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MEDICAL IMAGING SERVICES AGREEMENT

SMLOUVA O POSKYTOVANI SLUZEB
V OBLASTI LEKARSKEHO ZOBRAZOVANI

AbbVie s.r.o., registered office at Metronom Business Center,
Bucharova 2817/13, Stodulky, 158 00 Praha 5, Czech Republic,
ID: 24148725, VAT ID: CZ24148725, registered in the
Commercial Register of the Municipal Court in Prague Section C,
File No. 183123, represented by Mgr. Jan Balzer, Country Clinical
Operations Manager, upon power of attorney (“AbbVie”) desires
to retain medical facility Nemocnice Na Homolce, Roentgenova
37/2, 150 30 Praha 5, Czech Republic, ID: 000 23 884, VAT ID:
CZ00023884, represented by MUDr. Petr Poloucek, MBA
(“Service Provider”), for Services (as defined below) pursuant to
the terms and conditions of this Medical Imaging Services

Agreement ("Agreement").

WHEREAS AbbVie is acting as an authorized agent in Czech
Republic of AbbVie Deutschland GmbH & Co. KG, the sponsor of
the Study in the European Union as defined in the Regulation (EU)
No. 536/2014 respectively Directive 2001/20/EC (“Sponsor”);

WHEREAS Each of AbbVie and Sponsor is a member of the
AbbVie group of companies that is directly or indirectly owned by
AbbVie Inc. (together with AbbVie Inc., “AbbVie Group”);

WHEREAS. pursuant to certain clinical study agreements -

of Internal Medicine of Institution, has been appointed the
investigator (“Investigator”) for the conduct of the Study at
medical facility Fakultni nemocnice Kralovské Vinohrady,
having a place of business at Srobarova 1150/50, Praha 10,
Czech Republic, Company ID: 000 64 173, Tax ldentification
number: CZ00064173 (the “Institution”); and

WHEREAS to support Institution’s conduct of the study, Service
Provider has agreed to provide imaging services as set forth in
this Agreement.

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

Spole¢nost AbbVie s.r.o., se sidlem Metronom Business Center,
Bucharova 2817/13, Stodtlky, 158 00 Praha 5, Ceska republika,
ICO: 24148725, DIC: CZ24148725, zapsana v obchodnim rejstiku
vedeném u Méstského soudu v Praze, oddil C, vlozka &. 183123,
zastoupena Mgr. Janem Balzerem, Country Clinical Operations
Manager, na zakladé plné moci, si pfeje angazovat zdravotnické
zarizeni Nemocnice Na Homolce, Roentgenova 37/2, 150 30
Praha 5, Ceska republika, ICO: 000 23 884, DIC: CZ00023884,
zastoupené MUDr. Petrem Polouc¢kem, MBA (dale jen
.Poskytovatel sluzeb“), aby poskytoval Sluzby (jak jsou
definovany nize) za podminek této Smlouvy o poskytovani sluzeb
(dale jen ,Smlouva®).

VZHLEDEM K TOMU, Ze spolenost AbbVie piisobi v Ceské
republice jako zplnomocnény zastupce spoleCnosti AbbVie
Deutschland GmbH & Co. KG, zadavatele Studie v Evropské unii
ve smyslu nafizeni (EU) €. 536/2014, resp. smérnice 2001/20/ES
(,Zadavatel“);

VZHLEDEM K TOMU, Ze jak spole€nost AbbVie tak Zadavatel jsou
Clenem skupiny spole¢nosti AbbVie, ktera je pfimo ¢&i nepfimo
vlastnéna spolecnosti AbbVie Inc. (spole¢né se spolecnosti AbbVie
Inc. dale jen ,Skupina AbbVie"“);

VZHLEDEM K TOMU, ZE dle urgitych smluv o klinické studii byl

Interni hematologické kliniky
Zdravotnického zafizeni (déle jen ,ZkousSejici’) ustanoven
Zkousejicim pro provadéni Studie ve zdravotnickém zafizeni
Fakultni nemocnici Kralovské Vinohrady, Srobarova 1150/50,
Praha 10, Ceska republika, ICO: 000 64 173, DIC: CZ00064173
(.Zdravotnické zafizeni”); a

VZHLEDEM k podpofe Zdravotnického zafizeni v provadéni
Studie, Poskytovatel sluzeb souhlasil s poskytovanim sluzeb
v oblasti |ékafského zobrazovani, jak je uvedeno nize v této
Smlouvé,

NYNI SE TEDY po zvéZeni vzajemnych pfislibél 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 No. M22-003 entitled “A Phase 3,
Multicenter, Randomized, Open-Label Trial to Evaluate
the Safety and Efficacy of Epcoritamab + Rituximab and
Lenalidomide (R2) compared to Chemoimmunotherapy
in  Previously Untreated Follicular Lymphoma
(EPCORE™FL-2)" (“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 “Services”).
Service Provider acknowledges that the implementation of
the Services will include instructions by Institution as
necessary.

1. Sluzby. Na zakladé pfiméfenych pokynu spole¢nosti
AbbVie bude Poskytovatel sluzeb provadét Ccinnosti
v oblasti I1ékafského zobrazovani v souvislosti s klinickou
studii spole¢nosti AbbVie Protokolem ¢. M22-003
s nazvem ,Multicentrické, randomizované, otevriené
klinické hodnoceni faze 3 hodnotici bezpeénost a
ucéinnost epcoritamabu + rituximabu a lenalidomidu
(R2) ve srovnani s chemoimunoterapii u drive
neléc¢eného folikularniho Ilymfomu (EPCORE™FL-
2)* (déle jen ,Studie“), uvedené v Rozpisu praci
pfipojeném v Priloze A (dale jen ,Rozpis praci“), ktery
mize byt €as od €asu upravovan (dale jen ,Sluzby®).
Poskytovatel sluzeb bere na védomi, Ze provadéni Sluzeb
bude podle potfeby zahrnovat pokyny Zdravotnického
zarizeni.
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Service provider hereby acknowledges, that Investigator
shall, in compliance with Study Protocol terms, request to
be performed and Service Provider undertakes to perform
Services associated with only such PET / CT examination
in accordance with § 70 et. seq. of Act No. 373/2011 Coll.
on Specific Health Services (hereinafter as ,ASHS") for
which a direct benefit to the health of persons will be
demonstrated in comparison with an injury that may be
caused by medical radiation exposure associated with the
examination. AbbVie further acknowledges that based on
terms of Study Protocol and Investigator medical discretion,
Service Provider shall not be required performance of
Services, which would lead to the exposure of healthy
individuals or patients voluntarily participating in biomedical
research program, including those exposures that do not
have a direct health benefit for the person undergoing the
exposure (§ 72/2 ASHS).

To avoid any doubts, parties hereby declare, that
responsibility for completion of all conditions stipulated by
Section § 71 par. 1a) of ASHS shall be borne by AbbVie and
will based on Investigator's medical discretion in
accordance AbbVie's Protocol.

Results of Services within the extent of medical report and
imaging scans shall be supplied to Investigator in electronic
form.

Poskytovatel sluzeb bere na védomi, ze Zkousejici bude v
souladu s pozadavky Protokolu Studie pozadovat
provedeni a Poskytovatel sluzeb se zavazuje provést
sluzby spojené pouze s takovym PET/CT vysSetfenim, ve
smyslu § 70 a nasl. zakona ¢. 373/2011 Sb. o specifickych
zdravotnich sluzbach (dale jen ,ZSZS*), u néhoz bude
prokazan pfimy pfinos pro zdravi osoby ve srovnani s
ujmou, kterou mlze Iékafské ozafeni spojené s vySetfenim
zpUsobit. AbbVie dale bere na védomi, Ze v navaznosti na
pozadavky Protokolu a odborné medicinské uvazeni
ZkouSejiciho, nebude po Poskytovateli sluzeb poZzadovano
provedeni sluzeb, které by vedly k ozafeni zdravych osob
nebo pacientl v ramci dobrovolné ucasti na biolékafském
vyzkumném programu, véetné téch ozareni, ktera nemaji
mit pfimy zdravotni pfinos pro osoby podstupujici ozareni
(§ 72 odst. 2 ZSZS).

Pro vylou€eni vSech pochybnosti smluvni strany prohlasuiji,
ze odpovédnost za posouzeni splnéni podminek dle ust. §
71 odst. 1 pism. a) ZSZS nese spole¢nost AbbVie a bude
vyplyvat z odborného medicinského rozhodnuti
ZkouS$ejiciho v navaznosti na pozadavky Protokolu
spole¢nosti AbbVie.

Vysledky Sluzeb v rozsahu |ékafské zpravy a obrazovych
snimk( budou pfedany Zkousejici elektronicky.

1)

Service Provider Obligations; Contacts.

1) Povinnosti Poskytovatele sluZzeb; kontaktni udaje.

a) Service Provider shall cause each such employee a) Poskytovatel sluzeb je povinen zajistit, aby kazdy
performing under this Agreement to abide by the terms and zameéstnanec vykonavajici Cinnost podle této Smlouvy
conditions hereunder and shall be liable for the acts and dodrzoval podminky této Smlouvy, a je odpovédny za
omissions of such employees. jednani a opomenuti téchto zaméstnanc.

b) Service Broviders contact(s) with Abbvie is b) Kontaktni osobou Poskytovatele sluzeb se spolecnosti
whomever AbbVie may designate in_writing. AbbVie's nebo kdokoli, koho
contact(s) with _Service Brovider is spolednost AbbVie pisemné uréi. Kontaktni osobou

spole¢nosti AbbVie s Poskytovatelem sluzeb je
Nemocnice Na Homolce, Roentgenova 37/2, 150 30 Praha
5, Czech Republic or whomever Service Provider may adrese Nemocnice Na Homolce, Roentgenova 37/2, 150 30
designate in writing. Praha 5, Ceska republika, nebo kdokoli, koho mize
Poskytovatel sluzeb pisemné urcit.

2. Compliance with Laws. Service Provider shall provide the 2. Dodrzovani pravnich predpist. Poskytovatel sluzeb je
Services and both parties shall act at performance of povinen poskytovat Sluzby a obé& smluvni strany jsou
obligations set forth by this Agreement in accordance with (i) povinny pfi plnéni této Smlouvy postupovat v souladu (i) se
all applicable laws and regulations and industry codes of vSéemi plathymi pravnimi pfedpisy, nafizenimi a
practice (collectively, “Laws”), including without limitation, odvétvovymi kodexy (dale spole¢né jen ,Zakony"), mimo
anti-bribery and  anti-corruption laws, International jiné v€etné zakonu proti Uplatkarstvi a korupci, Mezinarodni
Conference on Harmonization of Technical Requirements for konference o harmonizaci technickych pozadavkid na
Registration of Pharmaceuticals for Human Use E6 Good registraci humannich légivych pfipravkl E6 Spravna
Clinical Practice (“ICH-GCP), and the EU General Data klinicka praxe (dale jen "ICH-GCP") a obecného nafizeni
Protection Regulation (2016/679) and related data protection EU o ochrané osobnich udaji (2016/679) a souvisejicich
laws (“Data Protection Law(s)”, as each may be amended, zakonl o ochrané osobnich udaji (dale jen ,Zakony o
from time to time; (ii) directions of AbbVie; (iii) direction of ochrané osobnich uUdaju“), v platném znéni; (ii) pokyny
ethics committee(s); and (iv) conditions set forth in this spole€nosti AbbVie; (iii) pokyny etické komise (etickych
Agreement and Study Protocol. komisi); a (iv) podminky stanovené v této Smlouvé a

Protokolu studie.
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3. Reports. As AbbVie may request, and/or as may be set forth | 3, Zpravy. Na zakladé Zadosti spolednosti AbbVie a/nebo jak
in Exhibit A, Service Provider will submit written reports on muaze byt stanoveno Vv Priloze A, pi‘ed|02|’ Poskytovate|
the progress of the Services to be performed under the sluzeb pisemné zpravy o tom, jak pokraduje poskytovani
Agreement. Sluzeb, které maji byt poskytovany dle této Smlouvy.

4. Provided ltems. . ' ' ' 4. Poskytované poloZky.

a) AbbVie may su_pply_Serw_ce Provider \.N't_h materials and a) Spolecnost AbbVie mlze Poskytovateli sluzeb dodavat
related information, including, but not limited to samples, materidly a souvisejici informace, véetnd, ale nejenom
compounds or additional items as applicable and reagents for pouze vzorky, latky nebo dalsi p(;Ioiky a’reagencie pro
use in the Services (collectively “Provided Items”). Service vyuziti v réméi Sluzeb (dale spole&né jen ,Poskytované
Provider agrees that all Provided Items are the sole property polozky“). Poskytovatel sluzeb souhlasi s tim, Ze veskeré
of AbbVie. Service Provider disclaims any proprietary rights Poskytované polozky jsou vyhradnim majetkerr; spole&nosti
to the aforementioned Provided Items and will assert no claim, AbbVie. Poskytovatel sluzeb se zfika veskerych
copyright, patent or otherwise, to their use, development viastnickych prav k vyde uvedenym Poskytovanym
and/or production. Service.Provider will use the Providgd polozkam a nebude upiatiiovat Zadny narok, autorské
Iltems solely for the Services under the terms of this pravo, patent nebo jinak k jejich uzivani, vyvoji a/nebo
Agreement, not employ them for any other purposes, and not vyrobé. Poskytovatel sluzeb bude Poskytované polozky
provide them to any third _party w.ithout AbbVie's prioryvritten pouzivat vyhradn& pro Ucely poskytovani Sluzeb za
consent.  Service Prowder_ will not place_ any lien or podminek této Smlouvy, nebude je vyuzivat pro zadné jiné
encu'mbr‘ance on any Provn'ded ltems  while n Service ucely ani je neposkytne zadné tieti strané bez pfedchoziho
Provider's possession and will not allow any third party to pisemného souhlasu spolednosti AbbVie. Poskytovatel
place any such lien or encumbrance on any Provided ltems. sluzeb nezfidi adné vécné bfemeno ani zastavni pravo

k zadné Poskytované poloZce v dobé, kdy je bude mit ve
svém drzeni, a neumozni zadné ftreti strané, aby zfidila
takové vécné bfemeno nebo zastavni pravo k jakékoliv
z Poskytovanych polozZek.

b)  Service Provider shall store Provided Items and Materials in b) Poskytovatel sluzeb je povinen skladovat poskytnuté
accordance with AbbVie’s instructions. polozky a materialy v souladu s pokyny spole¢nosti AbbVie.

5. Compensation. 5. Odména.

(a) In consideration of Service Provider's performance of the (a) Za poskytovani sluzeb popsanych v této Smiouvé zaplati
Services described in this Agreement, AbbVie shall pay spolecnost AbbVie Poskytovateli sluzeb ¢&astku, ktera
Service Provider an amount not to exceed the amount set nepresahne &astku uvedenou v Priloze B (,Rozpoéet”).
forth in Exhibit B ("Budget”). AbbVie will also reimburse Spole&nost AbbVie rovnéZ uhradi Poskytovateli sluzeb
Service Provider for reasonable and necessary out-of-pocket pfimé&fené a nezbytné hotové vydaje, které Poskytovateli
expenses incurred by Service Provider in performing the sluzeb vzniknou pii poskytovani SluZeb. Spole¢nost AbbVie
Services. AbbVie will pay Service Provider within tficeti (30) zaplati Poskytovateli sluzeb do tficeti (30) dnti od obdrzeni
days of AbbVie's receipt and approval of an invoice and a schvaleni faktury a pfislusnych potvrzeni spoleénosti
appropriate receipts.In the event of termination of the AbbVie. V pfipadé ukon&eni Smlouvy ze strany spole&nosti
Agreement by AbbVie without cause, AbbVie will pay Service AbbVie bez udani divodu zaplati spole¢nost AbbVie
Provider for Services performed and reasonable and Poskytovateli sluzeb za provedené Sluzby a pfiméfené a
necessary expenses incurred through the date of termination nezbytné vydaje vzniklé do data ukonéeni Smlouvy v
in accordance with the budgeted amounts set forth in Exhibit souladu s d&astkami uvedenymi Vv rozpoétU, které jsou
B. Service Provider understands that the terms and stanoveny v Priloze B. Poskytovate| sluzeb bere na
conditions of this Agreement, including but not limited to, the védomi, ze podminky této Smlouvy, mimo jiné véetné nazvu
name of the Service Provider, and the amount of any payment Poskytovatele sluzeb a vyse jakékoli platby provedené na
made hereunder, may be disclosed and made public by zakladé této Smlouvy, mohou byt spole¢nosti AbbVie
AbbVie as required by law or regulation or where AbbVie Zvei‘ejnény a Zpﬁ'stupnény Vei‘ejnosti, pokud to Vyzaduji
deems appropriate. zakony nebo prfedpisy nebo pokud to spoleénost AbbVie

povazuje za vhodné.

(b) Service Provider will maintain in accordance with applicable (b) Poskytovatel sluzeb povede v souladu s pfislusnymi
legal regulations, in accordance with generally accepted pravnimi predpisy a v souladu s obecné& platnymi pravidly
accounting principles, complete and accurate records related pro vedeni Udetnich zadznamu Uplné a presné zaznamy
to: (i) amounts billed to and payments made by AbbVie tykajici se: (i) fakturovanych &astek a plateb provedenych
hereunder and (ii) expenses incurred on behalf of and spolec¢nosti AbbVie dle této Smlouvy a (i) vydaiti vzniklych
reimbursed by AbbVie hereunder. Service Provider shall dle této Sm|ouvyjménem Sp0|eénosti Abeieaspo|eénost|'
provide AbbVie supporting documentation concerning any AbbVie uhrazenych dle této Smlouvy. Poskytovatel sluzeb
disputed invoice or payment within thirty (30) days after poskytne spole¢nosti AbbVie podkladovou dokumentaci
AbbVie advises Service Provider of a dispute. Payments ohledné jakékoliv sporné faktury nebo platby do tficeti (30)
made hereunder will be subject to final adjustment as dnt poté, co spoleénost AbbVie uvédomi Poskytovatele
determined by such review. Service Provider shall retain such
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records for a period of three (3) years from the termination or
expiration of this Agreement or the length of time as may be
required by any applicable legal regulations.

sluzeb o takovém sporu. Platby provedené dle této Smlouvy
podléhaji kone¢né upravé uréené na zakladé takové
kontroly. Poskytovatel sluzeb bude vysSe uvedené zaznamy
uchovavat po dobu tfi (3) let od ukonéeni nebo uplynuti
platnosti této Smlouvy nebo po takovou dobu, ktera je
vyZadovana pfislusnym pravnim pfedpisem.

6. Electronic Data. If performance of the Services under this

Agreement involves the recording or transmittal to AbbVie of
electronic data, Service Provider will comply with the
electronic data obligations set forth in Exhibit C (“Electronic
Data Obligations”) attached hereto, as applicable, as well as
any restrictions or obligations arising under applicable data
protection laws.

Elektronicka data. Pokud poskytovani Sluzeb podle této
Smlouvy zahrnuje zaznamenavani nebo pfedavani
elektronickych dat spole¢nosti AbbVie, bude Poskytovatel
sluzeb dodrzovat povinnosti tykajici se elektronickych dat
uvedenych vtéto Smlouvé v Pfiloze C (,Povinnosti
tykajici se elektronickych dat“), ktera je pfipojena k této
Smlouvé, pfipadné vesSkera omezeni nebo povinnosti
vyplyvajici z platnych pravnich pfedpisli o ochrané udaju.

. Term and Termination. This Agreement will be effective upon
the day of its publication in Contracts Registry in accordance
with Act no. 340/2015 Coll., as amended (“Effective Date”)
and shall terminate on the earlier of: (i) if, within 3 years of
the Effective Date, no screening of any Study Subject has
been performed by Institution and no Study Subject is
included in the Study within the same period or (ii) date of
completion of all of the obligations of the parties hereunder
(“Term”). Anticipated duration of performance of Services is
till—*. 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.

Service Provider may terminate this Agreement by delivery
of notification in writings with 30 days notification period in
the event, that any circumstance, by its nature beyond
influence by Service Provider prevents completion of
Services.

Doba trvani a ukonéeni. Tato Smlouva nabyva Gc€innosti
dnem jejiho uverejnéni v registru smluv ve smyslu zakona
€. 340/2015 Sb. (,Datum uéinnosti“) a jeji platnost zanikne
k dfivéj8imu datu z nasledujicich udalosti: (i) nebude-li do 3
let od Data ucinnosti ve Zdravotnickém zafizeni proveden
screening jakéhokoli Subjektu studie a do Studie nebude ve
stejné Ih(té zarazen jakykoli Subjekt nebo (ii) k datu
dokon&eni v8ech zavazkl stran podle této Smlouvy.
Pfedpokladana doba poskytovani Sluzeb je do i
Spole¢nost AbbVie maze tuto Smlouvu ukon it s okamzitou
ucinnosti bez uvedeni divodu na zakladé oznameni
podaného Poskytovateli sluzeb. Kterakoliv ze stran mize
tuto Smlouvu ukonéit s okamzitou uc€innosti 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 poruseni
nedopustila. Ukonceni této Smlouvy nebo uplynuti jeji
platnosti nebude mit dopad na zadna prava €i povinnosti,
které vzniknou pfed ukon&enim, nebo jakakoliv jina prava €i
opravné prostfedky stanovené pravem nebo ekvitou, které
muze jinak mit kterakoliv ze stran.

Poskytovatel sluzeb je opravnén vypovédét tuto Smlouvu
pisemnym oznamenim s tficeti (30) denni vypovédni dobou
v pfipadé, Ze okolnosti, jez svoji povahou mimo moznost
ovlivnéni ze strany Poskytovatele sluzeb, zabrani
dokonéeni Sluzeb.

8. 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 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. Additionally, in
the event such failure by Service Provider results in a cost,
quality and/or regulatory impact to AbbVie, Service Provider
will reimburse AbbVie for all documented reasonable costs
and expenses incurred in connection with corrective action
needed in AbbVie’'s sole discretion. The foregoing will not be
AbbVie’s sole remedy in the event of such failure by Service

Postupy pro pfijeti; Neplnéni; Opravné prostredky.
Spole¢nost AbbVie mlze Poskytovateli sluzeb zaslat
oznameni o vadach, v jejichz dusledku Sluzby a/nebo
Materidly (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 dnd od
pfijeti oznameni spole¢nosti AbbVie. Pokud Sluzby a/nebo
Materidly nebudou napraveny vramci stanovené Ih(ty,
spole¢nost AbbVie dle vlastniho uvazeni bud prodlouzi
IhGtu pro napravu vadnych Sluzeb a/nebo Materiall, nebo
ukonéi tuto Smlouvu. Mimoto plati, Ze pokud bude mit
takové neplnéni ze strany Poskytovatele sluzeb dopad na
naklady, kvalitu nebo regulatorni pozadavky, uhradi
Poskytovatel sluzeb spole¢nosti AbbVie veSkeré dolozené
pfiméfené naklady a vydaje v souvislosti s napravnymi
opatfenimi, které budou dle vyhradniho uvazeni spole€nosti
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Provider and AbbVie will retain its right to seek all other
remedies available under law.

AbbVie potfeba. VySe uvedené nepfedstavuje vyhradni
prostfedek napravy spole¢nosti AbbVie v pfipadé neplnéni
ze strany Poskytovatele sluzeb a spole¢nost AbbVie si
ponecha své pravo vymahat vSechny opravné prostfedky
dostupné dle prava.

9. Confidential Information

9. Davérné informace; Ochrana osobnich udaijd.

(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, obligations of confidentiality
and non-use with respect to any Confidential Information
identified as trade secret by AbbVie will remain in place for
so long as the 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:

(@)

Bé&hem Doby trvani, v€etné jakéhokoliv jejiho prodlouzeni,
a po dobu deseti (10) let poté nebude Poskytovatel sluzeb
sdélovat ani uzivat Duvérné informace, vyjma pfipadl
povolenych touto Smlouvou, bez pfedchoziho pisemného
souhlasu spolecnosti AbbVie. Bez ohledu na vySe uvedené
zustavaji zavazky zachovani dlvérnosti a nepouzivani
v souvislosti s jakymikoliv. ~ Duvérnymi  informacemi
oznaCenymi spole¢nosti AbbVie jako obchodni tajemstvi
v platnosti bez ¢asového omezeni. Poskytovatel sluzeb
souhlasi a bere na védomi, Zze omezi pfistup k Davérnym
informacim na zaméstnance nebo zastupce Poskytovatele
sluZzeb, ktefi poskytuji Sluzby a/nebo Materialy dle této
Smlouvy, a tento pfistup omezi na Davérné informace
nezbytné ktomu, aby tito zaméstnanci ¢&i zastupci
poskytovali takové Sluzby a/nebo Materidly (jak je
definovano nize). Poskytovatel sluzeb souhlasi s tim, ze
kazdy zjeho zaméstnanct nebo zastupcl, ktery bude
potfebovat pFistup k Davérnym informacim dle této
Smlouvy, bude dodrzovat zavazek zachovani divérnosti
stanoveny touto Smlouvou. ,Davérné informace” budou
zahrnovat vesSkeré Poskytované polozky, informace, Udaje
a materialy ohledné spoleCnosti AbbVie a Sluzeb,
poskytnuté spole¢nosti AbbVie nebo jejim jménem
Poskytovateli sluzeb dle této Smilouvy, at jiz ve formé
pisemné, Ustni ¢i vizualni a/nebo odpozorované
v prostorach  spole¢nosti  AbbVie a/nebo  vyvinuté
v dusledku pInéni SluZzeb Poskytovatelem sluzeb, zejména
Materialy, vyjma jakékoliv ¢asti vySe 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 doloZzeno jeho pisemnymi

zaznamy, pred pfijetim takovych informaci dle této Smlouvy;

(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 Uplném 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.

(iii) 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 destroy all
Confidential Information provided to Service Provider by or
on behalf of AbbVie, or developed by Service Provider as
a result of Service Provider's performance of the Services
under the Agreement, as directed by AbbVie.
Notwithstanding anything contained in Section 22 of this
Agreement, the parties 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.

(b)

Po ukon€eni Sluzeb dle této Smlouvy nebo ukonceni této
Smlouvy &i uplynuti jeji platnosti, podle toho, co nastane
dfive, vrati Poskytovatel sluzeb spole€nosti AbbVie veSkeré
Dlvérné informace poskytnuté Poskytovateli sluzeb
spoleCnosti AbbVie ¢i jejim jménem nebo vyvinuté
Poskytovatelem sluzeb v dusledku pInéni Sluzeb ze strany
Poskytovatele sluzeb dle této Smlouvy nebo tyto informace
znici, a to podle pokynu spole¢nosti AbbVie. Bez ohledu na
cokoliv uvedeného v €lanku 22 této Smlouvy souhlasi
strany s tim, ze v pfipadé poruseni ¢lanku 10 ze strany
Poskytovatele sluzeb bude spole¢nost AbbVie opravnéna
domahat se predbézného opatfeni u jakéhokoliv soudu
prisludné jurisdikce, aniz by prokazovala Skodu, a to vedle
jakychkoliv dal$ich opravnych prostfedkd, které muze mit
spole¢nost AbbVie k dispozici dle pfislusného prava.
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(c) If, in the reasonable opinion of Service Provider’s 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.

(c) Pokud bude dle nazoru pravniho poradce Poskytovatele
sluzeb potfeba sdélit jakoukoliv z Davérnych informaci
spole€nosti AbbVie podle pfislusného prava, pfedpisu i
nafizeni soudu, poda Poskytovatel sluzeb spole€nosti
AbbVie neprodlené pisemné oznameni (v kazdém pfipadé
nejméné pét (5) pracovnich dnd predem), aby méla
spole¢nost AbbVie moznost podniknout jakékoliv opatfent,
které bude povazovat za nezbytné na ochranu DGvérnych
informaci. Pokud nebude pfijat zadny ochranny pfikaz ¢i
jiny opravny prostiedek nebo se spole¢nost AbbVie vzda
dodrzeni podminek této Smlouvy, pfedlozi Poskytovatel
sluzeb pouze tu ¢ast Duvérnych informaci, které pravni
poradce Poskytovatele sluzeb uvedl jako ze zakona
vyzadované.

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

(d) Poskytovatel sluzeb nebude spole¢nosti AbbVie sdélovat
zadné informace, které jsou davérnymi a/nebo utajovanymi
informacemi tfeti strany, aniz by k tomu obdrzel pisemny
souhlas takové tfeti strany a spole¢nosti AbbVie.

10. Data Protection

10. Ochrana osobnich udaju

(a) Depending on the Services Service Provider performs,
Service Provider may be required to access, collect,
retain, disclose or otherwise process Personal Data
(“Personal Data”). Where AbbVie on behalf of Sponsor or
any Service Provider's personnel Processes (as defined
below) Personal Data of Study subjects or others
participating or associated with the Study, the parties shall
ensure such processing is performed only in accordance
with this Agreement, all applicable laws, including EU
General Data Protection Regulation (2016/679) and
related data protection laws (“Data Protection Law(s)’,
including requirements pertaining to data transfer
agreements, if applicable, and AbbVie's written
instructions. For the purposes of this Agreement, the terms
“Processing”, “Personal Data”, “Data Controller” and
“Personal Data Breach” shall have the meaning ascribed
to them in Data Protection Law. Further, Parties agree to
abide by the Data Protection Law(s) while performing the
Services and performance of this Agreement, and will
afford Personal Data all the protections applicable to
Confidential Information as set forth in this Agreement.

(a) V zavislosti na Sluzbach poskytovanych Poskytovatelem
sluzeb mlze byt zapotfebi pfistup k, sbéru, uchovani,
zpfistupnéni &i jinému zpracovani Osobnich Udaju (,Osobni
udaje“). Pokud spole¢nost AbbVie jménem Zadavatele
nebo nékdo z personalu Poskytovatele sluzeb bude
Zpracovavat (jak je definovano nize) Osobni Udaje Subjektl
studie ¢i jinych subjektll U¢astnicich se provadéni Studie ¢&i
v jiné takové souvislosti, smluvni strany zajisti, aby takove
Zpracovani probihalo pouze v souladu s touto Smiouvou,
v8emi platnymi pravnimi pfedpisy, v€etné nafizeni EU
Obecné nafizeni o ochrané osobnich udaji (2016/679) a
souvisejicich pravnich pfedpisli na ochranu osobnich udaja
(-Zakony na ochranu osobnich Gdaja“) véetné pozadavku
pfipadnych smluv na pfenos dat a pisemnymi pokyny
spole¢nosti AbbVie. Pojmy ,Zpracovani, ,Osobni udaje”,
~Spravce Uudaji“ a ,PoruSeni zabezpe€eni osobnich
Udaju“ budou pro ucely této Smlouvy vykladany ve smyslu,
ktery je t€émto vyrazm uréen Pravnimi pfedpisy na ochranu
osobnich udaji. Dale, Smluvni strany souhlasi, Ze budou
jednat v souladu s Pfedpisy na ochranu osobnich udaju pfi
poskytovani Sluzeb a plnéni této Smlouvy a zajisti, ze
Osobni Udaje budou pozivat vesSkeré ochrany, ktera se
vztahuje k Osobnim Udajim dle podminek stanovenych
touto Smlouvou.

(b) As between the parties, Sponsor and Service Provider are
acting as independent Data Controllers under this
Agreement. The parties agree that Sponsor acts as Data
Controller with regard to key-coded Personal Data of
Study subjects received from Institution, and has
delegated its rights and obligations under this Agreement
to AbbVie. Service Provider acts as Data Controller with
respect to any medical records it obtains from Study
subjects and any other personal data collected or
generated by Service Provider in the course of the
Services for the purpose of exercising its independent
medical judgment in line with the Study Protocol.

(b) Jakozto smluvni strany, Zadavatel a Poskytovatel sluzeb
jednaji jako nezavisli Spravci Udajii za podminek této
Smlouvy. Strany timto souhlasi, Ze Zadavatel bude jednat
jako Spravce udaji ohledné kédovanych Osobnich udaja
tykajicich se Subjektl studie obdrzenych od Zdravotnického
zarizeni, pfi¢emz Zadavatel prfeved| sva prava a povinnosti
vyplyvajici ztéto Smlouvy na spole€nost AbbVie.
Poskytovatel sluzeb jedna jakoZto Spravce udaji s ohledem
na jakékoli zdravotni zdznamy, které vyhotovi v souvislosti
se Studijnimi subjekty a jakékoli osobni udaje opatfené nebo
vygenerované Poskytovatelem sluzeb v pribéhu
poskytovani Sluzeb pro uacely vykonu nezavislého
zdravotnického Usudku v souladu s Protokolem Studie.

(c) Parties shall maintain appropriate technical and
organizational security measures to protect Personal Data.
Parties agree to regularly test, assess and evaluate the
effectiveness of such implemented security measures.

(c) Smluvni strany budou zajiStovat dostateCnou Uroven
technickych a organiza¢nich opatfeni za uc¢elem ochrany
Osobnich 0daji. Smluvni strany souhlasi, Zze budou
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provadét pravidelnou kontrolu a vyhodnoceni ucinnosti
takovych uplatnénych bezpeénostnich opatfeni.

(d)

Service Provider shall promptly notify AbbVie and no later
than within thirty-six (36) hours of any potential Personal
Data 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.
In the event of a Security Breach, Service Provider shall
also:

(d) Poskytovatel sluzeb se zavazuje, ze pisemné vyrozumi
spolec¢nost AbbVie nejpozdéiji do tficeti Sesti (36) hodin od
zjisténi jakéhokoli potencialniho PoruSeni zabezpeceni
osobnich udaja. V prfipadech, kde pfislusné predpisy na
ochranu osobnich Udaji po stranach pozZaduji uzavieni
dodateénych smluv ¢&i ujednéni, vCetné& smluv o
mezinarodnim pfenosu dat, Poskytovatel sluzeb se
zavazuje, ze zajisti uzavieni vSech takovych nezbytnych
smluv. V pfipadé, ZzZe dojde k PoruSeni zabezpeleni
osobnich Udajl, Poskytovatel sluZeb se rovnéz zavazuje

reasonably cooperate with AbbVie in connection with the
investigation of such Security Breach and not make any
public announcements relating to such Security Breach
without AbbVie’s prior written approval;

(e) poskytnout pfiméfenou soucinnost spole¢nosti AbbVie pfi
vySetfovani takového NaruSeni bezpecnosti a neprovadét
zadné vefejné oznameni takové situace bez predchoziho
pisemného souhlasu AbbVie;

take all necessary and appropriate corrective action,
including without limitation, at the request of AbbVie and
at the expense of Service Provider, provide notice to all
persons whose Personal Data may have been affected
by such Data Security Breach, whether or not such notice
is required by applicable Law; and

(f) pfijmout vS8echna nezbytna a vhodna napravna opateni,
zejména musi na zadost AbbVie a své naklady oznamit
mozné naru$eni vSem osobam, jejichz Osobnich udaju se
mohlo tykat, a to bez ohledu na to, zda je takové oznameni
poZadovano zakonem; a

reimburse AbbVie for all reasonable costs AbbVie may
incur in connection with remediation efforts.

(g) uhradit spole¢nosti AbbVie pfiméfené naklady, které mohou
spole€nosti AbbVie vzniknout v rdmci Usili o napravu

(h)

Parties agree that Service Provider will manage requests
from Study subjects directed to Service Provider in
collaboration with Institution for access, amendment,
transfer, blocking, or deletion of Personal Data. AbbVie
may forward any Personal Data requests from Study
subjects received by AbbVie or Sponsor to Service
Provider to the extent related to the Services. Service
Provider acknowledges that in order to maintain the
integrity of Study results, the ability to amend, block, or
delete Personal Data should be limited, in accordance with
applicable Law.

(h) Smluvni strany souhlasi, Ze Poskytovatel sluzeb bude
organizovat Zzadosti Subjektd studie vznesené vici
Poskytovateli sluzeb ve spolupraci se Zdravotnickym
zarizenim ve vztahu k pfistupu, zméné, pfenosu, blokovani &i
odstranéni Osobnich (daju. Spole¢nost AbbVie muize
postoupit jakékoli Zzadosti Subjektl studie tykajici se
Osobnich udaju, jez obdrzi spole¢nost AbbVie ¢i Zadavatel,
na Poskytovatele sluzeb vrozsahu vztahujicim se k
poskytovanym Sluzbam. Poskytovatel sluzeb bere na
védomi, Zze za UCelem zachovavani integrity Studijnich
vysledkl, moznost zménit, blokovat ¢i odstranit Osobni udaje
mize byt omezena, a to v souladu s Pfislusnymi pravnimi
predpisy.

Parties shall notify each other of any requests or
complaints from any governmental authority or other third
party with respect to any Processing of Personal Data and
will in good faith cooperate with and promptly assist each
other, and any relevant government authority in such
cases, including making available all information
necessary to demonstrate compliance with this Section
10.

(i) Smluvni strany se budou vzajemné& pisemné informovat
odeslanim oznameni ohledné jakéhokoli pozadavku Ci
stiznosti od jakéhokoli spravniho uradu &i jiné tfeti strany ve
vztahu k jakémukoli Zpracovani osobnich Udaju a bude
v dobré vife spolupracovat, a neprodlené poskytne ostatnim
smluvnim stranam, a jakémukoli pfisluSnému spravnimu
Ufadu v takovych pfipadech, v€etné zpfistupnéni veskerych
informaci nezbytnych za uUCelem prokazani souladného
jednani s timto Clankem 10.

)

Parties hereby acknowledge, that Service Provider, as
provider of medical services, in sense of all appliable
Laws, including but not limited to, Act no. 372/2011 Coll,
on Medical Services and conditions on their performance,
has with regard to medical documentation obligation to
maintain mandatory confidentiality. In the event, Study
Subject through the informed consent does not provide
his/her explicit consent with access to his/her study
documentation to AbbVie or any delegees of AbbVie,
Service Provider shall not be entitled to allow access to
medical documentation, with exclusion of fully anonymized
data. The provision will survive termination or expiration of
this Agreement.

(i) Smluvni strany vyslovné prohlasuji, Zze Poskytovatel sluzeb
jakozto poskytovatel zdravotnich sluzeb ve smyslu
pfislusnych platnych pravnich pfedpisu, zejména vcéetné
zdkona ¢&. 372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, ma ve vztahu ke
zdravotnické dokumentaci povinnost zachovavat povinnou
mi¢enlivost. Nevyslovi-li subjekt hodnoceni v ramci
formulare informovaného souhlasu s uUCasti ve Studii s
Ucasti ve studii vyslovné souhlas s nahlizenim do jeho
zdravotnické dokumentace vedené o jeho osobé
spole¢nosti AbbVie nebo jim povéfenymi osobami, neni
Poskytovatel sluzeb opravnén témto osobam umoznit
nahlizeni do zdravotnické dokumentace, s vyjimkou pIné
anonymizovanych Udajli. Toto ustanoveni pfetrva
v platnosti i po ukon&eni &i uplynuti platnosti této Smlouvy.
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11. Ownership.

11. Vlastnictvi.

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

(a)

VesSkeré udaje, zpravy, komunikace, materialy, vystupy,
pracovni  produkty, informace, inovace, vyndlezy,
prezentace, pfednasky Ci objevy (at'jiz patentovatelné nebo
podléhajici autorskému pravu ¢&i 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 déle jen
.Materidly“), budou neprodlené sdéleny/oznameny
spolegnosti AbbVie, budou spole¢nosti AbbVie pfidéleny a
budou jejim vyhradnim vlastnictvim. Na zadost a naklady
spolec¢nosti AbbVie Poskytovatel sluzeb podepise nebo
zajisti podpis takovych dokumentl a podnikne takové kroky,
které bude spolec¢nost AbbVie povazovat za nezbytné ci
vhodné Kk ziskani, zapisu & vymahani patentd nebo
autorskych prav, ktera se tykaji vy$e uvedenych Material(,
nebo k jejich postoupeni jménem spole¢nosti 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
pocitatové programy, zdrojovy kod, cilovy kéd a
doprovodna dokumentace), budou povazovany za Dilo
vytvofené na objednavku a stanou se a zuUstanou
vyhradnim vlastnictvi spole¢nosti AbbVie. Pokud nemUze
byt Material Dilem vytvofenym na objednavku, souhlasi
Poskytovatel sluzeb s tim, Ze tento Material postoupi a timto
postupuje na spole€nost AbbVie.

(c) 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 vySe uvedené spole¢nost AbbVie neziska
vlastnictvi zadného dusevniho vlastnictvi vlastnéného
Poskytovatelem sluzeb, dolozeného pisemnymi zaznamy
pred podpisem této Smlouvy (dale jen ,Dusevni vlastnictvi
existujici pred podpisem Smlouvy*). Poskytovatel sluzeb
timto udéluje  spoleCnosti  AbbVie nevyhradni,
neodvolatelnou, celosvétovou bezplatnou licenci k uzivani
a Upraveé takového DuSevniho vlastnictvi existujiciho pfed
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 DusSevniho vlastnictvi
existujiciho pfed podpisem Smlouvy neni puvodnim dilem
Poskytovatele sluzeb, Poskytovatel sluzeb timto prohlasuje
a zaruCuje, ze ziskal povoleni od plvodniho vlastnika
takového obsahu tfeti strany k uzivani celého takového
obsahu tfeti strany nebo jeho ¢asti a Ze Poskytovatel sluzeb
ma pravo udélit spolecnosti AbbVie nevyhradni licenci k
obsahu treti strany.

12. Presentations and Publications. SerVice Provider will not 12 Prezentace a Zvefeinéni_ Poskytovate| S|uzeb nebude
present or publish, or submit for publication, any work prezentovat, nezvefejni ani nepredlozi ke zvefejnéni
resulting from the Services under the Agreement without jakékoliv dilo vyplyvajici ze SluZeb dle této Smlouvy bez
AbbVie’s prior written approval. predchoziho pisemného souhlasu spolegnosti AbbVie.

13. Publicity. Service Provider will not disclose the existence or 13. Propagace. Poskytovatel sluzeb nesdéli informace o
terms of this Agreement or use AbbVie's name, trademark, existenci & podminkéach této Smlouvy ani nebude pouZivat
servicemark or logo in any publicity, advertising or obchodni firmu AbbVie, jeji ochrannou znémku, znamku
announcement, without AbbVie’s prior written consent. oznaduijici sluzby nebo logo v ramci jakékoliv propagace,

reklamy nebo oznameni bez prfedchoziho pisemného
souhlasu spole€nosti AbbVie.
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14. Representation and Warranties.

14. ProhlaSeni a zaruky.

(a) Each party represents and warrants that:

(a) Kazda strana prohlasuje a zaruduje, ze:

(i) neither this Agreement, nor any payment
thereunder, is in exchange for any explicit or implicit
agreement or understanding that Service Provider
purchase, lease, order, prescribe, recommend or
otherwise arrange for, or provide formulary or other
preferential or qualifying status for the use of AbbVie
products; and

(i) tato Smlouva &i jakakoliv platba dle této Smlouvy neni
vyménou za jakoukoliv vyslovnou & micky
predpokladanou smlouvu nebo dohodu o tom, Ze
Poskytovatel sluzeb nakoupi, pronajme si, objedna,
predepiSe ¢i doporudi produkty AbbVie nebo jinak
zajisti, ze produktim AbbVie bude udélen status
predepisovaného léCiva ¢&i jiny preferenéni nebo
kvalifikujici status pro jejich uzivani; a

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

(i) celkova platba za Sluzby dle této Smlouvy
pfedstavuje 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 prohlasuje a zarucuje, Ze:

(i) Service Provider will comply with all applicable 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. Service 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;

(i) bude dodrzovat veSkeré platné zakony, pravni
predpisy a smérnice, zejména zakony, pfedpisy a
smérnice na ochranu osobnich Udaju, dariové zakony
a pfedpisy a pravidla upravujici programy zdravotni
péce, v platném znéni. Poskytovatel sluzeb ziska a
bude udrzovat v plné platnosti a ucinnosti jakékoliv
licence, osvédCeni, povoleni nebo registrace
nezbytné k tomu, aby mohl poskytovat Sluzby a
Materialy dle této Smlouvy. Poskytovatel sluzeb bude
také dodrzovat veskeré platné vnitini predpisy
spole¢nosti AbbVie;

(i) Service Provider will comply with all requirements
regarding reporting and management of conflicts of
interest and performance of Services does not
represent a conflict of interest;

(i) Poskytovatel sluzeb bude dodrzovat veSkeré
pozadavky ohledné podavani zprav a fizeni konfliktu
zajmu a pInéni Sluzeb nepfedstavuje konflikt zajmu;

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

(iii) Poskytovatel sluzeb neni stranou zZadné 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 v rozporu
s predpisy jakékoliv instituce, se kterou je
Poskytovatel sluzeb spojen;

(iv) Service Provider is qualified to perform the Services
and, as applicable, will be trained on AbbVie
products and other specific topics relevant to the
Services under the Agreement on or before
performing such Services. In addition, Service
Provider, its employees, agents, 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;

(iv) Poskytovatel sluzeb je zpUsobily poskytovat Sluzby a
pfipadné byt Skolen ohledné produkti AbbVie a
jinych konkrétnich témat tykajicich se Sluzeb podle
této Smlouvy pred jejich poskytovanim. Mimoto bude
Poskytovatel sluzeb, jeho zaméstnanci, konzultanti a
subdodavatelé  poskytovat  Sluzby  spravnym
zplsobem a ve spravném provedeni za vynaloZeni
pfiméfenych dovednosti, pé€e a pozornosti a bude pfi
pinéni Sluzeb uplathovat korektni a profesionalni
metody a postupy v souladu s bézné pfijimanymi
oborovymi standardy a bude odpovédny za kvalitu,
technickou presnost a Uplnost Sluzeb a Materiall
dodavanych spolecnosti AbbVie;

(v) the Materials provided hereunder will not violate or
infringe upon any patent, copyright, trademark,
trade secret, or other intellectual property right of
any third party and the Material will be delivered free

(v) 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
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from any security interest or other lien or
encumbrance;

Material bude dorucen bez jakéhokoliv zajistovaciho
naroku Ci jiného vécného bfemene nebo zatizeni;

(vi) at the time of delivery to AbbVie, no Material
supplied by Service Provider will contain any
computer virus or other similar harmful, malicious or
hidden program;

(vi)

v dobé dodavky spole¢nosti AbbVie nebude zadny
Material dodany Poskytovatelem sluzeb obsahovat
pocitatové viry ani jiné podobné Skodlivé,
nebezpecné &i skryté programy;

(vii) neither the Services nor any Materials provided
under the Agreement will have any defects in
material, design or workmanship and all Services
and Materials provider under the Agreement will be
free from any security interest or other lien or
encumbrance;

(vii)

Sluzby a Materialy dle této Smlouvy budou bez vad
materialu, designu &i provedeni a veskeré Sluzby a
Materialy poskytované dle této Smlouvy budou prosty
jakéhokoliv zajistovaciho naroku ¢i jiného vécného
bfemene nebo zatizeni;

(viii) Service Provider acknowledges that AbbVie is
providing compensation under the Agreement
based on Service Provider’'s particular skills and/or
experience and is not offering Service Provider this
fee on the grounds of Service Provider's official
position; and

(viii)

Poskytovatel sluzeb bere na védomi, Zze spole€nost
AbbVie poskytuje odménu dle této Smlouvy na
zakladé specifickych dovednosti a/nebo zku$enosti
Poskytovatele sluzeb a nenabizi tuto odménu
Poskytovateli sluzeb na zakladé jeho oficialni pozice;
a

(ix) Service Provider, and each employee or agent of
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, Czech Medical Chamber 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;

(ix)

Poskytovatel sluzeb a kazdy jeho zaméstnanec nebo
zastupce, ktery je poskytovatelem zdravotni péce a
poskytuje Sluzby dle této Smlouvy: (A) ma uc€innou a
platnou Iékafskou licenci, (B) tato licence nebyla
nikdy zruSena, omezena nebo pozastavena
Iékarskou komisi, Ceskou lékafskou komorou nebo
jinym licenénim organem, (C) jeho vyhody i
schopnost provozovat praxi nebyly nikdy zruSeny,
omezeny nebo pozastaveny zdravotnickym zafizeni
nebo jinym poskytovatelem sluzeb zdravotni péce a
(D) podle nejlepsiho védomi Poskytovatele sluzeb
neni on ani zadny z vy$e uvedenych zaméstnancu &i
zastupclu poskytujicich Sluzby dle této Smlouvy
predmétem vySetfovani, které by vedlo ke zruseni,
omezeni ¢i pozastaveni jeho |ékarské licence nebo
moznosti provozovat praxi ve zdravotnickém zafizeni
Ci u jiného poskytovatele sluzeb zdravotni péce.
Pokud se vySe uvedené b&hem Doby trvani zméni,
Poskytovatel sluzeb okamzité uvédomi spolecnost
AbbVie a spole¢nost AbbVie ma pravo ukongit tuto
Smlouvu s okamzitou ucinnosti.

(x) Service Provider represents and warrants that to the
best of it's knowledge neither Service Provider nor
Service Provider's employees, subcontractors and
agents performing services related to the Study
(collectively, “Service Provider Personnel’) are
Debarred, or, 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
(“FDA") 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

(x)

Poskytovatel sluzeb ujistuje a zaru€uje, Ze jeho podle
nejlepsiho védomi a svédomi ani Poskytovatel sluzeb
ani zaméstnanci Poskytovatele sluZeb, jejich smluvni
zastupci €i zmocnénci provadégjici sluzeb vztahujici
se ke Studii (souhrnné dale jen ,Zaméstnanci
poskytovatele sluzeb®) nejsou Vylou€¢enymi osobami,
ani nebyly Vylou€enymi osobami a ani nejsou
pfedmétem Fizeni, které by mohlo pfipadné veést
k vylou€eni Poskytovatele sluzeb nebo Zaméstnance
poskytovatele sluzeb. Termin ,Vylou€eny"“ pro ucely
této Smlouvy znamena: (A) vylou¢eny americkym
Uradem pro kontrolu potravin a Iéku (,FDA®) podle 21
U.S.C. § 335a nebo jinym kompetentnim organem:;
(B) vylou€eny, svyslovenym zakazem nebo
pozastavenou ¢innosti nebo jinak nezpusobily
k u€asti v mistnich nebo americkych federalnich
zdravotnich  programech ¢i v mistnich nebo
americkych federalnich vefejnych nebo nevefejnych
zakazkach; (C) =zapsany do seznamu FDA
vylou€enych Kklinickych zkous$ejicich a klinickych
zkous$ejicich s omezenim; nebo (D) odsouzeny za
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excluded, debarred, suspended, or otherwise
declared ineligible. In the event Service Provider
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 for a duration of 10 years.

trestny €in spadajici pod 42 U.S.C. § 1320a-7(a) nebo
platné mistni Zakony, a toto odsouzeni by mohlo vést
k vylou€eni, vysloveni zakazu ¢&i docasného
pozastaveni, nebo kijinému prohlaseni za
nezplsobilého.  Pokud Poskytovatel zdravotnich
sluzeb dostane oznameni nebo se jinak dozvi o
Vylou€eni nebo navrhovaném Vylougeni
Poskytovatele zdravotnich sluzeb jako takového
nebo nékterého Zaméstnance poskytovatele
zdravotnich sluzeb, ihned to spole¢nosti AbbVie
oznami a AbbVie bude mit pravo tuto Smlouvu
s okamzitou platnosti ukoncit. Zavazek dle tohoto
¢lanku 14(b)(x) zGstane v platnosti i po dobu 10 let po
ukonéeni platnosti této Smiouvy.

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 bé&hem Doby trvani dojde k jakymkoliv podstatnym
zménam 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
divodné vykladana tak, Ze ovliviiuje vhodnost Ucasti
Poskytovatele sluzeb na této Smlouvé), souhlasi
Poskytovatel sluzeb stim, Ze bude spole¢nost AbbVie o
jakychkoliv takovych zménach neprodlené informovat.

15. Audit; Inspection.

15. Audit; Kontrola.

(a) Service Provider represents and warrants it will have,
maintain and provide AbbVie proof of written
management-approved practices and procedures that
describe in detail how Service Provider will perform
specific tasks, services and functions related to the
Services to be performed under this Agreement. Service
Provider will not modify its practices (e.g. standard
operating procedures) relevant to the conduct of the
Services under this Agreement without written notice
without undue delay to AbbVie. Service Provider's
notification to AbbVie shall include a brief summary
outlining the changes to Service Provider’s practices.

(a) Poskytovatel sluzeb prohlasuje a zarucuje, Zze bude mit
vedenim schvalené pisemné metody a postupy podrobné
popisujici, jak Poskytovatel sluzeb bude plnit konkrétni
ukoly, sluzby a funkce souvisejici se Sluzbami, které se
maji poskytovat podle této Smlouvy, Ze bude takové
metody a postupy udrzovat a dolozi je spoleCnosti AbbVie.
Poskytovatel sluzeb své postupy (napf. standardni
provozni postupy) souvisejici s poskytovanim sluzeb podle
této Smlouvy nezméni, aniz by to bezodkladné pisemné
spole¢nosti AbbVie oznamil. Oznameni Poskytovatele
sluzeb spole¢nosti AbbVie bude obsahovat kratké shrnuti
nastifujici zmény postupl Poskytovatele sluzeb.

(b) 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 facilities, 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..

(b) Spole¢nost AbbVie bude mit prostfednictvim svych
povéfenych zameéstnancli, zastupcu, zprostfedkovatell,
partnerll a spole¢nych podnikd pravo poté, co o tom
Poskytovatele sluzeb v dostate€ném predstihu informuje,
provést v pfiméfené dobé& a na pfiméfenych mistech
kontrolu v8ech zafizeni, vybaveni, procedur a postupl
uzivanych Poskytovatelem sluzeb pfi poskytovani Sluzeb a
prohlédnout a zkontrolovat veskeré zaznamy, slozky,
zapisniky, pfislusné provozni postupy a udaje tykajici se
poskytovanych Sluzeb a/nebo Materiall tak, aby zajistila
pravdivé a pfesné zaznamenavani udaji a potvrdila, Ze
Poskytovatel sluzeb dodrzuje podminky této Smiouvy.

(c) 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

(c) Jakékoliv podstatné pfipady nedodrzovani predpistl
zjisténé béhem kontroly zafizeni a provozu Poskytovatele
sluzeb budou sdéleny pracovnikim Poskytovatele sluzeb
podilejicim se na kontrole béhem zavérecéné schlizky a
pisemné Poskytovateli sluzeb. Poskytovatel sluzeb
predlozi spoleCnosti AbbVie pisemny plan napravnych
opatfeni do tficeti (30) dnd 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
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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.

nedodrzovani predpisi a dokud nebude splnén plan
napravnych opatfeni. Pokud bude spole¢nost AbbVie
povazovat zjisténi kontroly a souvisejici reakce za
neprijatelné, mize spolecnost AbbVie na zakladé svého
vyhradniho uvazeni zakazat Poskytovateli sluzeb, aby (a)
predkladal nabidky na jakékoliv zakazky pro AbbVie nebo
(b) dokondil jakoukoliv zakdzku pro spoleénost AbbVie,
ktera zahrnuje nepfijatelné Sluzby a/nebo zafizeni, a to az
do doby, neZz budou veSkeré takové problémy s
dodrZzovanim predpis vyfeSeny k pfiméfené spokojenosti
spole¢nosti AbbVie. V pfipadé, ze ur€ity problém nebude
mozné vyresit v pfiméfené IhGté od jeho zjisténi, maze
spole¢nost AbbVie tuto Smlouvu ukongit.

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 conduct an audit of the Services, including
interviewing of key personnel, providing 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 itis 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.

(d)

Na Zzadost jakéhokoliv fadné povéfeného vedouciho
pracovnika nebo zaméstnance regulatorniho organu
umozni  Poskytovatel sluzeb takovému vedoucimu
pracovnikovi nebo zaméstnanci, a to v pfiméfené Ihate,
provedeni auditu poskytovani Sluzeb v€etné pohovoru
s klicovymi pracovniky, pfistup k dokumentim v drzeni
Poskytovatele sluzeb, které souviseji se Sluzbami a/nebo
Materialy podle této Smlouvy a jejichz vedeni je
vyzadovano pfislusnymi zakony a predpisy, mohl z téchto
dokumentu pofizovat kopie a ovéfovat je, a v pfipadé, Ze to
bude od Poskytovatele sluzeb vyzadovano, predlozi takové
dokumenty (nebo jejich kopie) témto regulatornim
organim. Poskytovatel sluzeb bude spole¢nost AbbVie
okamzité informovat poté, co obdrzi zadost o takové
dokumenty, a neprodlené spolecnosti AbbVie poskytne
kopii jakychkoliv dokument( obdrzenych od regulatornich
organd nebo témto organim poskytnutych. V pfipadé

obdrzeni regulatorni obsilky nebo vyzvy (napfiklad
Formuldfe FDA 483), ktera se tyka Sluzeb a/nebo
Material(i, souhlasi Poskytovatel sluzeb stim, zZe

spole¢nosti AbbVie do patnacti (15) dnu od obdrzeni takové
regulatorni obsilky nebo vyzvy poskytne shrnuti takové
regulatorni obsilky nebo vyzvy, které bude obsahovat
vysvétleni k zalezitostem zji§ténym regulatornim organem,
vysvétleni jakékoliv reakce na podstatné zalezitosti zjisténé
regulatornim organem a vysvétleni zplsobu, jakym se
takova regulatorni obsilka nebo ozndmeni tyka SluZzeb
a/nebo Materialu poskytovanych podle této Smlouvy.

(e)

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.

(e)

Po oznameni ocekavané kontroly a nasledném provedeni
kontroly regulatornim organem nebo pfisluSnym statnim
organem za Ucelem zhodnoceni jinych sluzeb, nez jsou
sluzby poskytované spoleénosti 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 mulze tato zjiSténi a zavéry upravit v rozsahu
nezbytném k tomu, aby splnil své zavazky ve vztahu
k ddvérnym informacim. Toto ustanoveni pretrva v platnosti
po dobu jednoho (1) roku po ukonceni 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 Smlouvé, neni zamysleno ani nema byt vykladano
be construed so as to constitute the parties as partners, tak, Ze ze stran &ini partnery, spoleény 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 zavazky za
obligation on behalf of or in the name of the other party druhou stranu & jejim jménem nebo druhou stranu
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or to bind the other party to any contract, agreement or
undertaking with any third party, and no conduct of a
party will be deemed to infer such right. To the extent
Service Provider engages the services of any individual
to support the Services under this Agreement; Service
Provider is responsible for compliance with any
applicable employment or tax laws.

zavazovat vramci jakékoliv smlouvy, dohody nebo
ujednani s jakoukoliv tfeti stranou a toto pravo nebude
vyvozovano ani z zadného jednani nékteré ze stran. Pokud
Poskytovatel sluzeb vyuzije sluzeb jakékoliv jiné osoby
k podpofe Sluzeb podle této Smlouvy, je odpovédny za
dodrzovani veskerych pfislusnych pracovnépravnich nebo
danovych predpisu.

17. Assignment; Subcontracting.

17. Postoupeni; Subkontrahovani.

(a) 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 Provider of
responsibility for the performance of any obligation
accrued prior to date of assignment.

(a)

Poskytovatel sluzeb nepostoupi tuto Smlouvu ani jakoukoliv
jeji Cast treti strané bez pfedchoziho pisemného souhlasu
spolecnosti AbbVie (ktery mlze spolecnost udélit nebo
odmitnout na zakladé svého vyhradniho uvazeni). Jakykoliv
povoleny  postupnik pfevezme  veSkeré zavazky
Poskytovatele sluzeb podle této Smlouvy. Postoupeni
nezproStuje Poskytovatele sluzeb odpovédnosti za plnéni
jakéhokoliv zavazku vzniklého pfed datem postoupeni.

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
treti stranu bez pFfedchoziho pisemného souhlasu
spolec¢nosti AbbVie (ktery maze spole¢nost udélit nebo
odmitnout na zakladé svého vyhradniho uvazeni).
V pfipadé, ZzZe je Poskytovateli sluzeb povoleno
subkontrahovat né&jakou povinnost ztéto Smlouvy na
jakoukoliv tfeti stranu, podepiSe takovy subdodavatel
smlouvu ve formé pfijatelné pro spole€nost AbbVie, (i) ktera
bude takového subdodavatele zavazovat k dodrzovani
podminek této Smlouvy a (ii) ve které bude takovy
subdodavatel souhlasit s tim, Ze spole¢nost 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 | 18, Oznameni. Jakakoliv oznameni vyzadovana nebo povolena
Agreement will be in writing, will refer specifically to this podle této Smlouvy budou v pisemné podobé&, budou
Agreement, and will be sent by recognized national or konkrétné odkazovat na tuto Smlouvu a budou zaslana
international OVernight COUrier, confirmed facsimile renomovanou tuzemskou nebo mezinarodni kury”'”'
transmission (provided that duplicative copy is provided sluzbou s 24-hodinovym provozem, faxovym pfenosem s
via confirmed electronic mail, registered mail or certified potvrzenim o pfijeti (s tim, Ze duplikat bude zaslan
mail), confirmed electronic mail, or registered or certified elektronickou postou s potvrzenim o pfijeti nebo
mail, postage prepaid, return receipt requested, or doporugené postou), elektronickou postou s potvrzenim o
dellyered by harjd to the addrgss as set forth herein. prijeti nebo doporu¢enou postou s predplacenym
Notices under this Agreement will be deemed to be duly postovnym a dorugenkou nebo osobné na adresu uvedenou
given: (a) when delivered by hand; (b) one day after vtéto Smiouvé. Oznameni podle této Smlouvy budou
confirmed electronic mail transmission; (c) two days povazovana na fadné podana: (a) pii osobnim doruéeni, (b)
after deposit with a recognized national or international jeden den po zaslani elektronickou postou s potvrzenim o
courier; or (d) on the delivery d_a_te |nd|c_ated in the return pfijeti, (c) dva dny po uloZeni zasilky u renomovaného
receipt for registered or certified mail. A party may tuzemského nebo mezinarodniho kuryra nebo (d) v den
change its contact information immediately upon written dorugeni uvedeny na doruéence u doporuéené posty.
notice to the other party in the manner provided in this Strana miize zménit své kontaktni Udaje bezprostfedné
Section 18. pisemnym ozndmenim druhé strané  zptsobem

stanovenym v tomto €lanku 18.
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If to SERVICE PROVIDER, address to:

Oznameni uréena POSKYTOVATELI SLUZEB na adresu:

Nemocnice Na Homolce,

to:

Nemocnice Na Homolce,

]

[0:

If to ABBVIE:

Oznameni uréena spole¢nosti ABBVIE:

with a copy to:

"

S kopii na adresu:
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19. Indemnification. Parties agree to indemnify one to each other,
and hold each other harmless against any liability,
judgment, demand, action, suit, loss, damage, cost and
other expense (including but not limited to reasonable
attorneys’ fees to consider, advise and defend, and court
costs) (“Liability”) from and against any third party suit or
claim made or proceedings brought against other party
arising directly or indirectly out of (a) respective party or its
/lemployees or agent's negligence, recklessness, willful
misconduct; (b) breach of any term of this Agreement
including but not limited to, the representations and
warranties set forth in this Agreement; (c) an assertion or
allegation that the Materials constitute an infringement of
any patent, copyright, trademark, trade dress, or any other
intellectual property right; or (d) injury to person (including
death) or damage to property caused by respective party,
its employees or agents.

19. Odskodnéni. Smluvni strany jsou povinny se navzajem
odskodnit a ochranit pfed jakoukoliv odpovédnosti, rozsudkem,
pozadavkem, ukonem, zalobou, ztratou, Skodou, nakladem
nebo jinym vydajem (zejména pfiméfenymi naklady pravniho
zastupovani za uc€elem posouzeni pfipadu, poradenstvi a
obrany, jakoz i soudnich vydajl) (dale jen ,Odpovédnost®) ve
vztahu k Zalobé &i naroku tfeti strany nebo fizeni zahajenému
proti druhé smluvni strané, které pfimo &i nepfimo vyplyvaji z
(a) nedbalosti, nezodpovédnosti ¢i zamérné protipravniho
jednani pfislusné smluvni strany nebo jejich zaméstnancl ci
zastupcu, (b) poruseni jakékoliv podminky této Smlouvy,
zejména prohlaseni a zaruk uvedenych v této Smlouve, (c)
tvrzeni nebo obvinéni, ze Materidly zakladaji poruseni
jakéhokoliv patentu, autorského prava, ochranné znamky,
designu znaCky nebo jakéhokoliv jiného prava k dusevnimu
vlastnictvi, nebo (d) urazu osoby (v€etné& smrti) nebo Skody na
majetku zplsobené smluvni stranou, jejimi zaméstnanci nebo
zastupci.

20. Insurance. AbbVie shall be responsible to maintain
insurance or self insurance for purposes of this Study in
accordance with applicable legal regulations. Under this
purpose AbbVie shall have for whole duration of
performance of the Study contracted coverage of its
liability, liability of Investigator and Institution Personnel
(including employees of Service Provider) for damages
caused to Study Subject in the course and as a result of
performance of the Study (including non-material
damages), by which is also covered indemnification in
case of death or injury of Study Subject as a result of
performance of the Study in accordance with Section 58
par. 2 Act on Drugs. To avoid any doubts, parties hereby
represent, that insurance coverage set forth in this
section does not replace insurance, unrelated to the
Study, e.g. standard-of-care medical services
performance.

20. Pojisténi. Spole€nost AbbVie odpovida za zajisténi pojisténi &i
interniho zajisténi pro ucely Studie v souladu s pfisluSnymi
pravnimi pfredpisy. Za timto ucelem je AbbVie povinna mit po
celou dobu provadéni Studie sjednané pojisténi odpovédnosti
své, Hlavniho zkousejiciho a Clent studijniho tymu (tj. véetné
zaméstnancu Poskytovatele sluzeb) za Gjmu vzniklou Subjektu
hodnoceni v dusledku provadéni Studie (v€etné nemajetkové
ujmy), jehoz prostrednictvim je zajisténo i odSkodnéni v pfipadé
smrti subjektu hodnoceni nebo v pfipadé ujmy vzniklé na zdravi
subjektu hodnoceni v dusledku provadéni Studie v souladu s §
58 odst. 2 zdkona o léCivech. Pro vylou€eni pochybnosti
smluvni strany prohlasuji, Ze pojisténi podle tohoto odstavce
nenahrazuje pojisténi vztahujici se k aktivitam, které nesouvisi
se Studii, napf. bézné poskytovani zdravotnich sluzeb.

21. 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 Repubilic.
Parties, in accordance with section 89a of Act no. 99/1963
Coll., Civil Procedure, agreed that local jurisdiction for
matters falling under matter competence of regional court
shall have Municipal Court in Prague and in case of matter
falling under matter competence of district court shall be
District Court for Prague 5.

21. Regeni sporli. Kazdy spor, neshodu nebo narok vyplyvajici z
této Smlouvy nebo s ni souvisejici, ktery neni mozno vyfesit do
tficeti (30) dnu vzajemnou dohodou smluvnich stran, budou
fesit pfislusné soudy Ceské republiky. Smluvni strany se ve
smyslu ustanoveni § 89a zakona &. 99/1963 Sb., ob&ansky
soudni fad dohodly, Ze mistné pfisluSnym je v pfipadég, Ze k
projednani véci je vécné pfislusny krajsky soud, Méstsky soud
v Praze a v pfipadé, Ze k projednani véci je vécné pfislusny
okresni soud, Obvodni soud pro Prahu 5.

22. 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 neuc€innym,
platnost a vynutitelnost ostatnich ustanoveni tim nebude
ovlivnéna.

23. Force Majeure. The delay or failure of either party to perform
its obligations under this Agreement shall not subject such
party to any liability or place it in breach of any term or
condition of this Agreement to the other party if such delay or
failure in performance is caused by an event beyond such
party’s reasonable control and occurs without its fault or
negligence, including without limitation, acts of God, fire,
explosion, flood, drought, war, riot, sabotage, embargo,
strikes, civil strife or other similar causes. In the case of such
delays or failure, the times fixed for completion of the affected

23. Vy38i moc. Prodleni & nemoznost plnéni kterékoli ze stran
jednat v souladu se zavazky, které takové strané vyplyvaji
z této Smlouvy nezavda vzniku jakékoli odpovédnosti takové
strany a takové okolnosti rovnéz zabrani vykladu, Ze takova
strana porusila jakékoli ustanoveni ¢i podminku této Smlouvy
vuci jakékoli jiné strané, je-li takové prodleni &i neplnéni
povinnosti jednat v souladu s ji ulozenymi zavazky zplsobeno
udalosti, jez je svoji povahou neovlivnitelna takovou stranou, a
k niz dojde bez jakéhokoli pochybeni ¢i nedbalosti, zejména
véetné, zasahl vys$Si moci, ohné, vybuchu, zaplav, sucha,

services or obligations under this Agreement shall be valetného stavu, povstani, sabotaZze, embarga, stavek,
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extended for a period of time mutually acceptable by AbbVie civilnich nasilnych nepokoju ¢i jakychkoli jinych obdobnych
and Service Provider. davodu. V pfipadé takovych prodleni &i nemoznosti plnéni,

Ihtty uréené pro dokonceni dotéenych sluzeb ¢i zavazkl
vyplyvajicich z této Smlouvy budou prodlouzeny po takovou
dodate¢nou casovou Ihiitu, jez bude akceptovatelna pro
spole¢nost AbbVie a Poskytovatele sluzeb

24. Waiver. No waiver will be implied from conduct or failure to | 24. Vzdani se prava. Jednani nebo nevymahani prava nebude

enforce rights. No waiver of any term, provision or condition vykladano jako zfeknuti se takového prava. Zadné zreknuti se
of this Agreement (irrespective whether by active conduct or jakéhokoliv terminu, ustanoveni nebo podminky této smlouvy
by any other mean) in one or several cases shall be deemed (at uz chovanim nebo jinym zpUusobem) v jednom nebo vice
as another or in perpetuity waiver of such term, provision or pfipadech nebude povazovano za dal$i nebo trvajici zfeknuti
condition of this Agreement. se takového terminu, ustanoveni nebo podminky této Smiouvy.
25. Counterparts. This Agreement will be executed in three | 25._ Vyhotoveni. Tato Smlouva je vyhotovena ve tfech
counterparts, each of which will be deemed to be an original, vyhotovenich, z nichZz kazdé bude povazovano za original a
and all of which together will constitute one and the same v8echny dohromady budou tvofit jednu a tutéz smlouvu. Dvé
agreement. Two copies shall be received by the Service vyhotoveni obdrzi Poskytovatel sluzeb a jedno vyhotoveni
Provider and one copy by the AbbVie. If this Agreement is spoleCnost  AbbVie. Je-li tato Smlouva vyhotovena
executed in electronic form, it is a single copy with electronic v elektronické podobé&, jednd se o jedno vyhotoveni
signatures of the parties in accordance with Act No. 297/2016 s elektronickymi podpisy smluvnich stran v souladu se
Coll., on trust services for electronic transactions, as zakonem ¢. 297/2016 Sb., o sluzbach vytvarejicich dlvéru pro
amended. elektronické transakce, ve znéni pozdéjSich predpisu.
Publication of this Agreement in Contracts Registry shall be Uverejnéni smlouvy v registru smluv zajisti Poskytovatel
done by Service Provider. sluzeb.
This Agreement is made in Czech and English language Tato smlouva je sepsana v ¢eské a anglické jazykové verzi,
versions, in the event of any conflict, the Czech language v pfipadé jejich rozporu ma pfednost Ceska verze.

version shall govern.

26. Miscellaneous. This Agreement includes all attached | 26. Ruzné. Tato Smlouva zahrnuje i veskeré pripojené pilohy,

exhibits, all of which are herein incorporated by reference. pFiéemz viechny tyto piilohy jsou zde zahrnuty odkazem. Tato
This Agreement contains the entire understanding of the Smlouva zaklada Uplnou dohodu mezi stranami ve vztahu
parties with respect to the subject matter hereof and k jejimu pfedmétu a nahrazuje véechny pfedchozi dohody a
supersedes all previous agreements and undertakings with ujednani ohledné tohoto pfedmétu. Tuto Smlouvu Ize upravovat
respect thereto. This Agreement may be modified only by pouze na zakladé pisemné dohody podepsané stranami. Tato
written agreement signed by the parties. This Agreement will Smlouva se fidi a bude vykladana v souladu s pravnim fadem
be construed, governed, and interpreted in accordance with Ceské republiky, s vylouéenim ustanoveni o koliznich normach.
the laws of Czech Republic, excluding its conflicts of law

provisions.
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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 povéreny zastupce.

AbbVie s.r.o.

Nemocnice Na Homolce

By:

Podpis:

Name: Mgr. Jan Balzer

Jméno: MUDr. Petr Poloucek, MBA

Title: Country Clinical Operations Manager, upon power of

Funkce: feditel

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

performed):

1. Predmét Sluzeb (podrobny popis Sluzeb, které maji byt

poskytovany):

Scope of Work

Rozsah praci

e Defined by the Protocol M22-003

e Definovano Protokolem M22-003

List of Applicable Documents

Seznam prisluSnych dokumentu

e  Protocol M22-003

e Protokol M22-003

Performance Requirements and Deliverables

Pozadavky na pInéni a vystupy

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

o Uhrada za Sluzby bude zaloZena na poétu provedenych
radiologickych vySetreni.

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

¢ Uhrada za Sluzby bude podmin&na predloZenim dokladu
o plnéni spole¢nosti AbbVie Poskytovatelem sluzeb

Responsibilities

Povinnosti

e The Radiologist shall perform radiology
examinations in accordance with requirements of
the Protocol and written instructions of Principal
Investigator, including but not limited to, report
and interpretation of scan and imaging data,
handling of imaging data, provision of technical
support in connection with assessment of
radiology scan and further shall send without
undue delay blinded radiology scans to the central
reader for central reading to

e Radiolog se zavazuje provadeét radiologicka vysetreni dle
poZadavku Protokolu a pisemnych pokynu Hlavniho
zkouSejiciho, zejména véetné zpravy, popisu snimku a
interpretace obrazovych dat, manipulace s obrazovymi
zaznamy, bude poskytovat technickou podporu pri
vyhodnoceni radiologického snimku a dale se zavazuje
bezodkladné odeslat zaslepené snimky pro centralni
interpretaci spolecnosti i

2. Payment Terms:

2. Platebni podminky:

Payments shall be made in accordance with the Budget —
Service Provider attached hereto as Exhibit B.

Platby budou proplaceny v souladu s Rozpoc¢tem — Poskytovatel
sluzeb, ktery je zde pripojen jako Priloha B.

(invoices must be submitted with all requests for payment)

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

ZAVAZKY K ELEKTRONICKE VYMENE DAT ELECTRONIC DATA OBLIGATIONS

Pro ucely této Prilohy C budou mit nasledujici pojmy vyznam
nize stanoveny:

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

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

“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.

,FDA“ se rozumi Ufad pro kontrolu potravin a lé&iv USA,
nebo Ufady nasledujici a prejimajici jeho funkci.

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

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

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

Manipulace s elektronickymi zkuSebnimi daty a/nebo

1. Electronic Trial Data Handling and/or Remote

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 spliuji a jsou v
souladu s pozadavky AbbVie, ve formé predané
poskytovateli sluzeb pfed podpisem smlouvy, dale
pokyny ICH a FDA stanovenymi pozadavky na uplnost,
pfesnost, spolehlivost a konzistentni provadéni;

(b)
(c)

Poskytovatel sluzeb musi zachovavat standardni
provozni postupy pro pouzivani téchto systéma;
Poskytovatel sluzeb musi zajistit, 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;
Poskytovatel sluzeb musi udrzovat bezpecnostni
systém, ktery zabranuje neopravnénému pfistupu k
datlm;
Poskytovatel sluzeb musi vést seznam osob, které jsou
opravnény provadét zmény (viz body 4.1.5 a 4.9.3
pokynd ICH);
(f) Poskytovatel sluzeb musi udrZzovat odpovidajici zalohu
dat; a
(g) Poskytovatel sluzeb musi zarucit zaslepeni, pokud
existuje (napf. udrzeni zaslepeni b&éhem zadavani dat a
zpracovani).

(d)

(e)

2. Elektronické zaznamy; Elektronické podpisy.

(a) Poskytovatel sluzeb zaruCuje, ze jeho systémy, které
jsou pouzivany pro vytvoreni, Upravu, udrZzovani a/nebo
nacteni dat nebo elektronickych zaznami vytvofenych
na podporu klinické studie, jsou v souladu s poZzadavky

Electronic 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 Provide prior to execution of
this Agreement, ICH Guidelines and FDA

established requirements for completeness,
accuracy, reliability, and consistent intended
performance;

(b)
(c)

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

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;

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

(d)

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).

(e)

2. Electronic Records; Electronic Signatures.

(a) 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
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standardu (a) veSkeré elektronické systémy byly fadné
validovany za uc€elem zajiSténi jejich presnosti,
spolehlivosti a konsistentnosti zamysSleného uzivani a
jejich schopnosti rozpoznat vadné & pozménéné
zaznamy;

(b) Elektronické zaznamy musi splfiovat veskeré platné

poZadavky ulozené pfisluSnymi pravnimi pfedpisy ve
vztahu k tomu, jaké zaznamy maji byt vedeny, k jejich
obsahu, a zda maji byt aplikovany elektronické podpisy,
jakoz i pFislusnym archivatnim dobam takovych
zaznam;

(c) Originalni elektronické zdznamy musi byt archivovany

po ulozenou dobu archivace, at jiz na zakladé
pozadavku ulozeného smlouvou uzavienou se
spole¢nosti AbbVie, &i pfislusnym pravnim predpisem,
podle toho, ktera z téchto dob je delSi. Spole¢nost
AbbVie muze, dle svého uvazeni, pozadovat, aby byly
vesSkeré origindlni zaznamy predany spolecnosti
AbbVie;

(d) Kopie originalnich elektronickych dat byly certifikovany

jako pfesné a kompletni; a

(e) Elektronické postupy pouzivané Poskytovatelem sluzeb

ve vztahu k pfenosu elektronickych zaznamda byly fadné
validovany.

the requirements, as applicable All electronic
systems shall have been appropriately validated to
ensure accuracy, reliability, consistent intended
performance, and the ability to discern invalid or
altered records;

(b) Electronic Records shall meet all applicable
requirements prescribed by law regarding what
records are to be maintained, the content of the
record, if electronic signatures are employed, and
appropriate retention times for the record;

(c) Original electronic records shall be archived
throughout the retention period as specified, either
by AbbVie contract or requirements of applicable
law, whichever is longer. AbbVie may, at its option,
request that all original records be transferred to
AbbVie;

(d) Copies of original electronic data shall have been
certified as accurate and complete; and

(e) Electronic methods used by Service Provider to
transmit electronic records shall have been
appropriately validated.

3) Odpovédnost za integritu dat. Poskytovatel sluzeb musi

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

3) 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.
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