyrights or assignments thereof in AbbVie’'s
name covering the foregoing Materials.

pracovni produkty, informace, inovace, vynalezy,
prezentace, pfednasky Ci objevy (at jiz patentovatelné
nebo podléhajici autorskému pravu ¢ nikoliv)
vymySlené, zavedené do praxe, vytvofené nebo
vyvinuté Poskytovatelem sluzeb, at' jiz samostatné nebo
ve spolupraci s jinymi v souvislosti s jeho plnénim
Sluzeb nebo v souvislosti s Poskytovanymi polozkami
(spole¢né dale jen ,Materialy“), budou neprodlené
sdéleny/oznameny  spole¢nosti AbbVie, budou
spolecnosti AbbVie pfidéleny a budou jejim vyhradnim
vlastnictvim. Na zadost a naklady spolecnosti AbbVie
Poskytovatel sluzeb podepiSe nebo zajisti podpis
takovych dokument( a podnikne takové kroky, které
bude spole¢nost AbbVie povazovat za nezbytné i
vhodné k ziskani, zapisu ¢i vymahani patentd nebo
autorskych prav, ktera se tykaji vySe uvedenych
Material(i, nebo k jejich postoupeni jménem spolecnosti
AbbVie.

(b)

To the extent the Materials are copyrightable (including,
without limitation, computer programs, source code,
object code and supporting documentation), it will be
deemed a Work Made for Hire and will become and
remain the sole property of AbbVie. To the extent any
Material may not be a Work Made for Hire, Service
Provider agrees to assign and does hereby assign such
Material to AbbVie.

(b)

Pokud Materialy podléhaji autorskému pravu (zejména
pocitaové programy, zdrojovy kod, cilovy kod a
doprovodna dokumentace), budou povazovany za Dilo
vytvofené na objednavku a stanou se a zlstanou
vyhradnim vlastnictvim spole¢nosti AbbVie. Pokud
nemUze byt Materidl Dilem vytvofenym na objednavku,
souhlasi Poskytovatel sluzeb s tim, Ze tento Material
postoupi a timto postupuje na spole¢nost AbbVie.

©

Notwithstanding the foregoing, AbbVie will not acquire
ownership of any intellectual property owned by Service
Provider, as evidenced by its written records, prior to
execution of this Agreement (“Pre-existing Intellectual
Property”). Service Provider hereby grants to AbbVie a
non-exclusive, irrevocable, royalty-free  worldwide
license to use and modify such Pre-existing Intellectual
Property (including the right to sublicense) only to the
extent that such license is required to enable AbbVie to
make use of Service Provider's Services under the
Agreement, including without limitation any deliverables
and work product. To the extent any portion of the Pre-
existing Intellectual Property is not Service Provider’s
original work, Service Provider hereby represents and
warrants that Service Provider has obtained permission
from the original owner of such third party content to
use all or a portion of such third party content, and that
Service Provider has the right to grant to AbbVie such
non-exclusive license in and to such third party content.

©

Bez ohledu na vy$e uvedené spole¢nost AbbVie
neziska vlastnictvi zadného duSevniho vlastnictvi
vlastnéného Poskytovatelem sluzeb, dolozeného
pisemnymi zaznamy pfed podpisem této Smlouvy (dale

jen ,DuSevni vlastnictvi existujici pfed podpisem
Smlouvy“).  Poskytovatel sluzeb timto  udéluje
spole¢nosti  AbbVie nevyhradni, neodvolatelnou,

celosvétovou bezplatnou licenci k uzivani a upravé
takového Du8evniho vlastnictvi existujiciho pred
podpisem Smlouvy (v€etné prava na sublicenci) pouze v
rozsahu, v jakém je tato licence nutna, aby umoznila
spole¢nosti AbbVie vyuzivat Sluzeb Poskytovatele
sluzeb dle této Smlouvy, zejména jakékoliv vystupy a
pracovni produkty. Pokud jakakoliv &ast DuSevniho
vlastnictvi existujiciho pfed podpisem Smlouvy neni
pavodnim dilem Poskytovatele sluzeb, Poskytovatel
sluzeb timto prohlasuje a zaruluje, Ze ziskal povoleni
od pavodniho vlastnika takového obsahu ffeti strany k
uzivani celého takového obsahu tfeti strany nebo jeho
Casti a ze Poskytovatel sluzeb ma pravo udélit
spolecnosti AbbVie nevyhradni licenci k obsahu tfeti
strany.

12. Presentations and Publications. Service Provider will not

present or publish, or submit for publication, any work
resulting from the Services under the Agreement without
AbbVie's prior written approval.

12. Prezentace a zverejnéni.

Poskytovatel sluzeb nebude

prezentovat,

nezvefejni ani nepfedlozi ke zvefejnéni

jakékoliv dilo vyplyvajici ze Sluzeb dle této Smlouvy bez
pfedchoziho pisemného souhlasu spole€nosti AbbVie.

13. Publicity. Service Provider will not disclose the existence | 13. Propagace. Poskytovatel sluzeb nesdéli informace o
or terms of this Agreement or use AbbVie’s name, existenci ¢i podminkach této Smlouvy ani nebude pouzivat
trademark, servicemark or logo in any publicity, obchodni firmu AbbVie, jeji ochrannou znamku, znamku
advertising or announcement, without AbbVie’s prior oznadujici sluzby nebo logo v ramci jakékoliv propagace,
written consent. reklamy nebo oznameni bez pfedchoziho pisemného

souhlasu spolecnosti AbbVie.

14. Representation and Warranties. 14. ProhlaSeni a zaruky.

(@) Each party represents and warrants that:

(@)

Kazda strana prohlasuje a zarucuje, ze:

(i) neither this Agreement, nor any payment
thereunder, is in exchange for any explicit or

(i) tato Smlouva ¢Ci jakdkoliv platba dle této Smlouvy
neni vyménou za jakoukoliv vyslovnou &i micky
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implicit agreement or understanding that Service
Provider purchase, lease, order,
recommend or otherwise arrange for, or provide
formulary or other preferential or qualifying status

for the use of AbbVie products; and

prescribe,

pfedpokladanou smlouvu nebo dohodu o tom, ze
Poskytovatel sluzeb nakoupi, pronajme si,
objedna, predepiSe &i doporuéi produkty AbbVie
nebo jinak zajisti, Ze produktim AbbVie bude
udélen status pfedepisovaného IéCiva C&i jiny
preferenni nebo kvalifikujici status pro jejich
uzivani; a

(i) the total payment for the Services under the (ii)

Agreement represents the fair market value for
the Services and has not been determined in any
manner that takes into account the volume or
value of any referrals or business between

Service Provider and AbbVie.

celkova platba za Sluzby dle této Smlouvy
predstavuje spravedlivou trzni hodnotu za Sluzby
a nebyla stanovena tak, Ze by brala do uvahy
objem ¢&i hodnotu jakychkoliv doporuéeni nebo
transakci mezi Poskytovatelem sluzeb a
spole€nosti AbbVie.

(b) Service Provider represents and warrants that:

(b) Poskytovatel sluzeb prohladuje a zarucuje, ze:

(i) Service Provider will comply with all applicable 0]

laws, regulations and guidance documents
including, but not limited to, privacy and data
protection laws, regulations and guidelines; tax
laws and regulations and rules governing
healthcare programs as amended.
Provider will obtain and keep in full force and
effect any licenses, certifications, permits or
registrations necessary for Service Provider to
provide the Services and Materials under the
Agreement. In addition, Service Provider will
comply with all applicable AbbVie policies;

Service

bude dodrZovat vesSkeré platné zakony, pravni
pfedpisy a smérnice, zejména zakony, pfedpisy a
smérnice na ochranu osobnich udaji, dariové
zakony a predpisy a pravidla upravujici programy
zdravotni péce, v platném znéni. Poskytovatel
sluzeb ziska a bude udrzovat v pIné platnosti a
ucinnosti jakékoliv licence, osvéd&eni, povoleni
nebo registrace nezbytné ktomu, aby mohl
poskytovat Sluzby a Materialy dle této Smiouvy.
Poskytovatel sluzeb bude také dodrzovat veskeré
platné vnitfni pfedpisy spolecnosti AbbVie;

(i) Service Provider will comply
reporting
management of conflicts of interest
performance of Services does not represent a

requirements regarding

conflict of interest;

all (i)
and
and

Poskytovatel sluzeb bude dodrzovat veskeré
pozadavky ohledné podavani zprav a Fizeni
konfliktu zajmd a plnéni Sluzeb nepfedstavuje
konflikt zajm;

(iii) Service Provider is not a party to any contract (iii)

with any third party which prohibits Service
Provider from performing its obligations under
this Agreement and/or limits Service Provider’s
ability to fulfill the terms of this Agreement, and
that the terms of this Agreement do not conflict
with the policies of any institution with which

Service Provider is associated;

Poskytovatel sluzeb neni stranou Zadné smlouvy
s tfeti stranou, ktera mu zakazuje plnit jeho
povinnosti dle této Smlouvy a/nebo omezuje
schopnost Poskytovatele sluzeb plnit podminky
této Smlouvy, a ze podminky této Smlouvy nejsou
Vv rozporu s predpisy jakékoliv instituce, se kterou
je Poskytovatel sluzeb spojen;

(iv) Service Provider is qualified to perform the (iv)

Services and, as applicable, will be trained on
AbbVie products and other specific
relevant to the Services under the Agreement on
or before performing such Services. In addition,
Service Provider, its employees,
consultants and subcontractors will perform the
Services in a good and workmanlike manner
using reasonable skill and care and diligence
and will use sound and professional principles
and practices in accordance with normally
accepted industry standards in the performance
of Services and will be responsible for the
quality, technical accuracy and completeness of
Services and Materials furnished to AbbVie;

topics

agents,

Poskytovatel sluzeb je zpUsobily poskytovat
Sluzby a pfipadné byt Skolen ohledné produktd
AbbVie a jinych konkrétnich témat tykajicich se
Sluzeb podle této Smlouvy pfed jejich
poskytovanim. Mimoto bude Poskytovatel sluzeb,
jeho zaméstnanci, konzultanti a subdodavatelé
poskytovat Sluzby spravnym zpusobem a ve
spravném provedeni za vynaloZeni pfiméFfenych
dovednosti, péfe a pozornosti a bude pfi plnéni
Sluzeb uplatriovat korektni a profesionalni metody
a postupy vsouladu sbézné pfijimanymi
oborovymi standardy a bude odpovédny za
kvalitu, technickou pfesnost a Uplnost Sluzeb a
Materialt dodavanych spole¢nosti AbbVie;

(v) the Materials provided hereunder will not violate (v)

or infringe upon any patent,
trademark, trade secret, or other intellectual
property right of any third party and the Material
will be delivered free from any security interest or

other lien or encumbrance;

copyright,

Materialy poskytované dle této Smlouvy nebudou
v rozporu s jakymkoliv patentem, autorskym
pravem, ochrannou znamkou, obchodnim
tajemstvim ani jinym pravem vyplyvajicim z
duSevniho vlastnictvi jakékoliv tfeti strany ani je
nebudou poruSovat a Material bude doruéen bez
jakéhokoliv  zajistovaciho naroku ¢&i jiného
vécného bremene nebo zatizeni;

Template: CZ Imaging Services Agreement 26FEB2014

Document Name: M19-944 M19-944 CZ Imaging Services Agreement Uherskohradistska nemocnice for |l 22July20 Final Clean to MJ

22July20 Final Clean to MJ

-8-—
Confidential




Uherskohradist'ska nemocnice, a.s. (for PI |1

M19-944
22July20

(vi) at the time of delivery to AbbVie, no Material will (vi) v dobé dodavky spole¢nosti AbbVie nebude zadny
contain any computer virus or other similar Material obsahovat pocitacové viry ani jiné
harmful, malicious or hidden program; podobné Skodlivé, nebezpecné &  skryté

programy;

(vii) neither the Services nor any Materials provided (vii) Sluzby a Materidly dle této Smlouvy budou bez
under the Agreement will have any defects in vad materidlu, designu ¢i provedeni a veSkeré
material, design or workmanship and all Services Sluzby a Materialy poskytované dle této Smlouvy
and Materials provider under the Agreement will budou prosty jakéhokoliv zajiStovaciho naroku ¢i
be free from any security interest or other lien or jiného vécného bfemene nebo zatizeni;
encumbrance;

(viii) Service Provider acknowledges that AbbVie is (viii) Poskytovatel sluzeb bere na védomi, Ze
providing compensation under the Agreement spole¢nost AbbVie poskytuje odménu dle této
based on Service Provider's particular skills Smlouvy na =zakladé specifickych dovednosti
and/or experience and is not offering Service a/nebo zkuSenosti Poskytovatele sluzeb a
Provider this fee on the grounds of Service nenabizi tuto odmeénu Poskytovateli sluzeb na
Provider’s official position; and zakladé jeho oficialni pozice; a

(ix) Service Provider, and each employee or agent of (ix) Poskytovatel sluzeb a kazdy jeho zaméstnanec

Service Provider who is a health care provider
and providing Services hereunder: (A) has a
current and valid medical license, (B) such
license has never been revoked, restricted, or
suspended by a medical board or other licensing
agency, (C) his/her privileges or ability to
practice have never been revoked, restricted, or
suspended by a health care institution or other
provider of health care services, and (D) to the
best of Service Provider's knowledge, Service
Provider, and each such said employee or agent
providing Services hereunder, is not under an
investigation that could lead to a revocation,
restriction, or suspension of his/her medical
license or privileges or ability to practice at a
health care institution or other provider of health
care services. In the event that any of the
foregoing changes during the Term, Service
Provider shall immediately notify AbbVie, and
AbbVie shall have the right to immediately
terminate this Agreement;

nebo zéstupce, ktery je poskytovatelem zdravotni
péce a poskytuje Sluzby dle této Smlouvy: (A) ma
uc¢innou a platnou lékarskou licenci, (B) tato
licence nebyla nikdy zruSena, omezena nebo
pozastavena I|ékafskou komisi nebo jinym
licenénim organem, (C) jeho vyhody ¢i schopnost
provozovat praxi nebyly nikdy zruSeny, omezeny
nebo pozastaveny zdravotnickym zafizenim nebo
jinym poskytovatelem sluzeb zdravotni péce a (D)
podle nejlepSiho védomi Poskytovatele sluzeb
neni on ani zadny z vySe uvedenych zaméstnancu
¢i zastupcu poskytujicich Sluzby dle této Smlouvy
prfedmétem vySetfovani, které by vedlo ke zruseni,
omezeni Ci pozastaveni jeho Iékafské licence
nebo moznosti provozovat praxi ve zdravotnickém
zarizeni &i u jiného poskytovatele sluzeb zdravotni
péce. Pokud se vySe uvedené béhem Doby trvani
zméni, Poskytovatel sluzeb okamzité uvédomi
spolec¢nost AbbVie a spole¢nost AbbVie ma pravo
ukongit tuto Smlouvu s okamzitou ucinnosti.

)

Service Provider represents and warrants that
neither Service Provider nor Service Provider's
employees, subcontractors  and agents
performing services related to the Study
(collectively, “Service Provider Personnel”’) are
Debarred, or, to the best of Service Provider's
knowledge, have been Debarred or are the
subject of a proceeding that could lead to
Service Provider or any Service Provider
Personnel becoming Debarred. For purposes of
this Agreement, “Debarred” means: (A) debarred
by the United States Food and Drug
Administration (‘EDA”) under 21 U.S.C. § 335a
or by any other competent authority; (B)
excluded, debarred, suspended, or otherwise
ineligible to participate in the local or U.S.
Federal health care programs or in local or U.S.
Federal procurement or non-procurement
programs; (C) listed on the FDA’s Disqualified
and Restricted Lists for clinical investigators; or
(D) convicted of a criminal offense that falls
within the scope of 42 U.S.C. § 1320a-7(a) or
applicable local Laws that could lead to being
excluded, debarred, suspended, or otherwise
declared ineligible. In the event Service Provider

)

Poskytovatel sluzeb ujiStuje a zaruluje, Ze ani
Poskytovatel sluzeb ani zameéstnanci
Poskytovatele sluzeb, jejich smluvni zastupci &i
zmocnénci provadgjici sluzeb vztahujici se ke
Studii  (souhrnné dale jen ,Zaméstnanci
poskytovatele sluzeb®) nejsou  Vylou¢enymi
osobami, ani podle nejlepsiho védomi a svédomi
Poskytovatele  sluzeb  nebyly  Vylou¢enymi
osobami a ani nejsou pfedmétem fizeni, které by
mohlo pfipadné vést k vylou€eni Poskytovatele
sluzeb nebo Zaméstnance poskytovatele sluzeb.
Termin ,Vylouéeny“ pro ucely této Smlouvy
znamena: (A) vyloudeny americkym Utadem pro
kontrolu potravin a Iékt (,EDA®) podle 21 U.S.C. §
335a nebo jinym kompetentnim organem; (B)
vylouceny, s vyslovenym  zakazem nebo
pozastavenou c¢innosti nebo jinak nezpusobily
k u€asti v mistnich nebo americkych federalnich
zdravotnich programech ¢&i v mistnich nebo
americkych federalnich vefejnych nebo
neverfejnych zakazkach; (C) zapsany do seznamu
FDA vylou€enych klinickych zkouSejicich a
klinickych zkouSejicich s omezenim; nebo (D)
odsouzeny za trestny ¢in spadajici pod 42 U.S.C.
§ 1320a-7(a) nebo platné mistni Zakony, a toto
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receives notice of, or otherwise becomes aware
of, the Debarment or proposed Debarment of
itself or any Service Provider Personnel, Service
Provider shall notify AbbVie immediately and
AbbVie shall have the right to immediately
terminate this Agreement. The obligations of this
Section 14(b)(x) shall survive termination or
expiration of the Agreement.

odsouzeni by mohlo vést k vylou€eni, vysloveni
zakazu &i doasného pozastaveni, nebo k jinému
prohlaseni za nezpusobilého. Pokud
Poskytovatel = zdravotnich  sluzeb  dostane
oznameni nebo se jinak dozvi o Vylou€eni nebo
navrhovaném Vylouceni Poskytovatele
zdravotnich sluzeb jako takového nebo nékterého
Zaméstnance poskytovatele zdravotnich sluzeb,
ihned to spoleCnosti AbbVie oznami a AbbVie
bude mit pravo tuto Smlouvu s okamzitou
platnosti ukoncit. Zavazek dle tohoto ¢lanku
14(b)(x) zUstane v platnosti i po vyprSeni platnosti
Smlouvy.

During the Term, if any significant changes occur with
regard to the circumstances surrounding this Agreement
(e.g., change in position of an individual performing
Services related to this Agreement or there is a change in
a policy or procedure that could reasonably be interpreted
to affect the propriety of Service Provider's involvement in
this Agreement), Service Provider agrees to immediately
notify AbbVie of any such changes.

Pokud b&hem Doby trvani dojde k jakymkoliv podstatnym
zmeénam okolnosti této Smlouvy (napfiklad ke zméné ve
funkci osoby poskytujici Sluzby souvisejici s touto
Smlouvou nebo ke zméné predpisu ¢i postupu, ktera by
mohla byt ddvodné vykladana tak, Zze ovliviuje vhodnost
UCasti Poskytovatele sluzeb na této Smlouvé), souhlasi
Poskytovatel sluzeb s tim, ze bude spole¢nost AbbVie o
jakychkoliv takovych zménach neprodlené informovat.

15.

Audit; Inspection.

15. Audit; Kontrola.

(&) AbbVie, through its authorized employees,
representatives, agents, partners and joint venturers,
upon giving reasonable notice to Service Provider,
will have the right to inspect at reasonable times and
at reasonable places, all facilites, equipment,
procedures, and practices employed by Service
Provider in conducting the Services and to examine
and audit all records, files, notebooks, relevant
operating procedures, and data relating to the
Services performed and/or Materials provided, in
order to assure the true and accurate recording of
data and confirm Service Provider's compliance with
the terms of this Agreement and Service Provider's
applicable policies and procedures.

(@) Spole¢nost AbbVie bude mit prostfednictvim svych

povéfenych zaméstnanct, zastupcu, zprostfedkovateld,
partnerll a spolec¢nych podnikll pravo poté, co o tom
Poskytovatele  sluzeb v dostateCném  predstihu
informuje, provést v pfiméfené dobé a na pfiméfenych
mistech kontrolu vSech zafizeni, vybaveni, procedur a
postupl  uzivanych Poskytovatelem sluzeb  pfi
poskytovani Sluzeb a prohlédnout a zkontrolovat
veSkeré zaznamy, sloZzky, zapisniky, pfislusné provozni
postupy a Udaje tykajici se poskytovanych Sluzeb
a/nebo Materialt tak, aby zajistila pravdivé a presné
zaznamenavani Udaju a potvrdila, Ze Poskytovatel
sluzeb dodrzuje podminky této Smlouvy i své vlastni
platné predpisy a postupy.

(b) Any significant non-compliance issues identified
during an audit of Service Provider's facilities and
operations will be communicated to Service
Provider's audit participants during an audit close-out
meeting as well as in writing to Service Provider.
Service Provider will provide a corrective action plan
in writing to AbbVie within thirty (30) days of receipt of
a corrective action request letter from AbbVie.
Service Provider will provide corrective action status
reports to AbbVie at the agreed time interval(s) until
all non-compliance items have been addressed and
the corrective action plan has been completed. If the
audit findings and associated responses are deemed
unacceptable by AbbVie, then AbbVie may, at its sole
discretion, prohibit Service Provider from (a) bidding
on any AbbVie business or (b) completing any
AbbVie business involving the unacceptable Services
and/or facility until resolution of all such compliance
issues is complete to AbbVie's reasonable
satisfaction. In the event resolution cannot be
reached within a reasonable period of time following
such determination, AbbVie may terminate this
Agreement.

(b)

Jakékoliv podstatné prFipady nedodrzovani predpist
zjisténé béhem  kontroly zafizeni a provozu
Poskytovatele sluzeb budou sdéleny pracovnikim
Poskytovatele sluzeb podilejicim se na kontrole b&éhem
zavérecné schizky a pisemné Poskytovateli sluzeb.
Poskytovatel sluzeb predlozi spoleCnosti AbbVie
pisemny plan napravnych opatfeni do ftficeti (30) dnu od
obdrzeni zadosti o provedeni napravnych opatfeni od
spole¢nosti  AbbVie. Poskytovatel sluzeb bude
spole¢nosti AbbVie v dohodnutych €asovych intervalech
predkladat zpravy o stavu napravnych opatfeni az do
doby, dokud nebudou vyfeSeny vSechny pfipady
nedodrzovani predpisi a dokud nebude splnén plan
napravnych opatfeni. Pokud bude spole¢nost AbbVie
povazovat zjiSténi kontroly a souvisejici reakce za
nepfijatelné, mdze spolecnost AbbVie na zakladé svého
vyhradniho uvazeni zakazat Poskytovateli sluzeb, aby
(a) predkladal nabidky na jakékoliv zakazky pro AbbVie
nebo (b) dokonCil jakoukoliv zakazku pro spoleénost
AbbVie, kterd zahrnuje nepfijatelné Sluzby a/nebo
zarizeni, a to az do doby, nez budou veskeré takové
problémy s dodrzovanim pfedpisu vyfeSeny k pfiméfené
spokojenosti spole¢nosti AbbVie. V pfipadé, ze urcity
problém nebude mozné vyfesit v pfiméfené Ihité od
jeho zjisténi, mize spole¢nost AbbVie tuto Smlouvu
ukondit.
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(c) Upon request by any properly authorized officer or
employee of any regulatory authority, Service
Provider will permit such officer or employee, at
reasonable times, to interview key personnel, have
access to, copy and verify documents in Service
Provider's possession, related to the Services and/or
Materials under the Agreement, and that are required
to be maintained under applicable laws and
regulations and will submit such documents (or
copies thereof) to such regulatory authorities when it
is required. Service Provider will notify AbbVie
immediately upon receiving a request for such
documents and will promptly provide AbbVie with a
copy of any documents received from or provided to
regulatory authorities. In the event a regulatory
citation or notice (e.g. Form FDA 483) is issued which
relates to the Services and/or Materials, Service
Provider agrees to furnish to AbbVie, within fifteen
(15) days of receipt of such regulatory citation or
notice, a summary of such regulatory citation or
notice that includes an explanation of the issues
identified by the regulatory authority, an explanation
of any response to the significant issues identified by
the regulatory authority, and an explanation of the
applicability of such regulatory citation or notice to the
Services and/or Materials provided hereunder.

(c) Na zadost jakéhokoliv fadné povéreného vedouciho
pracovnika nebo zaméstnance regulatorniho organu
umozni Poskytovatel sluzeb takovému vedoucimu
pracovnikovi nebo zaméstnanci, aby v pfiméfené dobé
uskute€nil pohovor s kliCovymi pracovniky, mél pfistup
k dokumentim v drzeni Poskytovatele sluzeb, které
souviseji se Sluzbami a/nebo Materidly podle této
Smilouvy a jejichz vedeni je vyzadovano pfisluSnymi
zakony a predpisy, mohl z téchto dokumentl pofizovat
kopie a ovéfovat je, a v pfipadé, Ze to bude od
Poskytovatele sluZzeb vyZadovano, predloZzi takové
dokumenty (nebo jejich kopie) témto regulatornim
organum. Poskytovatel sluzeb bude spole¢nost AbbVie
okamZzité informovat poté, co obdrzi Zadost o takové
dokumenty, a neprodlené spoleCnosti AbbVie poskytne
kopii  jakychkoliv ~ dokumentd  obdrzenych  od
regulatornich organu nebo  témto organiim
poskytnutych. V pfipadé obdrZeni regulatorni obsilky
nebo vyzvy (napfiklad Formulafe FDA 483), ktera se
tyka Sluzeb a/nebo Materialli, souhlasi Poskytovatel
sluZzeb s tim, Ze spole¢nosti AbbVie do patnacti (15) dnl
od obdrzeni takové regulatorni obsilky nebo vyzvy
poskytne shrnuti takové regulatorni obsilky nebo vyzvy,
které bude obsahovat vysvétleni k zalezitostem
zjisténym regulatornim organem, vysvétleni jakékoliv
reakce na podstatné zaleZitosti zjisténé regulatornim
organem a vysvétleni zplsobu, jakym se takova
regulatorni obsilka nebo oznameni tyka Sluzeb a/nebo
Material( poskytovanych podle této Smlouvy.

(d) Upon notification of an impending inspection and the
subsequent conduct of an inspection by a regulatory
authority or applicable governmental agency to
evaluate non-AbbVie services, Service Provider
agrees to inform AbbVie of any findings as they relate
to the AbbVie Services as they become available.
Service Provider may redact such findings and
results to the extent required to comply with
confidentiality obligations. This provision will survive
for a period of one (1) year after termination or
expiration of this Agreement.

(d) Po oznameni ocCekavané kontroly a nasledném
provedeni kontroly regulatornim organem nebo
pfisluSnym statnim organem za ucelem zhodnoceni
jinych sluzeb, nez jsou sluzby poskytované spolecnosti
AbbVie, se Poskytovatel sluzeb zavazuje, Ze bude
spole¢nost AbbVie informovat o jakychkoliv zjisténich,
ktera souviseji se Sluzbami pro spole¢nost AbbVie,
jakmile budou dostupna. Poskytovatel sluzeb muaze tato
zjiSténi a zavéry upravit v rozsahu nezbytném k tomu,
aby splnil své zavazky ve vztahu k dlvérnym
informacim. Toto ustanoveni pretrva v platnosti po dobu
jednoho (1) roku po ukonéeni nebo uplynuti Smiouvy.

16. Independent Contractor. The relationship of the parties | 16. Nezavisly dodavatel. Vztah stran této Smlouvy je vztahem
under this Agreement is that of independent contractors. mezi nezavislymi dodavateli. Nic z toho, co je obsaZeno
Nothing contained in this Agreement is intended or is to v této Smlouve, neni zamysleno ani nema byt vykladano
be construed so as to constitute the parties as partners, tak, ze ze stran Cini partnery, spole¢ny podnik nebo z jedné
joint venturers, or one party as an agent or employee of strany zastupce & zaméstnance druhé strany. Zadna ze
the other party. Neither party has any express or implied stran nema podle této Smlouvy vyslovné ani micky
right under this Agreement to assume or create any predpokladané pravo prebirat nebo vytvaret zdvazky za
obligation on behalf of or in the name of the other party or druhou stranu ¢&i jejim jménem nebo druhou stranu
to bind the other party to any contract, agreement or zavazovat vramci jakékoliv. smlouvy, dohody nebo
undertaking with any third party, and no conduct of a party ujednani s jakoukoliv tfeti stranou a toto pravo nebude
will be deemed to infer such right. To the extent Service vyvozovano ani z zadného jednani nékteré ze stran. Pokud
Provider engages the services of any individual to support Poskytovatel sluzeb vyuzije sluzeb jakékoliv jiné osoby
the Services under this Agreement; Service Provider is k podpofe Sluzeb podle této Smlouvy, je odpoveédny za
responsible for compliance with any applicable dodrzovani veskerych pfisluSnych pracovnépravnich nebo
employment or tax laws. danovych predpisu.

17. Assignment; Subcontracting. 17. Postoupeni; Subkontrahovani.

(@) Service Provider will not assign this Agreement or
any part thereof to any third party without AbbVie’s
prior written consent (which is in its sole discretion to
grant or withhold). Any permitted assignee will
assume all obligations of Service Provider under this
Agreement.  Assignment will not relieve Service

(@) Poskytovatel sluzeb nepostoupi tuto Smlouvu ani
jakoukoliv jeji Cast treti strané bez predchoziho
pisemného souhlasu spolecnosti AbbVie (ktery mulze
spole¢nost udélit nebo odmitnout na zakladé svého
vyhradniho uvazeni). Jakykoliv povoleny postupnik
prfevezme veSkeré zavazky Poskytovatele sluzeb podle
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Provider of responsibility for the performance of any
accrued obligation.

této Smlouvy. Postoupeni nezprostuje Poskytovatele
sluzeb odpovédnosti za plnéni jakéhokoliv vzniklého
zavazku.

(b) Service Provider will not subcontract or delegate any
right or duty under this Agreement to any third party
without AbbVie’s prior written consent (which is in its
sole discretion to grant or withhold). In the event that
Service Provider is permitted to subcontract any duty
under the Agreement to any third party, such
subcontractor will execute an agreement in a form
acceptable to AbbVie (i) obligating such
subcontractor to comply with the terms and
conditions hereof; and (ii) agreeing that AbbVie will
have no direct responsibility for payment of any kind
to such subcontractor and no liability for amounts
owing by Service Provider to such subcontractor.
Service Provider will remain responsible and liable for
the acts or omissions of such subcontractor activities
as if such activities had been performed by Service
Provider.

(b) Poskytovatel sluzeb nebude Zadné pravo nebo
povinnost z této Smlouvy subkontrahovat nebo
delegovat na Zadnou tfeti stranu bez pfedchoziho
pisemného souhlasu spole¢nosti AbbVie (ktery mulze
spole€nost udélit nebo odmitnout na zakladé svého
vyhradniho uvazeni). V pfipadé, Ze je Poskytovateli
sluzeb povoleno subkontrahovat néjakou povinnost
z této Smlouvy na jakoukoliv tfeti stranu, podepiSe
takovy subdodavatel smlouvu ve formé pfijatelné pro
spoleénost  AbbVie, (i) ktera bude takového
subdodavatele zavazovat k dodrzovani podminek této
Smlouvy a (ii) ve které bude takovy subdodavatel
souhlasit stim, Ze spoleénost AbbVie nebude mit
Zadnou pfimou odpovédnost za platbu jakéhokoliv
druhu ve prospéch takového subdodavatele a zadnou
odpovédnost za ¢astky dluzné takovému subdodavateli
Poskytovatelem sluzeb. Poskytovatel sluzeb bude i
nadale odpovédny za ukony nebo opomenuti v €innosti
takového subdodavatele tak, jako by tyto cinnosti
provadél sam Poskytovatel sluzeb.

18. Notices. Any notices required or permitted under this
Agreement will be in writing, will refer specifically to this
Agreement, and will be sent by recognized national or
international overnight courier, confirmed facsimile
transmission (provided that duplicative copy is provided
via confirmed electronic mail, registered mail or certified
mail), confirmed electronic mail, or registered or certified
mail, postage prepaid, return receipt requested, or
delivered by hand to the address as set forth herein.
Notices under this Agreement will be deemed to be duly
given: (a) when delivered by hand; (b) one day after
confirmed electronic mail transmission; (c) two days after
deposit with a recognized national or international courier;
or (d) on the delivery date indicated in the return receipt
for registered or certified mail. A party may change its
contact information immediately upon written notice to the
other party in the manner provided in this Section 18.

18. Oznameni. Jakakoliv oznameni vyZzadovana nebo povolena
podle této Smlouvy budou v pisemné podobé, budou
konkrétné odkazovat na tuto Smlouvu a budou zaslana
renomovanou tuzemskou nebo mezinarodni kuryrni
sluzbou s 24-hodinovym provozem, faxovym pfenosem s
potvrzenim o pfijeti (s tim, Ze duplikat bude zaslan
elektronickou poStou s potvrzenim o pfijeti nebo
doporucené postou), elektronickou postou s potvrzenim o
pfijeti nebo doporuCenou poStou s predplacenym
poStovnym a doruenkou nebo osobné& na adresu
uvedenou v této Smlouvé. Oznameni podle této Smlouvy
budou povazovana na fadné podana: (a) pfi osobnim
doruceni, (b) jeden den po zaslani elektronickou postou
s potvrzenim o pfijeti, (¢) dva dny po ulozeni zasilky u
renomovaného tuzemského nebo mezinarodniho kuryra
nebo (d) vden doruCeni uvedeny na doruéence u
doporuc¢ené posty. Strana mize zménit své kontaktni udaje
bezprostfedné pisemnym oznamenim druhé strané
zpusobem stanovenym v tomto élanku 18.

If to SERVICE PROVIDER, address to:

Oznameni uréena POSKYTOVATELI SLUZEB na adresu:

Uherskohradist'ska nemocnice a.s.

Uherskohradist'ska nemocnice a.s.

I I
I I
] I
I I
. ]

| |
If to ABBVIE: Oznameni uréena spole€nosti ABBVIE
. .
I ]
] I
] ]
] I
I I
I I
I ]

s | |
with a copy to: S kopii na adresu:

A = I
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19. Indemnification. Each party shall be liable for the 19. OdSkodnéni  Kazda ze Stran bude odpovédna za

negligence and/or willful misconduct of such party’s
employees, agents and subcontractors in the
performance of the Agreement to the extent permitted
under applicable law, including but not limited to the Civil
Code of Czech Republic.

nedbalost a/nebo Umysiny nespravny postup zaméstnancu,

zastupclh ¢&i smluvné zajiSténych subjektl takové Strany
v souvislosti s provadénim ¢innosti dle této Smlouvy, a to
v rozsahu v jakém je toto umoznéno na zakladé pfisluSnych

pravnich pfedpisd, zejména vcetné Obcanského zakoniku
Ceské republiky.

20.

Insurance. Service Provider will secure and maintain in
full force and effect, throughout the Term, insurance
coverage in types and amounts appropriate to the
conduct of Service Provider's business and sufficient to
support Service Provider's indemnification obligations
hereunder. Service Provider will furnish to AbbVie
certificates evidencing such insurance upon AbbVie's
reguest.

20. Pojisténi. Poskytovatel sluzeb uzavfe a bude udrzovat
v plné platnosti a U€innosti po Dobu trvani Smlouvy pojistné
kryti takového druhu a vtakové vySi, aby odpovidalo
obchodni €innosti provadéné Poskytovatelem sluzeb a bylo
dostate¢né vzhledem k zavazkim Poskytovatele sluzeb
poskytnout odSkodnéni podle této Smlouvy. Poskytovatel
sluzeb predlozi spole¢nosti AbbVie na jeji zadost potvrzeni
o takovém pojisténi.

(@) Service Provider will obtain the prior written consent
of AbbVie before implementing any material change
or cancellation of the insurance coverage agreed
upon herein.

(@) Poskytovatel ziska od spolecnosti AbbVie jeji pfedchozi

pisemny souhlas pfedtim, nez provede jakoukoliv
podstatnou zménu v pojistném kryti dohodnutém v této
Smlouvé nebo nez jej zrusi.

(b) Service Provider may meet these Insurance
requirements by using a combination of Primary
Insurance and Excess / Umbrella Insurance which
will be shown on Service Provider's certificate of
insurance.

(b) Poskytovatel maze splnit tyto pozadavky na pojisténi

kombinaci Zakladniho pojisténi a Pojisténi Skodniho
nadmérku/ramcového pojisténi, jak bude uvedeno na
potvrzeni Poskytovatele sluzeb o pojisténi.

(c) Service Provider will, within fifteen (15) days from the
effective date of this Agreement, furnish to AbbVie a
Certificate of Insurance as evidence of the insurance
required pursuant to this Agreement.

(c) Poskytovatel sluzeb do patnacti (15) dnd od data

ucinnosti této Smlouvy predlozi spolecnosti AbbVie
Potvrzeni o pojisténi jako doklad o pojisténi
vyZadovaném podle této Smlouvy.

N

1.

Dispute Resolution. Any dispute, controversy or claim
arising out of or relating to this Agreement which cannot
be resolved within thirty (30) days by mutual consent of
the parties, shall be settled by the competent courts of the
Czech Republic.

21. Reseni sport. Kazdy spor, neshodu nebo néarok
vyplyvajici z této Smlouvy nebo s ni souvisejici, ktery neni
mozno vyfesit do ftficeti (30) dnG vzajemnou dohodou
smluvnich stran, budou Fesit pfisluéné soudy Ceské
republiky.

. Severability.

If any provision, right or remedy provided for
herein is held to be unenforceable or inoperative by a
court of competent jurisdiction, the validity and
enforceability of the remaining provisions will not be
affected thereby.

22. Oddélitelnost. Pokud soud pfislusné jurisdikce shleda
kterékoliv ustanoveni, pravo nebo opravny prostiedek
stanoveny touto  Smlouvou nevynutitelnym  nebo
neucinnym, platnost a vynutitelnost ostatnich ustanoveni
tim nebude ovlivnéna.

. Waiver. No waiver will be implied from conduct or failure

to enforce rights. No provisions of this Agreement will be
deemed waived by any of Parties unless such waiver is in
writing and signed by the authorized representative of
such Party. Waiver by AbbVie of any default by Service
Provider of any provision of this Agreement will not be
deemed a waiver of any subsequent or other default.

23. Vzdani se prava. Jednani nebo nevymahani prava
nebude vykladano jako zfeknuti se takového prava.
Nebude se mit za to, ze se smluvni strana zfekla
jakéhokoliv ustanoveni této Smlouvy, pokud tak nebude
uinéno pisemné s podpisem povéfeného zastupce
smluvni strany. V pfipadé, Ze spole¢nost AbbVie neuplatni
postih za poruseni jakéhokoliv ustanoveni této Smlouvy
Poskytovatelem sluzeb, nebude to povazovano za vzdani
se moznosti uplatnéni postihu za jakékoliv nasledné nebo
jiné poruSeni.

. Counterpatrts.

This Agreement shall be executed in two
counterparts, each of which will be deemed to be an
original, and both of which together will constitute one and
the same agreement.

24. Vyhotoveni. Tato Smlouva bude podepsana ve dvou
vyhotovenich, z nichz kazdé bude povazovano za original a
obé dohromady budou tvofit jednu a tutéz smlouvu.

25.

Miscellaneous. This Agreement includes all attached
exhibits, all of which are herein incorporated by reference.

25. ROzné. Tato Smlouva zahrnuje i veSkeré pfipojené
prilohy, pfi€emz vSechny tyto pfilohy jsou zde zahrnuty
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This Agreement contains the entire understanding of the
parties with respect to the subject matter hereof and
supersedes all previous agreements and undertakings
with respect thereto. This Agreement may be modified
only by written agreement signed by the parties. This
Agreement will be construed, governed, and interpreted in
accordance with the laws of Czech Republic, excluding its
conflicts of law provisions.

odkazem. Tato Smlouva zaklada uplnou dohodu mezi
stranami ve vztahu k jejimu pfedmétu a nahrazuje vSechny
predchozi dohody a ujednani ohledné tohoto pfedmétu.
Tuto Smlouvu Ize upravovat pouze na zakladé pisemné
dohody podepsané stranami. Tato Smlouva se Fidi a bude
vykladana v souladu s pravnim fadem Ceské republiky,
s vylou€enim ustanoveni o koliznich normach.

IN WITNESS WHEREOF, each of the parties has caused this
Agreement to be executed by its authorized representative in its
name and on its behalf.

NA DUKAZ CEHOZ zajistila kazda ze stran, aby tuto
Smlouvu za danou stranu a jejim jménem podepsal jeji
povéfeny zastupce.

AbbVie s.r.o. Uherskohradist'ska nemocnice a.s.
By: Podpis:
| Name: NG Jméno: MUDr. Petr Sladek
Title: I - upon power of | Funkce: feditel a mistopfedseda predstavenstva
attorney
Date: Datum:
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EXHIBIT A PRILOHA A
STATEMENT OF WORK ROZPIS PRACI
1. Scope of Services (detailed description of Services to be | 1. Predmét Sluzeb (podrobny popis Sluzeb, které maji byt
performed): poskytovany):

Scope of Work

Rozsah praci

e Defined by the Protocol M19-944

e Definovano Protokolem M19-944

List of Applicable Documents

Seznam prislu§nych dokumentt

e  Protocol M19-944

e Protokol M19-944

Performance Requirements and Deliverables

Pozadavky na plnéni a vystupy

. Payment for the Services will be based on the
actual number of performed radiology examinations

. Uhrada za Sluzby bude zaloZena na pogtu provedenych
radiologickych vySetfeni.

e Payment for the Services will be contingent upon
Service Provider providing proof of performance to
AbbVie

e Uhrada za Sluzby bude podminé&na predloZenim dokladu
o pInéni spole€nosti AbbVie Poskytovatelem sluzeb

Responsibilities

Povinnosti

The radiologist will be responsible for activities including but not
limited to taking the images according to the protocol
requirements and imaging manual instruction. Also complete a
transmission form, submit the images, archive the images,
monitor for and resolve any queries.

Radiolog bude odpovidat zejména za provadéni nasledujicich
¢innosti: pofizeni snimkd v souladu s pozadavky protokolu a
manualem instrukci pfi provadéni zobrazovacich metod. Dale
vyplni formuladf o pfenosu dat, poskytne snimky, bude archivovat
snimky, poskytne soucinnost v pfipadé monitoringu a bude
spolupracovat pfi vyjasnéni jakychkoli dotaz(i.

2. Payment Terms:

2. Platebni podminky:

Payments shall be made in accordance with the budget
attached hereto as Exhibit B.

Platby budou proplaceny v souladu s rozpo¢tem, ktery je zde
pfipojen jako Pfiloha B.

(invoices must be submitted with all requests for payment)

(zaroven se v8emi zadostmi o platbu musi byt pfedlozena i faktura)
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EXHIBIT C

PRILOHA C

ELECTRONIC DATA OBLIGATIONS

ZAVAZKY K ELEKTRONICKE VYMENE DAT

As used in this Exhibit C, the following terms shall have the
meanings set forth below:

Pro uUcely této PFilohy C budou mit nésledujici pojmy vyznam
nize stanoveny:

“Disaster Recovery Plan” shall mean a plan that identifies
infrastructure, resources and vulnerable business
components such as equipment, electronic data and
documents at risk for loss in the event of a natural or man-
made disaster that includes steps to reduce down-time,
minimize loss and provides for rapid and smooth restoration
of business processes and data.

.Planem obnovy pro pfipad pohromy“ se rozumi plan, ktery
ur€uje infrastrukturu, zdroje a zranitelné podnikové
soucasti, jako je vybaveni, elektronicka data a dokumenty s
rizikem ztraty v pfipadé pfirodni nebo ¢lovékem zplsobené
pohromy, ktery zahrnuje opatfeni pro zkraceni c&asu
vypadku, minimalizaci ztrat a zajiStuje rychlé a hladké
obnoveni podnikovych procesu a dat.

“EDA” shall mean the United States Food and Drug
Administration, or any successor entity thereto.

,EDA" se rozumi Ufad pro kontrolu potravin a lé€iv USA,
nebo Ufady nasledujici a pfejimajici jeho funkci.

“ICH_Guidelines” shall mean the International Conference
on Harmonization Harmonized Tripartite Guideline for Good
Clinical Practice.

»Pokyny ICH“ se rozumi Tripartitni pokyny pro spravnou
klinickou praxi Mezinarodni konference o harmonizaci.

1. Electronic Trial Data Handling and/or Remote Electronic

1. Manipulace s elektronickymi zkuSebnimi daty a/nebo

Trial Data Systems.

(a) Service Provider shall ensure and document that any
electronic data processing system(s) used by Service
Provider or Service Provider's designated
subcontractors in providing Services conforms to and is
consistent with AbbVie’s requirements, as provided to
Service Provider, ICH Guidelines and FDA established
requirements for completeness, accuracy, reliability,
and consistent intended performance;

(b) Service Provider shall maintain standard operating
procedures for using these systems;

(c) Service Provider shall ensure that the systems are
designed to permit data changes in such way that the
data changes are documented and that there is no
deletion of entered data (i.e., maintain an audit trail,
data trail, edit trail) and that the tracking of data
modifications is routinely reviewed for unauthorized
modifications;

(d) Service Provider shall maintain a security system that
prevents unauthorized access to the data;

(e) Service Provider shall maintain a list of individuals who
are authorized to make changes (See sections 4.1.5
and 4.9.3 of the ICH Guidelines);

(f) Service Provider shall maintain adequate backup of the
data; and

(g) Service Provider shall safeguard the blinding, if any
(e.g., maintain the blinding during data entry and
processing).

2. Electronic Records; Electronic _Signatures. Service
Provider warrants that their systems, which are used to
create, modify, maintain, and/or retrieve data or electronic
records generated in support of a clinical study are in
compliance with the requirements, as applicable, of 21
C.F.R. Part 11 Electronic records; electronic signatures,
including, but not limited to, the following electronic
procedures that may be utilized in a study:

(a) Service Provider shall have certified to FDA that use of
Electronic Signatures are the legally binding equivalent
of handwritten signatures (See 21 C.F.R § 11.100
(“General requirements”));

dalkové systémy pro spravu zkuSebnich dat.

(a) Poskytovatel sluzeb musi zajistit a zdokumentovat, Ze
vesSkeré systémy pro zpracovani elektronickych dat
pouzivané Poskytovatelem sluzeb nebo jeho uréenymi
subdodavateli pfi poskytovani sluzeb splfiuji a jsou v
souladu s pozadavky AbbVie, ve formé predané
Poskytovateli sluzeb, dale pokyny ICH a FDA
stanovenymi pozadavky na Uplnost, pfesnost,
spolehlivost a konzistentni provadeéni;

(b) Poskytovatel sluzeb musi zachovavat standardni
provozni postupy pro pouzivani téchto systémd;

(c) Poskytovatel sluzeb musi zaijistit, aby tyto systémy byly
navrzeny tak, aby umozfiovaly zmény dat takovym
zpUsobem, Ze budou zmény dat zaznamenany a ze
nedojde ke smazani zadanych dat (napf. vést
provéfovaci zaznam, datovy zaznam, Upravy zaznamu)
a Ze sledovani zmén dat je pravidelné pfezkoumano na
vyskyt neopravnénych Uprav;

(d) Poskytovatel sluzeb musi udrzovat bezpecnostni
systém, ktery zabrarnuje neopravnénému pfistupu k
datim;

(e) Poskytovatel sluzeb musi vést seznam osob, které jsou
opravnény provadét zmény (viz body 4.1.5 a 4.9.3
pokynt ICH);

(f) Poskytovatel sluzeb musi udrzovat odpovidajici zalohu
dat; a

(g) Poskytovatel sluzeb musi zaruéit zaslepeni, pokud
existuje (napf. udrzeni zaslepeni béhem zadavani dat
a zpracovani).

2. Elektronické zdznamy; Elektronické podpisy. Poskytovatel
sluzeb zaruCuje, Ze jeho systémy, které jsou pouzivany pro
vytvofeni, Upravu, udrzovani a/nebo nacteni dat nebo
elektronickych zaznamu vytvofenych na podporu klinické
studie, jsou v souladu s pozadavky standardu 21 C.F.R.
Cast 11 Elektronické zadznamy; Elektronické podpisy,
vCetné, ale bez omezeni na nasledujici elektronické
postupy, které mohou byt ve studii pouzity:

(a) Poskytovatel sluzeb musi mit certifikovano FDA, Ze
pouziti elektronickych podpist je pravné zavaznym
ekvivalentem vlastnoru€nich podpist (viz 21 C.F.R §
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(b) All electronic systems shall have been appropriately
validated (See 21 C.F.R. §§ 11.10 (“Controls for open
systems”) and 11.30 (“Controls for open systems”));

11.100 (,VSeobecné pozadavky*));
VSechny elektronické systémy musi byt Fadné
zkontrolovany (viz 21 C.F.R. §§ 11.10 (,Kontroly

(b)

(c) Electronic Records shall meet all applicable FDA otevienych systém(®) a 11.30 (,Kontroly otevfenych
predicate rule requirements (i.e., FDA’s rules in effect systému"));
prior to August 20, 1997, the effective date of 21 C.F.R. (c) Elektronické zaznamy musi spliiovat véechny pfislusné
Part 11) including, but not limited to, what records are pozadavky predikativniho pravidla FDA (tj., pravidla
to be maintained, the content of the record, if Electronic FDA v platnosti pfed 20. srpnem 1997, datem ucinnosti
Signatures are employed, and appropriate retention 21 C.F.R. Cast 11) véetng, ale bez omezeni na, jaké
times for the record; zaznamy maji byt vedeny, obsah zaznam(, zda jsou
(d) Any Electronic Signatures employed by the computer pouzity elektronické podpisy a pfislusné retencni doby
system shall meet requirements under 21 C.F.R Part pro zaznam;
11; (d) Veskeré elektronické podpisy pouzité v pocitatovém
(e) Original Electronic Records shall be archived systému musi spliiovat pozadavky dle standardu 21
throughout the retention period as specified, either by C.F.R Cast 11;
AbbVie contract or FDA predicate rule requirements, (e) Origindlni elektronické zaznamy musi byt archivovany
whichever is longer. AbbVie may, at its option, request po celé reten¢ni obdobi, jak je uvedeno bud smlouvou
that all original records be transferred to AbbVie; AbbVie, nebo pozadavky predikacniho pravidla FDA,
(f) Copies of original electronic data shall have been podle toho, které je delSi. AbbVie mlze dle vlastniho
certified as accurate and complete; and uvazeni zazadat, aby v8echny originalni zaznamy byly
(g) Electronic methods used by Service Provider to preneseny k AbbVie;

transmit electronic records shall have been (f) Kopie originalnich elektronickych udaja musi byt
appropriately validated. certifikovany jako pfesné a uplné; a
(g) Elektronické metody pouzivané poskytovatelem sluzeb

pro prenos elektronickych zaznam(O musi byt rfadné
zkontrolované.

Responsibility for Integrity of Data. Service Provider must
ensure quality control is applied to all of Service Provider's
data handling, and Service Provider shall be responsible for
the quality and integrity of all data generated by Service
Provider. Service Provider shall ensure that a Disaster
Recovery Plan can be implemented in cases as deemed
necessary.

Odpovédnost za integritu dat. Poskytovatel sluzeb musi
zajistit, zZe je kontrola kvality aplikovana na vesSkerou
manipulaci s daty poskytovatele sluzeb a poskytovatel
sluzeb bude odpovédny za kvalitu a integritu vS8ech dat
vytvofenych poskytovatelem sluzeb. Poskytovatel sluzeb
musi zajistit, aby plan obnovy pro pfipad pohromy mohl byt
realizovan v pfipadech povaZovanych za nezbytné.
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